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Executive Summary 

In 2002, participants at the World Summit of Sustainable Development (WSSD), including the 
European Union (EU) and its Member States, made a commitment to the sound management of 
chemicals throughout their life cycle, “aiming to achieve, by 2020, that chemicals are used and 
produced in ways that lead to the minimization of significant adverse effects on human health and the 
environment.” This commitment, the “WSSD 2020 goal”, was expanded upon in paragraph 23 of the 
Johannesburg Plan of Implementation (JPOI). In the eleven years since the WSSD, the EU has made 
considerable progress in enacting and implementing legislation that specifically addresses the 
chemicals-related objectives that were established in Johannesburg. In this report we interpret the 
meaning of the WSSD 2020 Goal to the EU, and go on to generate a set of 20 indicators against which 
to measuring EU progress towards achieving that goal from a baseline year of 2002 up until the end of 
2012. We identify gaps in progress to date, and develop recommendations to address specific gaps. 
We then go on to organise these recommendations under a Roadmap of actions for the EU from 2013 
to 2020, aiming to ensure that the EU meets the WSSD 2020 Goal. 
 
In interpreting the meaning of the WSSD 2020 Goal, we look first to Paragraph 23 of JPOI and 
secondly to other key texts including, Agenda 21 and the Rio Declaration on Environment and 
Development, as agreed at the 1992 United Nations Conference on Environment and Development, 
and the more recent outputs of the Strategic Approach to International Chemicals Management 
(SAICM). With regards to Agenda 21, Chapter 19 on “Environmentally Sound Management of Toxic 
Chemicals, Including Prevention of Illegal International Traffic in Toxic and Dangerous Products” 
and Chapter 20 on “Environmentally Sound Management of Hazardous Wastes, Including Prevention 
of Illegal International Traffic in Hazardous Wastes” provide significant guidance in identifying key 
elements of sound chemicals management. Principle 15 of the Rio Declaration focuses on the use of 
precautionary approach and is explicitly mentioned under Paragraph 23 of JPOI. The WSSD 2020 
goal was adopted as the main objective of SAICM, which includes the Dubai Declaration on 
International Chemicals Management, the Overarching Policy Strategy, and the Global Plan of 
Action.  
 
We undertook a horizontal analysis of these texts to draw out elements that are common to these 
international agreements. In order to facilitate the systematic organisation of key elements and a fluid 
transition to a useful set of indicators, the elements drawn out in the horizontal analysis are presented 
according to five topics, namely: 
 
1. Knowledge, information and infrastructure;  
2. Risk reduction;  
3. Governance;  
4. Illegal traffic in hazardous chemicals, products and waste; and  
5. Technical assistance and capacity building. 
 
In developing the indicator set, we departed from the key elements of chemicals management 
identified as contributing to the WSSD 2020 Goal. In addition, the indicators are intended to be 
SMART, i.e. Specific, Measurable, Achievable, Relevant and Timed. Aiming to capture the wide 
range of outputs, outcomes, and impacts resulting from policy actions on chemicals management we 
developed a package of questions under each indicator, organised according to three tiers of 
questions. It is an objective of this study that the indicator set can be of use to other countries that are 
working towards the WSSD 2020 Goal.  
 
When undertaking the analysis of EU progress against the indicator set, we use 2002 as a baseline, 
since 2002 represents the year of agreement on the WSSD 2020 Goal, from which actions could 
possibly be initiated, and recognising that the availability of data to support a robust analysis is higher 
from 2002, than from 1992 for example. This narrows our focus specifically to assessing progress 
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made over the ten years from 2002 to 2012. In this period, nearly all the rules in the EU regarding 
chemicals have been revised. This includes the procedures for chemical risk assessment the substance 
classification system and notification to authorities of placement on the market, as well legislation 
covering chemicals for particular uses, such as pesticides, biocides, medicinal products. In addition, 
the recently published Environmental Action Programme to 2020 (7EAP) includes a number of 
specific targets for chemicals up until 2020, and specifically reiterates the EU commitment to meeting 
the WSSD 2020 Goal.  
 
In analysing legislative changes, or policy outputs under tier 1 questions, we present the status quo in 
terms of legislation at the baseline at the start of the analysis under each indicator and then consider 
the status in 2012.  
 
Tier 2 questions then seek to measure the outcomes of policies, in terms of the implementation of key 
legislative mechanisms and levels of compliance. Here data is drawn from EU level implementation 
reports and independent reviews, where available. We have not undertaken to review reports at the 
National level due to time and budget constraints.   
 
In measuring the impacts of policies on the ground using tier 3 questions, we sought to draw in 
quantitative data to illustrate, for example, changes in environmental concentrations of pollutants over 
the time period. A major challenge was the lack of robust and comprehensive data under many 
indicators, both geographically and for the period 2002 to 2010. In many cases we have drawn on 
what data we could find, often snapshot data for particular years or from specific case studies, in order 
to provide a more qualitative illustration of the situation on the ground. In addition, it is not possible 
to directly attribute impacts on the ground to EU policies in a context where Member States may have 
taken more stringent actions, or where international efforts may have contributed to changes. Finally, 
in seeking to review trends in risks to human health and the environment resulting from chemical 
exposure we face the basic problem of uncertainty regarding the causal relationship between 
chemicals and their impact on human health and the environment through multiple exposure 
pathways.  
 
In general throughout the analysis, we were faced with methodological challenges related to political 
changes in composition of the EU from 2002 to 2012 due to enlargement. In 2002, the EU had 15 
Member States whereas in 2012 it had 27 Member States. Where data is available for the EU27, it is 
important to recall that the more recent Member States only started implementing the EU aquis more 
recently, in the build-up to accession, and as such impacts on the ground measured under tier 3 
questions are likely to be significantly lower than in the original EU15, so distorting the overall 
picture.    
 
Following the analysis of EU progress against the indicator 20, we set out the gaps identified under 
each indicator. Under some indicators, no gaps were identified. Where a robust analysis was 
confounded by a lack of data, we highlight the need for the collation of robust, coherent and 
comprehensive data at EU level in order to inform policy decision-making. The results of the analysis 
of EU progress against the indicator set and the subsequent identification of gaps are presented in 
table 0.1 below.                   
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Table 0.1: Summary of EU Progress against the Indicator Set and Identified Gaps 
 
Indicator Summary of EU Progress against each Indicator Identified Gaps 
 
Knowledge, Information and Infrastructure 
 
1 Risk assessment • Effective implementation of chemical risk assessment 

programme 
• Significant increase in the availability of information on 

chemicals and evidence of better control of chemical risk 
• Chemical safety assessment particularly valuable for risk 

management in occupational exposures 
• Significant contribution to the international toolbox for risk 

assessment 
• Substance evaluation  
• Action on finding alternatives to animal testing 

• Data gap remains for <1 t/yr substances  
• Low data availability for the 1-10 tonne substances, 

insufficient to meet the data requirements for all endpoint 
assessments 

• REACH registration dossiers of low average quality 
• No consideration of combination effect of exposure to 

multiple chemicals, both in chemical risk assessment and 
horizontally across legislation 

• For medicinal products, gaps remain in the assessment of 
environmental impacts 

• Risk assessment tools need adaptation to nanomaterials 
 

2 Information 
availability, 
awareness raising 
and training 

• Information on chemicals and emissions publically available 
through ECHA databases & European Pollutant Release and 
Transfer Register (E-PRTR) 

• Wide public use of databases 
• Actions to raise awareness of communities and workers 
• Evidence of public concern regarding chemical impacts on 

health 
 

• No databases on hazardous waste, contaminated sites and 
health risks thereof 

• ECHA chemical safety databases should be more user-
friendly 

• Training on hazardous waste issues 

3 Globally 
harmonized system 
for the classification 
and labelling of 
chemicals 

• Effective implementation of GHS 
• Evidence of compliance with requirements for safety data 

sheets 

• Public recognition and understanding of the new CLP 
hazard symbols remains low 

• Targeted awareness raising activities are required 
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Indicator Summary of EU Progress against each Indicator Identified Gaps 
4 Chemical 

Management 
Infrastructure 

• EU has a comprehensive set of agencies addressing 
different aspects of chemicals management  

• European Chemicals Agency (ECHA) has made good 
progress in supporting and promoting REACH 
implementation 

• ECHA has been called upon to improve its credibility as an 
independent agency 

5 Research and 
Monitoring 

Research: 
• Chemicals-related environment and health research 

funded by FP6 and FP7 
• Addressing aps in knowledge 
• Positive input to policy making  
Monitoring: 
• Comprehensive monitoring requirements 

Research: 
• Gap between the results of research on environmental 

issues and the information needs of environmental policy 
making  

• Research should be transparent and results effectively 
communicated 

Monitoring: 
• Central database for chemical monitoring data 

 
 
Risk Management 
 
6 Substitution and 

phase out 
• Mechanisms to promote chemical substitution across a 

range of legislation 
• Procedures for Substances of Very High Concern (SVHC) 

meet WSSD 2020 Goal objectives 
• Evidence suggests inclusion on Candidate List is promoting 

substitution 
• Severe data limitations for measuring trends in emissions 

and environmental concentrations to assess policy impacts 
plus the persistency of many substances means that 
environmental concentrations are slow to respond to 
emission reductions  

• Consumption, production, import and export of ozone 
depleting substances  is on the decline 

 

• Immunotoxic and neurotoxic substances are not excluded 
from approval as active substances for use in plant 
protection products 

•  The production of hazardous chemicals in the EU has not 
been significantly decoupled from overall chemicals 
production from 2002 to 2010 
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Indicator Summary of EU Progress against each Indicator Identified Gaps 
7 Cleaner production 

and clean products 
• Legal and policy instruments to promote cleaner 

production 
• Promotion of Best Available Techniques (BAT) and 

associated emission limit values in industrial production 
• Hazardous chemicals are banned or concentrations are 

limited in a range of products 
• Downward trends in chemical accidents 
  

• Poor implementation of legislation to control and prevent 
industrial pollution, including weak limit values in permits 
not associated with BAT – need to ensure the use of BAT 
and BAT associated emissions levels (BATAELs) when 
permitting industrial installations 

• Further action to protect children from chemicals in 
products, i.e. heavy metals in toys, textiles 

• Review of potential risks associated with nanomaterials in 
products  

•  The production of hazardous chemicals in the EU has not 
been significantly decoupled from overall chemicals 
production from 2002 to 2010 

 
8 Hazardous waste 

management and 
minimization 

• Legal and policy instruments to prevent and reduce 
hazardous waste, to ensure environmentally sound 
management and promote their recovery and recycling  

• Extended producer responsibility principle makes industry 
responsible for the treatment of hazardous waste  

• Methods to classify and identify hazardous waste  
• Specific requirements for the different waste streams  
• Programmes to facilitate exchange in best practice   
• Downward trends in emissions from waste hazardous 

waste treatment facilities from 2007 to 2010 
• Volume of hazardous waste generated is not declining in 

the EU and the export of hazardous waste is significantly 
rising.  

• The EU has not achieved the objective of being self-
sufficient in hazard waste treatment 

 

• Limited requirements for the remediation of hazardous 
waste sites 

• No mechanism for the remediation of hazardous sites for 
which there is not legally responsible entity 
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Indicator Summary of EU Progress against each Indicator Identified Gaps 
9 Sound agricultural 

practice 
• Policies in place to promote pesticide use reduction, 

integrated pest management and reduced dependency on 
agricultural chemicals 

• Area under organic agriculture has increased significantly 
over the last decade  

• Qualitative data of support for integrated pest 
management 

• Framework Directive on the Sustainable Use of Pesticides 
addresses quantitative use reduction 

• 7thEAP commits to improving implementation of 
legislation on fertilisers, tightening standards where 
necessary and addressing the nutrient cycle  

• Outcome of current policies cannot be fully assessed as 
legislation is recent. In the period 2012-2020, Europe-wide, 
consistent data will be collected as part of the Directive on 
Sustainable Use of Pesticides and the Regulation on 
Pesticides Statistics  
 

 

• Controlling cadmium in fertilisers  
• Need for gathering of data on the health impacts of 

pesticides on workers and bystanders 

10 Occupational health 
and safety 

• Protection to workers from chemical risk based on risk 
assessment and the implementation of risk management 
measures  

• Substance specific coverage (asbestos)  
• Specific protection for vulnerable groups, young people 

and pregnant and breastfeeding women 
• Legislation aiming to eliminate, or where not possible, 

minimize workers’ exposure to carcinogens and mutagens 

• Critical window of exposure of pregnant women to 
reprotoxic substances prior to declaration of pregnancy 

• EU-wide occupational exposure limit values (OELs) on lead 
under the CAD require revision  

• Need to clarify the relationship between OELs and Derived 
No-Effect Levels (DNELs) 

• Address the specific risks to workers’ from exposure to EDCs 
and to nanomaterials  

• Data on trends in occupational health and disease is not 
available at EU level to inform policy making 
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Indicator Summary of EU Progress against each Indicator Identified Gaps 
11 Rotterdam 

Convention 
• The EU has transposed the Rotterdam Convention and 

gone beyond the requirements 
• Implementation is effective and on going 
• The EU has contributed to technical assistance projects for 

implementation of the Rotterdam Convention 
• Compliance mechanisms are established 
 

No gaps identified 

12 Stockholm 
Convention 

• The EU has transposed the Stockholm Convention and 
Aarhus Protocol on persistent organic pollutants (POPs) 

• Implementation is effective and on going 
• Trends in POPs concentration in the environment and in 

human breast milk suggest a generally positive impact on 
the ground, although the impact of EU efforts cannot be 
teased out of national or wider international efforts 

 

• More comprehensive and detailed compilation of 
comparable monitoring data at EU level and establishment 
of a common information system is needed 

13 Heavy metals • Legislation to control heavy metals in products, controls on 
emissions, limit values for sewage sludge, environmental 
quality standards for air and water and concentrations 
regulated in foods and drinking water 

• 2005 Mercury Strategy includes 20 actions targeting 
mercury emissions, use and banning mercury exports 

• EU contribution to securing the global agreement on 
mercury, the Minamata Convention on Mercury 

• Attempt to assess impacts on environment concentrations 
confounded by the lack of data for the baseline year, and 
the persistence of mercury 

 
 
 
 
 
 

• Provisional Tolerable Weekly Intake of methylmercury of 
1.6 µg/kg/week requires revision 

• Slow progress with controlling emissions from industrial 
installations, including both IPPC sectors and small-scale 
combustion plants, as well as on the use of dental amalgam 
and emissions from waste management sectors 
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Indicator Summary of EU Progress against each Indicator Identified Gaps 
 
Governance 
 
14 Right to know and 

stakeholder 
participation 

• Mechanisms are in place to implement the right-to-know 
for the community and workers (REACH Article 33, Safety 
data sheets) 

• Stakeholder participation in decision-making at ECHA 

• REACH Article 33 mechanism fully functioning due partly to 
lack of awareness of REACH obligations and partly to lack of 
willingness to disclose information on the side of industry 

• Confidentiality of business information should be better 
balanced with the need for transparency in access to 
documents in ECHA processes 

 
 

15 Partnerships and 
voluntary initiatives 

• Voluntary initiatives include CEFIC’s Responsible Care 
Programme and the ChemSec Business Group 

• Activities to promote green innovation: Environmental 
Technologies Action Plan and Eco-innovation Action Plan 

• Eco-Label Scheme  
• Environmental Management and Audit Scheme (EMAS) 
 
 

• Low awareness of Eco-Label 
• Overall penetration of Eco-Label in products and EMAS in 

activities remains low 

16 Precautionary 
approach 
 
 
 

• Precautionary principle enshrined in EU legislation and 
influences the design of legislation on chemicals 

• Application of the precautionary principle has been 
opposed by strong vested interests in the EU 

 
 

17 International 
chemicals 
governance 
 
 
 
 
 

• EU plays a pivotal role in promoting an international 
approach and governance on chemicals management 

No gaps identified 
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Indicator Summary of EU Progress against each Indicator Identified Gaps 
 
Controlling Illegal Traffic 
 
18 Illegal traffic in 

hazardous 
chemicals and 
products 

• Measures in place to control international traffic in 
hazardous chemicals and products, including compliance 
measures 

• Range of legislation controlling and in some cases prohibit 
imports of hazardous chemicals and products 

• RAPEX notifications from 2003 to 2011, with notifications 
increasing from 2003 up until 2010 and then declining 
slightly in 2011 

 

No gaps identified 

19 Illegal traffic in 
hazardous wastes 

• Coordination and cooperation mechanisms to implement 
the Basel Convention  

• Information exchange and awareness raising 
• Body of legislation to control waste shipments 
 

• No EU-wide alert system in case of illegal shipment of waste  
• Limited available data suggests an upward trend in both 

volume and the number of illegal shipments 

 
Technical Assistance 
 
20 Technical assistance • Significant contribution towards technical assistance for 

international chemicals management 
 

No gaps identified 
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We also provide recommendations in the report as to how identified gaps might be address by 
additional work at EU level over the years 2013 to 2020, in order to build a Roadmap for on-going 
EU work towards achieving the 2020 WSSD Goal. In developing recommendations, we drew on a 
large body of existing work that undertook targeted analyses on each specific issue to present 
recommendations that are based upon more substantive research that was possible within the limited 
time and budget of this project. While the time frames of these other studies are rarely entirely in 
accordance with the period 2002 to 2012, we consider that the added value of drawing on previous 
studies outweighs this disadvantage. In addition, gaps are contextualised by a range of existing 
commitments and planned actions already on the EU agenda with regards to chemicals management 
that will contribute to achievement of the WSSD Chemicals Goal, in particular the conclusions of the 
2012 REACH Review Process and the 7EAP. 
 
In developing the Roadmap for EU work from 2013 to 2020 to achieve the 2020 WSSD Goal, we 
have included both existing commitments to review legislation and additional actions identified under 
this study as being important to achieving the WSSD 2020 Goal. We have done this in order to reflect 
the fact that a considerable bulk of the work on various aspects of chemicals management to be 
completed in the period 2013 to 2020 is already planned. By including existing commitments, we 
hope to make the Roadmap more useful and realistic. Many of the gaps identified are addressed, or at 
least considered, under actions that are already planned.  
 
In presenting the Roadmap, we provide a number of figures focused on different aspects of chemicals 
management, broken down by theme in order to make them more presentable. As such, we provide 
Roadmaps for:  
 
• REACH and CLP;  
• Plant protection products and biocidal products; 
• Heavy metals; 
• Occupational health and safety; 
• Hazardous waste management; 
• Cleaner production; 
• Clean products; 
• Emerging risks: EDCs and nanomaterials; and 
• Cross-cutting issues in chemicals management. 
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Acronyms 

3-MCPD  3-monochloropropane-1,2-diol  
7EAP   Environmental Action Programme to 2020 
AOEL   Acceptable Operator Exposure Level  
ATP   Adaptations to Technical Progress 
ASEAN   Association of South East Asian Nations 
BAT   Best Available Techniques 
BATAELs  Best Available Technique Associated Emission Limit Values 
BBP    Butyl Benzyl Phthalate 
BCM   Bromochloromethane 
BEP   Best Environmental Practices 
BOSR   Banned or Severely Restricted  
BPA   Bisphenol A 
BREF   Best Available Technique Reference Document 
C&L Inventory  Classification and Labelling Inventory 
CAD   Directive 98/24/EC on chemical agents 
CAP   Common Agricultural Policy  
CARACAL  Competent Authorities for REACH and CLP  
CASG Nano  CARACAL subgroup on nanomaterials  
CEFIC   European Chemical Industry Council 
CFCs   Chlorofluorocarbons 
ChemSec  International Chemical Secretariat 
CLP Regulation No. 1272/2008 on Classification, Labelling and Packaging of 

Substances and Mixtures 
CLRTAP   UNECE Convention on Long-Range Transboundary Air Pollution  
CMD   Directive 2004/37/EC on carcinogens and mutagens at work 
CMR   Carcinogenic, Mutagenic and Reprotoxic Substances  
CNT   Carbon Nanotube 
COLIPA   European Cosmetics Association  
COP   Conference of the Parties 
CoRAP   Community Rolling Action Plan 
CPSR   Cosmetic Product Safety Report 
CRC   Chemical Review Committee 
CSA   Chemical Safety Assessment 
CSR   Chemical Safety Report 
CTC   Carbon Tetrachloride 
DAR   Draft Assessment Report 
DBP   Dibutyl Phthalate 
DCE   1,2-dichloroethane  
DDT   Dichlorodiphenyltrichloroethane 
DEHP   Di(2-ethylhexyl)phthalate 
DEU   Domestic extraction used  
DG   Directorate General  
DG RTD   Directorate General for Research 
DG SANCO  Directorate General for Health and Consumers 
DGD   Decision Guidance Document 
DIBP   Diisobutyl phthalate 
DMC   Domestic material consumption 
DMELs   Derived Minimal Effect Levels 
DMF   Dimethylfumarate  
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DMI   Domestic material input 
DNA   Designated National Authority 
DNELs   Derived no-effect levels  
EAPCCT   European Association of Poisons Centres and Clinical Toxicologists 
EB   Ethylbromide 
EC   European Community 
ECB   European Chemicals Bureau  
ECHA   European Chemicals Agency 
ECIS   European Chemical Substance Information System 
EcoAP   Eco-innovation Action Plan  
EDC   Endocrine Disrupting Chemical 
EEA   European Environment Agency 
EEB   European Environmental Bureau 
EEE   Electrical and Electronic Equipment 
EFSA   European Food Safety Authority 
EINECS   European Inventory of Existing Commercial Chemical Substances 
ELINCS   European List of Notified Chemical Substances 
ELV Directive  Directive 2000/53/EC of 18 September 2000 on end-of-life vehicles 
eMARS   European Major Accident Reporting System 
EMAS   Eco-Management and Audit Scheme 
EMEA   European Medicines Agency 
EMEP   European Monitoring and Evaluation Programme  
ENB   Earth Negotiations Bulletin  
ENHIS   European Environment and Health Information System 
ENRTP Thematic Programme for Environment and the Sustainable Management of 

Natural Resources, including Energy  
EPER   European Pollutant Emission Register  
E-PRTR   European Pollutant Release and Transfer Register 
EQS   Environmental Quality Standards 
EQSD   Directive 2008/105/EC on Environmental Quality Standards  
ESIS   European Chemical Substance Information System 
ESIS   European Chemical Substance Information System  
ETAP   Environmental Technologies Action Plan 
ETUC   Confederation of European Trade Unions  
ETUI   European Trade Union Institute 
EU   European Union 
EU-OSHA  European Agency for Safety and Health at Work  
EURL ECVAM  European Union Reference Laboratory for Alternatives to Animal Testing  
FAO   Food and Agriculture Organisation 
Forum   Forum for Exchange of Information on Enforcement 
FP5   Fifth Framework Programme for Research 
FP6   Sixth Framework Programme for Research 
GDP   Gross Domestic Product 
GHS   Globally harmonized system for the classification and labelling of chemicals 
GMO   Genetically Modified Organisms 
GPA   Global Plan of Action 
HB   Hexachlorobenzene  
HBCD   Hexabromocyclododecane 
HCFCs   Hydrochlorofluorocarbons  
HEAL   Health and Environment Alliance 
ICCM   International Conference on Chemicals Management 
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ICP   International Cooperative Programme  
IED   Directive 2010/75/EU on Industrial Emissions 
IES   Institute for Environment and Sustainability  
IFCS   Intergovernmental Forum on Chemical Safety 
IHCP   Institute for Health and Consumer Protection 
IPM   Integrated Pest Management 
IPPC   Directive 96/61/EC on Integrated Pollution Prevention and Control 
IPSC   Institute for the Protection and Security of the Citizen 
IPTS   Institute for Prospective Technological Studies 
IRMM   Institute for Reference Materials and Measurements 
ISO 14001   International Standard for Environmental Management System 
IUCLID   International Uniform Chemical Information Database  
JECFA   Joint Expert Committee on Food Additives  
JPOI   Johannesburg Plan of Implementation 
JRC   Joint Research Centre 
MAHB   Major Accident and Hazards Bureau  
MB   Methyl bromide 
MC   Methylchloride  
MRL   Maximum Residue Level 
NAFTA   North American Free Trade Agreement 
NAP   National Action Plan  
NGO   Non-Governmental Organisation 
NIP   National Implementation Plans 
NONS   Substances notified under Directive 67/548/EEC  
NP   Nonylphenol  
n-PB   n-propyl bromide 
NPEs   Nonylphenol ethoxylates 
ODS   Ozone Depleting Substance 
OECD   Organisation for Economic Cooperation and Development 
OELs   Occupational Exposure Limit Values 
OHS   Occupational Health and Safety  
OPS   Overarching Policy Strategy 
OSPAR  Secretariat for the Convention for the Protection of the marine Environment 

of the North-East Atlantic 
PAHs   Polycyclic Aromatic hydrocarbons 
PAN   Pesticides Action Network 
PBB   Polybrominated Biphenyls  
PBDE   Polybrominated Diphenyl Ethers  
PBT   Persistent, bioaccumulative and toxic 
PCB   Polychlorinated biphenyl 
PCDD   Polychlorinated dibenzodioxin 
PCDD/Fs  Polychlorinated Dibenzo-p-Dioxins and Dibenzofurans 
PCNs   Polychlorinated Naphthalenes  
PCP   Pentachlorophenol 
PCP   1-(1-phenylcyclohexyl)piperidine 
PFAS   Polyfluorinated Alkyl Substances  
PFOA   Perfluorooctanoic Acid 
PFOS   Perfluorooctane Sulfonate 
PIC   Prior Informed Consent 
PNECs   Predicted No-Effect Concentrations 
POPCIP   Community Implementation Plan on POPs 
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POPs   Persistent Organic Pollutants 
PPORD   Product and Process Orientated Research and Development 
PPP   Plant Protection Products 
PPPR Regulation (EC) No 1107/2009 concerning the placing of plant protection 

products on the market 
PRTR   Pollution Release and Transfer Mechanism 
PTWI   Provisional Tolerable Weekly Intake  
PVC   Polyvinyl chloride 
QOBL   Quality Observation Letter 
QSARs   Quantitative Structure Activity Relationships  
QSP   Quick Start Programme 
RAC   Risk Assessment Committee 
RAPEX   Rapid Alert System for Non-Food Products Posing a Serious Risk  
RASFF   Rapid Alert System for Food and Feed  
RCFs   Refractory Ceramic Fibres 
RCN   Risk Communication Network 
REACH Regulation (EC) No 1907/2006 concerning the Registration, Evaluation, 

Authorisation and Restriction of Chemicals 
RIN   Reference Identification Number 
RIP   REACH Implementation Project 
RIPoN   REACH Implementation Project on Nano 
RMO   Risk Management Options 
RMS   Rapporteur Member State 
RoHS Directive 2011/65/EU restricting the use of hazardous substances in 

electrical and electronic equipment (recast of Directive 2002/95/EC) 
SAICM   Strategic Approach to International Chemicals Management 
SCCS   Scientific Committee for Consumer Safety 
SCENIHR  Scientific Committee for Emerging and Newly Identified Health Risks  
SCHER   Scientific Committee for Health and Environmental Risks  
SCOEL   Scientific Committee on Occupational Exposure Limits  
SCTEE   Scientific Committee on Toxicity, Ecotoxicity and the Environment 
SDS   Safety Data Sheet 
SEAC   Committee for Socio Economic Assessment 
SEVESO II  Council Directive 96/82/EC on the control of major-accident hazards 

involving dangerous substances  
SEVESO III  Directive 2012/18/EU on the control of major-accident hazards involving 

dangerous substances 
SMART   Specific, Measurable, Achievable, Relevant and Timed 
SME   Small Medium Enterprises 
SVHC   Substance of Very High Concern 
TBBA   Tetrabromobisphenol A 
TBT   Tributyl-tin  
TCBs   Trichlorobenzenes  
TCM   Tetrachloromethane  
TFIM   Trifluoroiodomethane 
TWI   Tolerable Weekly Intake  
UN   United Nations 
UNCED   United Nations Conference on Environment and Development 
UNECE   United Nations Economic Commission for Europe 
UNEP   United Nations Environment Programme 
UNIDO   United Nations Industrial Development Organization 
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vPvB   Very Persistent Very Bioaccumulative 
w/w   Weight by Weight 
WECF   Women in Europe for a Common Future 
WEEE Waste Electrical and Electronic Equipment Directive 2012/19/EU (recast of 

Directive 2002/96/EC) 
WHO   World Health Organisation 
WISE   Water Information System for Europe 
WSSD   World Summit for Sustainable Development 
WSSD 2020 Goal World Summit for Sustainable Development 2020 Goal for the 

“minimization of significant adverse effects on human health and the 
environment”  
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1. Introduction 

 
The World Summit for Sustainable Development (WSSD) 2020 Goal for the “minimization of 
significant adverse effects on human health and the environment” (hereafter the WSSD 2020 Goal) 
has been at the forefront of global chemical safety efforts since 20021. In the eleven years since the 
WSSD, the European Union (EU) has made considerable progress in enacting and implementing 
legislation that specifically addresses the chemicals-related objectives that were established in 
Johannesburg. In addition, the EU has acted to address the wider goal of chemical safety that can be 
interpreted as contributing to the WSSD 2020 Goal. 
 
In 2006, governments and stakeholders agreed on the Strategic Approach to International Chemicals 
Management (SAICM),2 a global policy framework to promote safe chemicals management with the 
explicit aim of implementing the WSSD 2020 Goal on chemicals. The SAICM texts repeatedly refer 
to the need to take stock of progress and review implementation. The Dubai Declaration states that 
“we collectively share the view that implementation and taking stock of progress are critical to 
ensuring success and that, in this regard, a stable and long-term fully participatory and multi-sectoral 
structure for guidance, review and operational support is essential”. At the most recent meeting of the 
International Conference on Chemicals Management (ICCM) in Nairobi from 17 to 21 September 
2012, participants reviewed efforts by the SAICM Secretariat to take stock of progress to date in 
implementing SAICM.  
 
In this report we interpret the meaning of the WSSD 2020 Goal to the EU, as an industrialised region 
with a high level of production and consumption of chemicals regulated by a complex legal system 
and surrounding infrastructures. Section 2 of this report describes our approach to interpreting what 
the WSSD 2020 Goal means to the EU. Section 3 interprets the WSSD 2020 Goal, by systematically 
describing key elements identified as critical to achieving the goal.  
 
We then go on to generate a set of 20 indicators against which to measuring EU progress towards 
achieving that goal from a baseline year of 2002 up until the end of 2012. Our methodology for 
measuring progress is described in section 4 and the 20 indictors that will be used to assess EU 
progress towards the goal are presented in section 5.  In order to contextualise the analysis, we 
provide a summary profile of the EU chemicals industry in section 6.  
 
The analysis of EU progress towards achieving the WSSD 2020 Goal on chemicals is reported on in 
section 7 of this report, organised according to the 20 indicators. We then identify and analyse gaps in 
section 8, and provide recommendation to address these gaps, drawing on a wide body of detailed 
literature focused on the issue assessed under each specific indicator.  
 
Finally, in section 9, we present a number of roadmaps for future EU actions towards achieving the 
WSSD 2020 Goal for the period 2013 to 2020. Actions include both those already foreseen, such as 
reviews of existing legislation and possible amendments, as well as actions drawn from the analyses 
under sections 7 and 8 of this report.        
 

                                                      
 
 
1 Bengtsson G 2010 “Global Trends in Chemicals management” in: “Regulating Chemical Risks: European and Global 
Challenges” eds Eriksson J, Gilek M, Rudén C, Springer, New York, USA  
2 UNEP, 2006, Strategic Approach to International Chemicals Management: SAICM texts and resolutions of the 
International Conference on Chemicals Management, Dubai, United Arab Emirates, 4-6 February 2006, available online at: 
http://www.saicm.org/ 

http://www.saicm.org/
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2. Approach to Interpreting the WSSD 2020 Goal 

In this section of the study we outline our approach towards interpreting the meaning of the WSSD 
2020 Goal in international environmental negotiations in general, with a particular focus on the 
meaning of the WSSD 2020 Goal for the EU. The objective is to identify key elements of the WSSD 
2020 Goal as a basis for developing indicators against which to review EU progress towards 
achieving that goal in 2012, the mid-way point.  
 

 WSSD 2020 Goal 2.1

In 2002, participants at the World Summit of Sustainable Development (WSSD), including the 
European Union and its Member States, made a commitment to the sound management of chemicals 
throughout their life cycle, “aiming to achieve, by 2020, that chemicals are used and produced in ways 
that lead to the minimization of significant adverse effects on human health and the environment.” 
This commitment, commonly referred to in chemicals-related international environmental 
negotiations as the “2020 goal”, was expanded upon in paragraph 23 of the Johannesburg Plan of 
Implementation (JPOI), the plan of action adopted by the WSSD in Johannesburg, South Africa.3 The 
full text of paragraph 23 is presented in box 1 below.  
 
In interpreting the WSSD 2020 Goal we start by examining the language of the goal in isolation, i.e. 
scrutinizing the literal meaning of the term “minimization of significant adverse effects on human 
health and the environment”.  
 
Regarding adverse effects, we can identify a range of environmental effects including the 
contamination of air, water and soil with resulting adverse effects on wildlife. These latter effects can 
include biodiversity loss, detrimental effects on ecosystems such as reduction in populations of 
specific species and gender changes in fish, as well as the bioaccumulation of persistent organic 
pollutants (POPs) in animal tissues and amplification effects moving up the food chain. The 
combination effects of multiple chemicals in the environment are poorly understood, although 
research is advancing in this area. Humans may be exposed to chemicals along the life cycle as 
consumers and workers, or via the environment (for example through breathing polluted air or 
drinking polluted water, resulting in chronic and acute diseases and disorders).    
 
We then need to ask what makes an effect significant, since it is not every effect that should be 
minimized but rather those that are “significant”. The Oxford Dictionary defines the term 
“significant” as “sufficiently great or important to be worthy of attention.”4 A similar understanding 
of the term “significant” is contained in the United Nations Environment Programme (UNEP) 
Principles of Conduct in the Field of the Environment for the Guidance of States in the Conservation 
and Harmonious Utilization of Natural Resources Shared by Two or More States, adopted by 
consensus in 1978. According to the UNEP Principles, the expression “significantly affect” suggests, 
in the context of environmental transboundary harm, “any appreciable effects (sic) on a shared natural 
resource and excludes de minimis effects.”5 In short, “significant” harm denotes harm that is 

                                                      
 
 
3 UN, 2002, Report of the World Summit on Sustainable Development, Johannesburg, South Africa, 26 August-4 September 
2002 (United Nations publication, Sales No. E.03.II.A1 and corrigendum), chap. I, resolution 2, annex, avaiable online at: 
http://www.un.org/esa/sustdev/documents/WSSD_POI_PD/English/WSSD_PlanImpl.pdf 
4 See: http://oxforddictionaries.com/definition/english/significant?q=significant  
5 See UNEP Governing Council Decision 6/14 of 19 May 1978, Co-operation in the Field of Environment Concerning Natural 
Resources Shared by Two or More States, in UNEP GC, Report of the Council on the work of its sixth session, 9-25 May 1978 
(GA 33rd Session Supplement No. 25 A/33/25, online: 
http://www.unep.org/resources/gov/prev_docs/78_05_GC6_report_k7803325.pdf) The Principles seek to provide 

http://www.un.org/esa/sustdev/documents/WSSD_POI_PD/English/WSSD_PlanImpl.pdf
http://oxforddictionaries.com/definition/english/significant?q=significant
http://www.unep.org/resources/gov/prev_docs/78_05_GC6_report_k7803325.pdf
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appreciable and measurable and cannot be trivial, but which is not necessarily “serious or 
irreversible.” 
 
Box 1: Full text of paragraph 23 of JPOI 

23. Renew the commitment, as advanced in Agenda 21, to sound management of chemicals throughout their 
life cycle and of hazardous wastes for sustainable development as well as for the protection of human health 
and the environment, inter alia, aiming to achieve, by 2020, that chemicals are used and produced in ways that 
lead to the minimization of significant adverse effects on human health and the environment, using 
transparent science-based risk assessment procedures and science-based risk management procedures, taking 
into account the precautionary approach, as set out in principle 15 of the Rio Declaration on Environment and 
Development, and support developing countries in strengthening their capacity for the sound management of 
chemicals and hazardous wastes by providing technical and financial assistance. This would include actions at 
all levels to: 
 
 (a) Promote the ratification and implementation of relevant international instruments on chemicals and 
hazardous waste, including the Rotterdam Convention on Prior Informed Consent Procedures for Certain 
Hazardous Chemicals and Pesticides in International Trade so that it can enter into force by 2003 and the 
Stockholm Convention on Persistent Organic Pollutants so that it can enter into force by 2004, and encourage 
and improve coordination as well as supporting developing countries in their implementation;  
 
 (b) Further develop a strategic approach to international chemicals management based on the Bahia 
Declaration and Priorities for Action beyond 2000 of the Intergovernmental Forum on Chemical Safety1 by 
2005, and urge that the United Nations Environment Programme, the Intergovernmental Forum, other 
international organizations dealing with chemical management and other relevant international organizations 
and actors closely cooperate in this regard, as appropriate; 
 
 (c) Encourage countries to implement the new globally harmonized system for the classification and labelling 
of chemicals as soon as possible with a view to having the system fully operational by 2008; 
 
 (d) Encourage partnerships to promote activities aimed at enhancing environmentally sound management of 
chemicals and hazardous wastes, implementing multilateral environmental agreements, raising awareness of 
issues relating to chemicals and hazardous waste and encouraging the collection and use of additional 
scientific data;  
 
(e) Promote efforts to prevent international illegal trafficking of hazardous chemicals and hazardous wastes 
and to prevent damage resulting from the transboundary movement and disposal of hazardous wastes in a 
manner consistent with obligations under relevant international instruments, such as the Basel Convention on 
the Control of Transboundary Movements of Hazardous Wastes and Their Disposal; 
 
(f) Encourage development of coherent and integrated information on chemicals, such as through national 
pollutant release and transfer registers; and 
 
(g) Promote reduction of the risks posed by heavy metals that are harmful to human health and the 
environment, including through a review of relevant studies, such as the United Nations Environment 
Programme global assessment of mercury and its compounds.  
 

                                                                                                                                                                     
 
 
guidance to states in the field of the environment with respect to conservation and harmonious utilization of natural 
resources shared by two or more States. They are available at http://hqweb.unep.org/law/PDF/UNEPEnvironmental-Law-
Guidelines-and-Principles.pdf. The UN General Assembly, by its Resolution 34/186 of 18 December 1979, requested all 
States to “use the principles as guidelines and recommendations in the formulation of bilateral or multilateral conventions 
regarding natural resources shared by two or more States.” (A/RES/34/186). For further details, see IUCN, “Shared 
Resources: Issues of Governance,” Sharelle Hart, ed., IUCN Environmental Policy and Law Paper No. 72 (2008) at 20-22, 
online: http://cmsdata.iucn.org/downloads/eplp_72.pdf.  

http://hqweb.unep.org/law/PDF/UNEPEnvironmental-Law-Guidelines-and-Principles.pdf
http://hqweb.unep.org/law/PDF/UNEPEnvironmental-Law-Guidelines-and-Principles.pdf
http://cmsdata.iucn.org/downloads/eplp_72.pdf
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The International Law Commission6 supported this view in a commentary to its Draft Articles on 
Prevention of Transboundary Harm from Hazardous Activities, which it submitted to the UN General 
Assembly at its 56th session in 2001. In its commentary, the International Law Commission stated the 
following: 
 
“The term “significant” is not without ambiguity and a determination has to be made in each specific 
case. It involves more factual considerations than legal determination. It is to be understood that 
“significant” is something more than “detectable” but need not be at the level of “serious” or 
“substantial”. The harm must lead to a real detrimental effect on matters such as, for example, 
human health, industry, property, environment or agriculture in other States. Such detrimental effects 
must be susceptible of being measured by factual and objective standards.”7  
 
Although the above definitions refer to transboundary environmental harm, they are nevertheless 
useful to understand how the term “significant” and “serious” harm may be interpreted in 
international environmental law. Referring again to the Oxford Dictionary, to “minimize” means to 
reduce (something, especially something undesirable) to the smallest possible amount or degree.  
 
Ultimately however, an examination of the language of the WSSD 2020 Goal will only take us so far. 
The addition text in paragraph 23, including the preamble and the programmes a) to f), expands on 
particular aspects of the goal and includes some detail on the tools to be used and on what specific 
actions contribute to sound chemicals management. For example, Paragraph 23 calls for the 
ratification of international agreements on chemicals, in particular the Rotterdam Convention on Prior 
Informed Consent Procedures for Certain Hazardous Chemicals and Pesticides in International Trade8 
(Rotterdam Convention) and the Stockholm Convention on Persistent Organic Pollutants9 (Stockholm 
Convention). Implementation of the globally harmonized system for the classification and labelling of 
chemicals (GHS) is also explicitly mentioned, as well as the further development of a strategic 
approach to international chemicals management, and obligations under the Basel Convention to 
prevent illegal trade in hazardous chemicals and wastes. The reduction of risks from heavy metals 
also receives attention, with an emphasis on mercury. Cross-cutting aspects of sound chemicals 
management that receive attention include partnerships, information on chemicals, awareness-raising 
and technical and financial assistance for developing countries. In addition, the JPOI explicitly calls 
on States to take into account the precautionary principle as set out in Principle 15 of the Rio 
Declaration. An interpretation of the goal therefore requires an in-depth look at these elements. At the 
same time, many of these elements relate to international commitments and overlook the relevance of 
the WSSD 2020 Goal to domestic EU action on chemicals.   
 
Despite providing some useful pointers, the text of the JPOI provides a fairly limited expansion on the 
WSSD 2020 Goal and in further defining the goal we have looked to other key texts explicitly 
mentioned in Paragraph 23. These include, in particular, the texts of Agenda 2110 and of SAICM11, 

                                                      
 
 
6 The ILC was established by the UN General Assembly in 1947. Its key purpose is “the promotion of the progressive 
development of international law and its codification.” Statute of the International Law Commission 1947, Article 1, 
available online at: http://untreaty.un.org/ilc/texts/instruments/english/statute/statute_e.pdf.  
7 See ILC, 2001, Draft Articles on Prevention of Transboundary Harm from Hazardous Activities, with Commentaries, p. 152, 
online: http://untreaty.un.org/ilc/texts/instruments/english/commentaries/9_7_2001.pdf.  
8 UNEP, 2011, Rotterdam Convention on the Prior Informed Consent Procedure for certain hazardous Chemicals and 
Pesticides in international trade, 2011 revised text and annexes, available online at: http://www.pic.int  
9 UNEP, 2009, Stockholm Convention on Persistent Organic Pollutants (POPs), 2009 revised text and annexes, available 
online at: http://chm.pops.int  
10 UN, 1992, Report of the United Nations Conference on Environment and Development, Rio de Janeiro, 3-14 June 1992 
(United Nations publication, Sales No. E.93.I.8 and corrigenda) volume I: Resolutions adopted by the Conference,  
Resolution 1, annex II, available online at:  

http://untreaty.un.org/ilc/texts/instruments/english/statute/statute_e.pdf
http://untreaty.un.org/ilc/texts/instruments/english/commentaries/9_7_2001.pdf
http://www.pic.int/
http://chm.pops.int/
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the former being the precedent to the JPOI and the latter foreseen and encouraged in Paragraph 23. 
The texts of these agreements are briefly introduced below in order to contextualise the discussions. 
Further details on the chronological development of these agreements are included in Annex I, should 
the reader seek additional context.   

 Agenda 21 and the Rio Declaration 2.2

Firstly and with regards to Agenda 21, the WSSD 2020 Goal explicitly renews political commitment 
to the sound management of chemicals “as advanced in Agenda 21,” and, as mentioned above, to take 
into account the precautionary approach “as set out in Principle 15 of the Rio Declaration on 
Environment and Development,” the analysis also explores what was meant by these original 
commitments made at the 1992 United Nations Conference on Environment and Development 
(UNCED). From the start of the WSSD preparatory process, “most delegations emphasized that the 
purpose of the Summit [wa]s not to renegotiate Agenda 21 but to reinvigorate political commitment to 
its full implementation.”12  
 
Agenda 21 tackles toxic chemicals and hazardous wastes management as two separate issues and 
addresses them in two different chapters, chapters 19 and 20, respectively. In contrast, the JPOI put 
the concept at the forefront of sound chemicals management, suggesting the need to more fully 
embrace a life cycle approach in chemical safety efforts. This means that, to achieve the 2020 goal, 
governments must minimize environmental and health risks from chemicals at all stages of their life 
cycle, from manufacturing, to use in products, to recycling and reuse, to final disposal upon becoming 
waste.13 This implies that sound chemicals management “as advanced in Agenda 21” must be 
understood as encompassing two chapters of Agenda 21: Chapter 19, on toxic chemicals, and Chapter 
20 on hazardous wastes.  
 
Chapter 19 of Agenda 21, entitled “Environmentally Sound Management of Toxic Chemicals, 
Including Prevention of Illegal International Traffic in Toxic and Dangerous Products”, starts from 
the premise that a “substantial use” of chemicals is essential to meet the social and economic goals of 
the world community, and that chemicals can be used widely and with a “high degree of safety.” At 
the same time, Chapter 19 recognizes that a “great deal” remains to be done to ensure the 
environmentally sound management of toxic chemicals.  
 
Framing the challenge of sound chemicals management primarily in terms of inadequate information 
and capacity, Chapter 19 proposes the following six programme areas to achieve the “environmentally 
sound” management of chemicals: 
 
1. Expansion and acceleration of international assessment of chemical risks; 
2. Harmonization of classification and labelling of chemicals; 
3. Information exchange on toxic chemicals and chemical risks; 
4. Establishment of risk reduction programmes; 
5. Strengthening of national capabilities and capacities for the management of chemicals; and 
                                                                                                                                                                     
 
 
11 UNEP, 2006, Strategic Approach to International Chemicals Management: SAICM texts and resolutions of the 
International Conference on Chemicals Management, Dubai, United Arab Emirates, 4-6 February 2006, available online at: 
http://www.saicm.org/  
12 United Nations, 2002“Report of the Commission on Sustainable Development acting as the preparatory committee for 
the World Summit on Sustainable Development,” second session (28 Jan.-8 Feb. 2002), UN Doc. A/CONF.199/PC/2, p. 13, 
available online: http://www.johannesburgsummit.org/html/documents/prepcom2.html  (This session was reportedly the 
first substantive meeting of the WSSD PrepCom) 
13 Chapter 19 suggests that life cycle covers “manufacturing, trade, transport, use and disposal,” (Agenda 21, Chapter 19, 
para 19.49) while SAICM simply states that it covers chemicals “at all stages of their life-cycle, including in products.” 
(SAICM, Overarching Policy Strategy (OPS), Chapter II, para b)  

http://www.saicm.org/
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6. Prevention of illegal international traffic in toxic and dangerous products. 
 
While Chapter 19 focuses on environmentally sound management, references to human health 
throughout the chapter suggest that human health protection is a key part of sound chemicals 
management in Agenda 21. 
 
Chapter 20 of Agenda 21, on “Environmentally Sound Management of Hazardous Wastes, Including 
Prevention of Illegal International Traffic in Hazardous Wastes”, states that the “effective control” of 
the generation, storage, treatment, recycling and reuse, transport, recovery and disposal of hazardous 
wastes is of “paramount importance” for proper health and environmental protection.  
 
The overall objective of Chapter 20 is, “within the framework of integrated life-cycle management,” 
to minimize and if possible prevent the generation of hazardous wastes, and to manage such wastes in 
ways that they do not cause harm to health and the environment. Chapter 20 focuses on the following 
four programme areas to achieve its objectives: 
 
1. Promoting the prevention and minimization of hazardous waste; 
2. Promoting and strengthening institutional capacities in hazardous waste management; 
3. Promoting and strengthening international cooperation in the management of transboundary 

movements of hazardous wastes; and  
4. Preventing illegal international traffic in hazardous wastes. 
 
For both chapters, objectives, activities and means of implementation are set out under each 
programme and these provide further insight into the actions required to achieve the different 
elements of the WSSD 2020 Goal.   
 
The Rio Declaration on Environment and Development14 was adopted by UNCED and consisted of 
27 principles intended to guide future sustainable development around the world. Principle 15 of the 
Rio Declaration focuses on the use of precautionary approach and is explicitly mentioned under 
Paragraph 23. It reads as follows: 
 
“In order to protect the environment, the precautionary approach shall be widely applied by states 
according to their capabilities. Where there are threats of serious or irreversible damage, lack of full 
scientific certainty shall not be used as a reason for postponing cost-effective measures to prevent 
environmental degradation.” 
 
As formulated in the Rio Declaration, the requirement to apply the precautionary approach does not 
necessarily mean that precautionary measures must be adopted to protect the environment. However, 
its application triggers policy deliberations about appropriate responses to threats, and legitimates 
action despite incomplete or uncertain science.15 The deliberations and outcomes that result from its 
application in risk reduction efforts, therefore, can shed light into government approaches to risk 
reduction and precaution, and help evaluate the extent to which governments are prepared to take 
precautionary actions to reduce risks from chemicals in order to ensure that by 2020 chemicals are 
“used and produced in ways that lead to the minimization of significant adverse effects on human 
health and the environment.”  

                                                      
 
 
14 UN, 1992, Report of the United Nations Conference on Environment and Development, Rio de Janeiro, 3-14 June 1992 
(United Nations publication, Sales No. E.93.I.8 and corrigenda) volume I: Resolutions adopted by the Conference,  
Resolution 1, annex I 
15 See S. Maguire and J. Ellis, “Redistributing the Burden of Scientific Uncertainty: Implications of the Precautionary 
Principle for State and Nonstate Actors,” Global Governance 11:4 (2005) at 508-509. 
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 SAICM 2.3

The JPOI recognized achievements since 1992, hinting at the need to fully embrace those 
developments to “expedite the realization” of the 2020 goal.16 Paragraph 23 explicitly refers to two 
policy instruments adopted in 2000 by the Intergovernmental Forum on Chemical Safety (IFCS), the 
Bahia Declaration and Priorities for Action beyond 2000, which highlighted insufficient progress in 
chemical safety. Paragraph 23 calls on states to use those instruments as the basis for the further 
development of a “strategic approach to international chemicals management”. SAICM was adopted 
in 2006 by the International Conference on Chemicals Management (ICCM) as a global policy 
framework to promote safe chemicals management. It is a voluntary instrument and not a legally-
binding agreement. The SAICM text consists of three key instruments.  
 
• The Dubai Declaration on International Chemicals Management is a political statement that 

includes an “unwavering commitment” to promoting sound chemicals management in accordance 
with Agenda 21 and paragraph 23 of the JPOI. The text of the declaration explicitly states that 
“significant, but insufficient, progress has been made in international chemicals management 
through the implementation of chapter 19 of Agenda 21”. 

 
• An Overarching Policy Strategy (OPS), which defines SAICM’s key elements, including its scope 

and objectives, and explicitly adopts the 2020 goal as SAICM’s “overall objective”. Objectives are 
grouped under five themes: 1) risk reduction; 2) knowledge and information; 3) governance; 4) 
capacity building and technical cooperation; and 5) illegal international traffic.  

 
• A Global Plan of Action (GPA), the use of which is “recommended” in the Dubai Declaration. The 

GPA contains hundreds of activities that may be undertaken by governments and other 
stakeholders, grouped under the five OPS Objectives and a further grouping “improved general 
practices”. In addition, the GPA suggests key actors, targets/timeframes and indicators of progress 
for each activity proposed. These additional elements were not fully discussed during the SAICM 
negotiations and therefore do not constitute agreed text. 

 
Regarding the role of SAICM in interpreting the WSSD 2020 Goal, given that the 2020 goal was 
adopted as the main objective of SAICM, the process and emerging outcomes illustrate how the 
WSSD 2020 Goal has been interpreted and further developed in the international arena. Many of the 
SAICM provisions that aid interpretation of the 2020 goal are contained in the OPS. In addition, the 
activities set out in the GPA can provide some additional insight into sound chemicals management. 
However, it should be noted that the GPA is not a negotiated text and does not therefore have the 
same legal status as the Dubai Declaration and the OPS. The GPA includes a wide range of activities 
that were proposed from inclusion by countries, and while some are relevant to the EU, others can be 
considered as specific to the countries or regions that proposed them.  

 Analytical Approach to Interpreting the WSSD 2020 Goal 2.4

Our analytical approach towards clarifying the WSSG 2020 Goal involved two main steps. We first 
reviewed the specific commitments in Paragraph 23 of JPOI and identify the main elements of sound 
chemicals management explicitly included therein. Secondly, we reviewed the other international 
agreements on chemicals that serve to implement and reiterate commitment to the WSSD 2020 Goal 
in order to further draw out the meaning of the goal.  
 

                                                      
 
 
16 JPOI, para 2  
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In reviewing the key texts in order to interpret the WSSD 2020 Goal, we undertook a horizontal 
analysis to draw out elements that are common to these international agreements. The results of this 
analysis are presented in table 1 below. The table departs from the text of Paragraph 23 of JPOI in 
column 1, and moves across to identify relevant objectives and activities listed under Chapters 19 and 
20 of Agenda 21. We then draw out relevant actions and objectives from the SAICM texts. As such, 
the JPOI is given precedence in terms of its value in interpreting the goal, followed by Agenda 21 and 
finally SAICM.  
 
In order to facilitate the systematic organisation of key elements under section 3 and a fluid transition 
to a useful set of indicators under section 5, the elements drawn out in the horizontal analysis are 
coloured according to five topics under which they are considered to fall, namely: 
1. Knowledge, information and infrastructure (blue) 
2. Risk reduction (green) 
3. Governance (red) 
4. Illegal traffic in hazardous chemicals, products and waste (orange); and  
5. Technical assistance and capacity building (purple).  
 
These topics and the associated colour coding are used in subsequent sections to demonstrate 
continuity. 
 
The review also drew on relevant publications and materials on the topics discussed, including 
appropriate UN documents and materials, non-partisan reports of chemicals-related negotiations or 
processes, proposals or comments submitted during international chemicals-related negotiations, 
international legal expert reports, publications of the EU Member States and academic books and 
journal articles. Publications of particular relevance include:  
 

• UNDESA, 2010 “Trends in sustainable development: Chemicals, mining, transport and waste 
management” UN, New York, USA 

• UNDP, 2009 “Technical guide for integrating the sound management of chemicals in MDG-
based policies and plans” UNDP, New York, USA 

• UNEP, 2008 “Sound and sustainable management of chemicals: A training manual for 
workers and trade unions” UNON, Nairobi, Kenya 

• UNDP, 2009 “Managing chemicals for sustainable development, UNDP 2009 Technical 
Guide” UNDP, New York, USA 

• UNEP, 2012 “Global Chemicals Outlook” UNEP, Nairobi, Kenya 
• CIEL, 2005 “Principles and approaches of sustainable development and chemicals 

management for SAICM” CIEL, available at: 
w/ww.ciel.org/Publications/SAICM_PrinciplesStudyFinal_July05.pdf  

• Swedish Ministry of the Environment, 2012 “Declaration of intent towards the 2020 goal for 
sound management of chemicals” and Swedish Ministry of the Environment, 2012 “8 years – 
8 actions: An initiative to reach the 2020 goal of sound chemicals management” both  
available online at: http://w/ww.sweden.gov.se/sb/d/15926/a/191744  

 
The analysis looks at the wider set of issues that encompass the management of chemicals throughout 
their life cycles, from production or release, to use, to final disposal. Since the purpose of this project 
is to assess the EU’s progress toward achieving the WSSD 2020 Goal, the review of relevant 
instruments concentrates on actions undertaken at EU level to achieve sound chemicals management. 
However, we also identify partnerships as a key aspect of sound chemicals management and identify a 
role for other stakeholders, including civil society and industry. As such the actions in the table are for 
government, unless otherwise stated. 
 
While recognising the usefulness of international agreements, their value is subject to limitations 
when examining the particular meaning of the WSSD 2020 Goal to the EU. That is because the 
majority of the States that represent the audience for these agreements are developing countries, 

http://www.ciel.org/Publications/SAICM_PrinciplesStudyFinal_July05.pdf
http://www.sweden.gov.se/sb/d/15926/a/191744
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where chemical safety concerns differ to those in the EU. In measuring EU progress towards 
achieving the WSSD 2020 Goal, specific consideration is required of conditions in the EU and how 
these conditions differ from those in developing countries. These include the presence of a large 
chemicals industry. In addition, the various life stages of chemicals, including industrial production, 
use during manufacturing, use in products and final disposal, as well as concentrations in 
environmental media, are regulated by an extensive legislative framework, arguably the most 
comprehensive in the world.  
 
This means that the assessment of progress towards the WSSD 2020 Goal under section 7 of this 
report must depart from an understanding of the conditions in the EU, in particular at the baseline year 
of 2002. In order to provide some context to the analysis, a brief profile of the EU chemicals industry 
is provided in section 6.  
 
However, with the aim of making the interpretation of the WSSD 2020 Goal (section 3), the 
methodology (section 4) and the set of indicators (section 5) useful for other countries, we have 
sought to keep those discussions objective and therefore applicable to a wider set of countries.  
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Table 1: Key Elements of Sound Chemicals Management in JPOI, Agenda 21 and SAICM 

WSSD, JPOI, Paragraph 23 Agenda 21 SAICM 
Chapter 19 Chapter 20 

Preamble:  
Sound management of 
chemicals 

Preamble: 
Environmentally sound management of chemicals.  
Programme E: Strengthening national capabilities and capacities  
Basic elements of sound chemicals management include: (a) 
adequate legislation; information gathering and dissemination, (c) 
capacity for risk assessment and interpretation, (d) establishment of 
risk management policy, (e) capacity for implementation and 
enforcement, (f) capacity for rehabilitation of contaminated sites 
and poisoned persons, (g) effective education programmes and (h) 
capacity to respond to emergencies.  

Preamble: 
Prevent to the extent possible, and minimize, the 
generation of hazardous wastes, as well as to manage 
those wastes in such a way that they do not cause 
harm to health and the environment. 

Dubai Declaration 
Sound management of chemicals is essential to 
achieving sustainable development 

Preamble:  
Minimization of significant 
adverse effects on human 
health and the 
environment 

Preamble: 
Recognition of grave damage to human health, genetic structures 
and reproductive outcomes, and the environment 

Preamble: 
• Effective control of the generation, storage, 

treatment, recycling and reuse, transport, recovery 
and disposal of hazardous wastes is of paramount 
importance for proper health, environmental 
protection and natural resource management, and 
sustainable development. 

OPS, Objective A: Risk reduction 
• Minimize risks to human health, including workers, 

and to the environment through the life cycle of 
chemicals 

GPA, Activities: 
Human health protection: 2-6 
 

Preamble:  
Science-based risk 
assessment 

Programme A: Risk assessment  
Objectives:  
• Risk assessment of several hundred priority chemicals, including 

major pollutants and contaminants of global significance   
• Produce guidelines for acceptable exposure based on peer review 

and scientific consensus, distinguishing between health or 
environment-based exposure limited 

Activities: 
• Prioritize hazard assessment as a basis for risk assessment 
• Industry provides data, make available to competent authorities 

and  to the extent possible the public 
• Developing criteria for priority-setting for chemicals of “global 

concern” 
Means of Implementation 
• Research on safe/safer alternatives and replacement methods for 

animal testing 
• Promotion of epidemiological studies and ecotoxicological studies 
Programme E: Strengthening national capabilities and capacities  
• Generate field monitoring data for toxic chemicals of high 

environmental importance 

Programme B: Strengthening institutional capacities 
for hazardous waste management 
• Promote human exposure assessment for hazardous 

wastes 
• facilitate impact assessment for hazardous wastes 

regarding risks to human health and the 
environment by establishing appropriate 
procedures, methodologies, criteria and/or effluent-
related guidelines and standards 

• Improve knowledge regarding the effects of 
hazardous waste on human health and the 
environment 

• Carry out exposure assessment of populations living 
near hazardous waste sites and initiate remediation 

Dubai Declaration 
• Stresses industry’s responsibility to make data and 

information on health and environmental effects of 
chemicals available to stakeholders 

• Confidential commercial and industrial information 
and knowledge are protected, information related 
to health and safety of humans and the 
environment should not be regarded as confidential  

OPS, Objective B: Knowledge and information 
• Ensure information on chemicals throughout their 

life cycle, including in products, is available, 
accessible, user friendly, adequate and appropriate 
to the needs of stakeholders. Including info on: 
human health and environmental effects; intrinsic 
properties; potential uses; protective measures and 
regulation 

• Ensure science-based standards, risk assessment 
and management procedures and the results of 
hazard and risk assessments are available to all 
actors 

• Make objective scientific information available for 
risk assessment, including on hazard assessment 
and risks to human health, especially vulnerable 
sub-population such as children, and to the 
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WSSD, JPOI, Paragraph 23 Agenda 21 SAICM 
Chapter 19 Chapter 20 

environment, particularly vulnerable ecosystems 
 
GPA, Activities:  
Risk assessment, management and communication: 
61-67, 127-137, 247 
Hazard data generation and availability: 88-97 
Prioritise for assessment PBTs, vPvBs, CMRs, endocrine 
disruptors, neurotoxins, POPs: 55 

Preamble:  
Science-based risk 
management 

Programme D: Risk reduction 
Objectives 
• Eliminate unacceptable or unreasonable risks and, to the extent 

economically feasible, to reduce risk posed by toxic chemicals, 
involving risk reduction options and taking precautionary 
measures 

Activities 
• Policies based on producer liability principles, as well as 

precautionary, anticipatory and life-cycle approaches to chemical 
management, covering manufacturing, trade, transport, use and 
disposal.  

• Risk reduction activities including: promotion of the use of 
cleaner products and technologies; emission inventories; product 
labelling; use limitations; and economic incentives 

• Minimize exposure to toxic chemicals by substitution and 
ultimately phase out chemicals that pose unreasonable or 
unmanageable risk to human health and the environment, and 
those that are PBTs and whose use cannot be adequately 
controlled 

• Policy frameworks for accident prevention, preparedness and 
response involving industry 

• Establish national poison control centres 
• Reduce the use of agricultural chemicals through alternative 

farming, integrated pest management and other means 
• Work to harmonize the evaluation of pesticides 
• Review pesticides previously authorised on the basis of outdated 

criteria, and consideration of possible replacements, in particular 
those that are PBTs 

• Develop criteria to identify chemical candidates for risk reduction 
• Industry to develop a code of principles, involving making 

information available and applying a “responsible care” approach  
• Industry to adopt community right to know programmes, sharing 

information on accidents, unexpected releases and means of 
prevention, as well as reporting annual emissions 

• Encourage industry to adopt policies on the environmentally 

Preamble: 
• Prevent to the extent possible, and minimize, the 

generation of hazardous wastes, as well as to 
manage those wastes in such a way that they do not 
cause harm to health and the environment. 

Programme A: Promoting the prevention and 
minimization of hazardous waste 
Objectives 
• Reduce the generation of hazardous waste through 

cleaner production 
• Optimise material use, use residues 
• Establish goals and programmes to reduce 

hazardous waste generation  
• Qualitative improvement of waste streams to 

reduce hazardous characteristics 
• Policies and approaches to prevent and manage 

hazardous waste  
Activities 
• Qualitative improvement of waste streams to 

reduce hazardous characteristics 
• Promote recycled materials 
• Incentives for cleaner production, recycling, 

hazardous waste prevention and waste minimization 
• Centres for information and training on cleaner 

production & clearing houses with information  
• Develop alternatives to substances generating 

hazardous wastes, including possible phase out of 
substances that present an unreasonable or 
otherwise unmanageable risk and are PBTs 

• Domestic facilities to handle hazardous wastes of 
domestic origin 

• Technology transfer 
• Encourage industry to treat, recycle, reuse and 

dispose of hazardous wastes at source, to integrate 
cleaner production approaches and exercise 

Dubai Declaration 
• Special efforts to protect those groups in society 

that are particularly vulnerable; protect children and 
the unborn child from chemical exposures that 
impair their future lives 

OPS, Objective A: Risk reduction 
• Minimize risks to human health, including workers, 

and to the environment through the life cycle of 
chemicals 

• Ensure that by 2020, chemicals or chemical uses 
that pose an unreasonable and otherwise 
unmanageable risk to human health and the 
environment, based on a science-based risk 
assessment and taking into account the costs and 
benefits as well as the availability of safer 
substitutes and their efficacy, are no longer 
produced or used for such uses. 

• Ensure that by 2020, risks from unintended releases 
of chemicals that pose an unreasonable and 
otherwise unmanageable risk to human health and 
the environment, based on a science-based risk 
assessment and taking into account the costs and 
benefits, are minimized.  

• Prioritize pollution prevention 
• Ensure that existing, new and emerging issues of 

global concern are sufficiently addressed by means 
of appropriate mechanisms.  

• Reduce hazardous waste generation and ensure the 
environmentally sound management of hazardous 
waste through its storage, treatment and disposal 

• Promote recovery and recycling of hazardous wastes 
and materials 

• Promote safer alternative, including cleaner 
production and substitution of chemicals of 
particular concern and non-chemical alternatives 
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WSSD, JPOI, Paragraph 23 Agenda 21 SAICM 
Chapter 19 Chapter 20 

sound management of chemicals and to employ operational 
standards not less stringent than those in the country of origin  

• Encourage industry to phase out and dispose of any banned 
chemicals in stock in an environmentally sound manner, including 
safe reuse 

responsible care  
• Industry should establish environmental 

management systems 
• Regulations to make industry responsible for 

disposing of the hazardous waste that its activities 
generate 

• Integrated approach to environmental protection, 
based on prevention and source reduction, taking 
into account the “polluter pays” principle and the 
cradle to grave approach in managing hazardous 
wastes   

Programme B: Strengthening institutional capacities 
for hazardous waste management 
• Identify and remediate hazardous waste sites 
• Encourage combined treatment-disposal sites for 

hazardous wastes in SMEs 
• Self-sufficiency in hazardous waste treatment in the 

country of origin 
• Adopt technical guidelines for hazardous waste 

management  
Programme C: International cooperation in managing 
transboundary movements of hazardous waste 
• Consider establishing systems to monitor 

transboundary movements of hazardous wastes 
• Develop guidelines for the identification of 

hazardous wastes, prepare a list of hazard profiles 
for hazardous waste in legislation 

• Develop methods for testing and characterizing 
hazardous waste and adopt principles for 
management 

 

GPA, Activities: 
Alternative to PBTs: 54 
Waste management: 68-73, 161-162, 258-262, 272-273 
Occupational health and safety: 11-21, 138-149, 255 
Pesticides: 23-30, 114-117, 31, 32-42 
Sound agricultural practices: 50-53, 158-160 
Cleaner production: 43-46, 118, 238-242 
Remediation: 47-48, 243 
Accident mitigation: 74-79, 237 
 

Preamble:  
Precautionary principle, 
Rio principle 15 

Programme A: Risk assessment  
• Strengthen and expand programmes on international chemical 

risk assessment based on an agreed approach to data-quality 
assurance, application of assessment criteria, peer review and 
linkages to risk management activities, taking into account the 
precautionary approach 

Programme D: Risk reduction  
• Eliminate unacceptable or unreasonable risks and, to the extent 

economically feasible, to reduce risks posed by toxic chemicals, 
using a wide range of risk reduction options and taking 
precautionary measures derived from a broad-based life-cycle 
analysis. 

Programme C: International cooperation in managing 
transboundary movements of hazardous waste 
• In order to promote and strengthen international 

cooperation in the management, including control 
and monitoring, of transboundary movements of 
hazardous wastes, a precautionary approach should 
be applied. 

OPS, Objective A: Risk reduction 
• Appropriately to apply the precautionary approach, 

as set out in Principle 15 of the Rio Declaration  
OPS, Principles and Approaches 
• Be guided by the, Inter alia, Rio Declaration on 

Environment and Development  
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• Adopt policies based on accepted producer liability principles, as 
well as precautionary, anticipatory and life-cycle approaches to 
chemical management, covering manufacturing, trade, transport, 
use and disposal 

Programme E: Strengthening national capabilities and capacities  
• Cooperate with international organizations to monitor and 

control the generation, manufacturing, distribution, 
transportation and disposal activities relating to toxic chemicals, 
to foster preventive and precautionary approaches and ensure 
compliance with safety management rules 

Preamble 
Support developing 
countries in strengthening 
their capacity for the 
sound management of 
chemicals and hazardous 
wastes by providing 
technical and financial 
assistance 

Programme A: Risk assessment  
• Technical cooperation to accelerate chemical risk assessment  
Programme C: Information exchange 
• Technical cooperation with countries with shortages of technical 

expertise 
Programme F: Illegal traffic 
• Cooperate with developing countries in strengthening their 

institutional and regulatory capacities to prevent illegal traffic 
 

 OPS, Statement of Needs 
• Capacity-building and technical assistance are 

essential elements of SAICM implementation 
• Integrating chemicals issues into the broader 

development agenda 
OPS, Objective E: Capacity-building and technical 
cooperation 
• Increase the capacity for sound chemicals 

management, especially in developing countries and 
countries with economies in transition 

• Establish partnerships for technical cooperation and 
the provision of clean technology, maximising 
synergies with the Bali Strategic Plan for Technology 
Support and Capacity Building 

• Include capacity –building for sound chemicals 
management in development strategies 

OPS, Objective E: Illegal international traffic 
• Promote information sharing and capacity building 

for the prevention and control of illegal 
international traffic. 

GPA Activities:  
Capacity-building: 208-236 

(a)  
Ratification and 
implementation of the PIC 
Convention 

Programme C: Information exchange  
• Full implementation of a PIC procedure by 2000 

Activities: 
• Strengthen institutions for information exchange on chemicals 

 GPA Activities:  
Protect workers from PIC chemicals: 20 
Info exchange using PIC Article 14: 102 
Info on toxic pesticides: 114 
Promote ratification and implementation of PIC 
Convention: 169 

(a)  
Ratification and 
implementation of the 
POPs Convention 

No specific mention. 
Programme A: Risk assessment  
Focus on risk assessment of pollutants of global concern.  
Programme D: Risk reduction 
Minimize exposure to toxic chemicals by substitution and ultimately 

No specific mention. 
Programme B: Strengthening institutional capacities 
for hazardous waste management 
• Databases on hazardous waste, including: health 

risks; exposed populations; risk assessments 

GPA Activities:  
PBTs and vPvBs, POPs: 54-56 
Info on toxic pesticides: 114  
Promote ratification and implementation of POPs 
Convention: 169 
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phase out chemicals that pose unreasonable or unmanageable risk 
to human health and the environment, and those that are PBTs and 
whose use cannot be adequately controlled 

(b)  
International chemicals 
framework (SAICM) 

Programme G: Enhancement of international cooperation  
• Initiate action on an intergovernmental forum on chemicals 

management  

 GPA, Activities: 
Intenrational agreements and synergies: 169-176 

(c)  
Implement GHS, fully 
operational by 2008 

Programme B: Harmonization of classification and labelling 
• GHS available by 2000 
• Governments to develop and implement a workplan to establish 

GHS 

 OPS, Objective B: Knowledge and information 
• Dissemination of information on chemicals in 

appropriate languages, making full use of the GHS 
• Promote implementation of the GHS 
GPA Activities: 
22, 99-101, 168, 248-250 

(d)  
Partnerships to enhance 
sound chemicals 
management 

Preamble, 19.8 
• Industry initiative on responsible care and product stewardship 
Programme A: Risk assessment  
• Industry provides data for risk assessment 
Programme D: Risk reduction 
• Industry to develop a code of principles, involving making 

information available and applying a “responsible care” approach  
• Industry to adopt community right to know programmes, sharing 

information on accidents, unexpected releases and means of 
prevention, as well as reporting annual emissions 

• Encourage industry to adopt policies on the environmentally 
sound management of chemicals and to employ operational 
standards not less stringent than those in the country of origin 

• Encourage industry to phase out and dispose of any banned 
chemicals in stock in an environmentally sound manner, including 
safe reuse 

Programme E: Strengthening of national capabilities and capacities 
for management of chemicals  
• Organise training programmes on chemicals management in 

collaboration with industry and trade unions 

Programme A: Promoting the prevention and 
minimization of hazardous waste 
• Industry should establish environmental 

management systems 
• Encourage industry to develop schemes to integrate 

cleaner production into design of products and 
management practices 

• All sectors of society should develop cleaner 
production awareness campaigns and promote 
dialogue and partnership with industry and other 
actors.  

• Training programmes on cleaner production, 
including demonstration projects  

 

Dubai Declaration 
• Efficient governance of chemicals management by 

means of transparency, public participation and 
• accountability involving all sectors of society, 

striving for the equal participation of women  
• Engage actively in partnerships between 

governments, the private sector and civil society, 
including strengthening participation in SAICM 
implementation by SMEs and the informal sector 

OPS, Objective C: Governance 
• Promote sounds chemicals management across all 

sectors 
• Provide guidance to stakeholders in identifying 

priorities for sound chemicals management 
• Promote relevant codes of conduct 
• Promote meaningful participation of all sectors of 

civil society in decision-making processes 
• Enhance cooperation between government, civil 

society and the private sector 
• Provide enabling frameworks for businesses to 

develop and improve products 
GPA Activities:  
Stakeholder participation: 163-164 
Promotion of industry participation and responsibility: 
98, 189-192 
Civil society and public interest NGO participation: 206 

(d)  
Awareness raising 

Preamble, 19.8 
• Community and workers’ right to know, balanced with 

confidentiality interests  
Programme C: Information exchange  
• Promote information exchange on chemical safety, use and 

Programme A: Promoting the prevention and 
minimization of hazardous waste 
• Encourage industries to be transparent and provide 

information to communities that might be affected 
by the generation, management and disposal of 

Dubai Declaration 
• Facilitate public access to appropriate information 

and knowledge on chemicals throughout their life 
cycle, including the risks that they pose to human 
health and the environment; 
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emissions amongst all parties 
Programme D: Risk reduction 
• Industry to develop a code of principles, involving making 

information available and applying a “responsible care” approach  
• Industry to adopt community right to know programmes, sharing 

information on accidents, unexpected releases and means of 
prevention, as well as reporting annual emissions 

Programme E: Strengthening national capabilities and capacities  
• Adoption of community right to know or other public 

information-dissemination programmes 
• Establish a national coordination mechanism for all parties 

involved in chemical safety 
• Establish national registries and databases including safety 

information for chemicals 

hazardous wastes. 
• All sectors of society should develop cleaner 

production awareness campaigns 
Programme B: Strengthening institutional capacities 
for hazardous waste management 
• Establish public awareness and information 

programmes on hazardous waste issues and provide 
basic education and training programmes are 
provided for industry and government workers  

• Databases on hazardous waste, including: health 
risks; exposed populations; risk assessments  

OPS, Objective B: Knowledge and information 
• Ensure that information on chemicals throughout 

their life cycle, including in products, is available, 
accessible, user-friendly, adequate and appropriate 
to the needs of stakeholders. Information includes 
effects on human health and the environment, 
intrinsic properties, potential uses, protective 
measures and regulation   

GPA Activities:  
Info on hazards made available to the public: 111 
Education and training (public awareness): 154-155 
 

(d)  
Collection and use of 
additional scientific data 

Programme A: Risk assessment  
• Research on safe/safer alternatives and replacement methods for 

animal testing 
• Promotion of epidemiological studies and ecotoxicological studies 
Programme E: Strengthening national capabilities and capacities  
• Generate field monitoring data for toxic chemicals 

Programme A: Promoting the prevention and 
minimization of hazardous waste 
• Increase financial support for cleaner technology 

research and development programmes, including 
the use of biotechnologies 

Dubai Declaration 
• Accelerate the pace of scientific research on 

identifying and assessing the effects of chemical on 
human beings and the environment, including 
emerging issues.  

• To ensure that R&D is undertaken on chemical 
control technologies, safer chemicals and cleaner 
technologies and non-chemical alternatives and 
technologies 

• Make objective scientific research on identifying and 
assessing the effects of chemicals on people and the 
environment, particularly through the use of 
indicators  

GPA Activities:  
Research, monitoring and data: 80-87 

(e)  
Prevent illegal trafficking 
of hazardous chemicals 
and hazardous wastes 

Programme F: Prevention of illegal international traffic in toxic and 
dangerous products 
• Adopt legislation to prevent the illegal import and export of toxic 

and dangerous products 
• Develop enforcement programmes to monitor compliance, 

including national alert systems 
• Cooperate in the exchange of information on illegal 

transboundary movements of toxic and dangerous products 

Preamble: 
• Integrated approach to hazardous waste 

management 
• Ratification of the Basel Convention 
• Ratification of the Bamako Convention 
Programme C: International cooperation in managing 
transboundary movements of hazardous waste 
• Implementation of the Basel Convention, in 

particular the notification procedure 
• Consider establishing systems to monitor 

transboundary movements of hazardous wastes 
Programme C: Preventing illegal international traffic 
in hazardous waste 
• Adopt and implement legislation to prevent illegal 

Dubai Declaration 
• Prevent illegal traffic in toxic, hazardous, banned 

and severely restricted chemicals and chemical 
products and wastes 

OPS, Objective E: Illegal international traffic 
• Prevent illegal international traffic in toxic, 

hazardous, banned and severely restricted 
chemicals, including products incorporating these 
chemicals, mixtures and compounds and wastes 

• Support MEAs relating to the prevention of illegal 
international traffic 

• Promote information sharing and capacity building 
for the prevention and control of illegal 
international traffic. 
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import and export of hazardous wastes, including 
national enforcement programmes involving  
compliance monitoring and appropriate penalties 

• Cooperate in information exchange on illegal 
international traffic in hazardous waste 

• Cooperate to strengthen capacities in developing 
countries  

GPA Activities:  
204, 263-271 

(f)  
Coherent and integrated 
info on chemicals, PRTRs 

Programme D: Risk reduction 
• Industry to develop a code of principles, involving making 

information available and applying a “responsible care” approach  
• Industry to adopt community right to know programmes, sharing 

information on accidents, unexpected releases and means of 
prevention, as well as reporting annual emissions 

Programme A: Promoting the prevention and 
minimization of hazardous waste 
• Encourage industries to be transparent and provide 

information to communities that might be affected 
by the generation, management and disposal of 
hazardous wastes. 

• Maintain inventories of hazardous wastes and their 
treatment/disposal sites, and of contaminated sites 
that require rehabilitation 

Dubai Declaration 
• Facilitate public access to appropriate information 

and knowledge on chemicals throughout their life 
cycle, including the risks that they pose to human 
health and the environment; 

OPS, Objective B: Knowledge and information 
• Ensure that information on chemicals throughout 

their life cycle, including in products, is available, 
accessible, user-friendly, adequate and appropriate 
to the needs of stakeholders. Information includes 
effects on human health and the environment, 
intrinsic properties, potential uses, protective 
measures and regulation   

GPA Activities:  
PRTRs: 124-126, 177-180 
Info management and dissemination: 102-113, 256 

(g)  
Reduce risks from heavy 
metals, including through 
a review of relevant 
studies 

No specific mention No specific mention GPA, Introduction 
Promoting reduction of risks from mercury and other 
chemicals of global concern so that they are minimized 
GPA activities  
Eliminate lead in gasoline: 49 
Reduce risks from lead, mercury and cadmium: 57 
Action on mercury: 58-59 
Review data on lead and cadmium: 60 
Research on alternatives to lead: 157 
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3. Key Elements of the WSSD 2020 Goal 

In section 3, we draw on table 1 discuss the key elements found in paragraph 23 of the JPOI, Agenda 
21, the Rio Declaration, SAICM, and other relevant instruments that are integral to the goal of 
ensuring that by 2020 chemicals are used and produced in ways that minimize significant adverse 
effects on human health and the environment. As mentioned above, our analytical approach gives 
precedence to the JPOI, followed by Agenda 21 and finally SAICM. Regarding the activities listed 
under SAICM’s GPA, it should be remembered that the GPA is not a negotiated text and as such the 
activities provide examples of what can be done to address particular issues in sound chemicals 
management, if appropriate, and not necessarily what must be done.   
 
In order to facilitate the analysis and the transition to a useful set of indicators in the next stage of the 
study, the elements are presented according to five areas, in common with the five objectives under 
the SAICM OPS, namely: 

1. Knowledge, information and infrastructure 
2. Risk reduction 
3. Governance 
4. Illegal traffic in hazardous chemicals, products and waste; and 
5. Technical assistance and capacity building.  

 
The same headings are then used to structure the 20 indicators under section 5.  
 
Many of the elements are interrelated and as such there are key aspects related in particular to 
information sharing and availability, infrastructure and capacity and governance that are repeated 
under different headings. In managing these cross-cutting issues, we seek to draw them out under one 
heading, and at the same time refer to them where relevant under other headings.   

 Knowledge, Information and Infrastructure 3.1

3.1.1 Risk Assessment 

The preamble to Paragraph 23 of the JPOI calls for the use of “science-based risk assessment 
procedures”. This is further expanded in Agenda 21 which provides a wider discussion of risk 
assessment under Chapter 19’s Programme A: Expansion and acceleration of international assessment 
of chemical risks. The assessment of potential human health risks and environmental hazards of a 
chemical is presented as a necessary condition to planning for the “safe use” of that chemical. Of the 
approximately 100,000 chemical substances in commerce, Chapter 19 notes that even for a great 
number of high-volume production chemicals “crucial data for risk assessment are often lacking”. A 
number of key aspects of risk assessment were identified in the horizontal analysis, including hazard 
assessment, exposure assessment, criteria for priority setting, a role for industry and the availability of 
resulting data and information.   
 
Firstly, Chapter 19 states that “high priority” should be given to hazard assessment of chemicals (i.e. 
the intrinsic properties of chemicals) as the basis for risk assessments, based on the assumption that 
risk results from hazard combined with exposure. Likewise, SAICM’s OPS calls on governments to  
“make objective scientific information available for risk assessment, including on hazard assessment 
and risks to human health, especially vulnerable sub-population such as children, and to the 
environment, particularly vulnerable ecosystems”.  
 
Secondly, regarding exposure assessment, Chapter 19 calls for guidelines for acceptable exposure 
based on peer review and scientific consensus, distinguishing between health and environment-based 
exposure. In addition, Chapter 19 calls on governments to generate field data for toxic chemicals, so 
increasing the availability of environmental exposure data. Chapter 20 goes on to call specifically for 
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human exposure assessment for hazardous waste, in particular exposure populations living near 
hazardous waste sites.   
 
Thirdly, Chapter 19 places an emphasis on the risk assessment of chemicals of “global concern” 
calling for criteria for priority-setting for chemicals as candidates for assessment. In the OPS, SAICM 
proposes possible hazard-based criteria for prioritization, stating that:   
 
“Groups of chemicals that might be prioritized for assessment and related studies include: persistent, 
bioaccumulative and toxic substances (PBTs); very persistent and very bioaccumulative substances; 
chemicals that are carcinogens or mutagens or that adversely affect, inter alia, the reproductive, 
endocrine, immune, or nervous systems; persistent organic pollutants (POPs), mercury and other 
chemicals of global concern; chemicals produced or used in high volumes; those subject to wide 
dispersive uses; and other chemicals of concern at the national level.”17 
 
Regarding the role of industry, Programme A specifically calls for the active participation of industry 
in gathering data for the assessment of potential risks to human health and the environment. Industry 
is called on to provide data to relevant national competent authorities, and to the greatest possible 
extent to the public, taking into account legitimate claims of confidentiality. Industry’s responsibility 
is reiterated in the SAICM’s Dubai Declaration.  
 
Finally, regarding the availability of information on risk assessment, SAICM’s OPS states that the 
“results of hazard and risk assessments must be available to all actors, that confidential commercial 
and industrial information and knowledge should be protected, but clarifies that information related to 
health and safety of humans and the environment should not be regarded as confidential. SAICM’s 
GPA also includes some elements on risk assessment, suggesting that governments should “generate 
and share information detailing the inherent hazards of chemicals of all chemicals in commerce, 
giving priority to hazard information for those chemicals that have the greatest potential for 
substantial or significant exposures” (Activity 89). Regarding risk assessment tools, Activity 3 
identifies the need for harmonized methods to assess dose-response relationships and risks to 
vulnerable groups, in particular children, pregnant women and fertile people, the elderly and the poor. 
 
Regarding risk assessment for pesticides, Chapter 19 encourages national and regional work to 
harmonize evaluation of pesticides, and calls for reviews of previously accepted pesticides whose 
acceptance was based on criteria now recognized as insufficient or outdated.  
 
In addition, a number of SAICM GPA Activities focus on pesticides and suggest appropriate elements 
for their sound management. Activity 97 calls for standardised testing and risk evaluation that 
considers conditions of use and Activity 25 recommends basing decision-making on highly toxic 
pesticides on an evaluation of their intrinsic hazards and anticipated local exposure to them. 
 
Key elements: 

• Hazard-based risk assessment 
• Incorporate exposure data for humans and the environment into risk assessment 
• Harmonized assessment methods, with a focus on assessing risks to vulnerable groups 
• Hazard-based criteria for prioritising chemicals of global concern  
• Role of industry in providing data 
• Make data publically available, taking into account legitimate claims of confidentiality 
• Pesticides risk assessment on the basis of intrinsic hazard and local exposure 

                                                      
 
 
17 SAICM OPS, A. Risk Reduction  
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3.1.2 Information availability, awareness raising and training 

Ensuring the availability of information, raising awareness raising and providing training on sound 
chemicals management set the foundation for the communities “right-to-know” about the risks 
associated with chemicals and how to protect themselves from those risks (the “right to know” 
principle is discussed under section 3.4 on governance). As such, information availability tools 
effectively implement the principle of the “right-to-know”. 
 
Elements of information availability include the tools used to disseminate information and the type 
and quality of the information available. Paragraph 23 specifically identifies PRTRs as tools for 
providing coherent and integrated information on chemicals. Regarding other possible tools, Chapter 
19 calls for national registries and databases. Chapter 20 specifically calls for the establishment of 
databases on hazardous waste, including information on types of hazardous wastes, hazardous waste 
sites and contaminated sites, health risks, exposed populations, and risk assessments.  
 
Regarding the information to be made available, SAICM OPS calls for information on chemicals 
throughout their life cycle, including in products. Information should cover effects on human health 
and the environment, intrinsic properties, potential uses, protective measures and regulation.  

In terms of active training, Chapter 20 calls for information programmes on hazardous waste issues, 
basic education and training programmes for industry and government workers, and cleaner 
production awareness raising campaigns.  
 
SAICM’s GPA proposes a number of relevant activities, including awareness-raising for consumers 
on best practice in chemical use (Activity 112), a clearing house of chemical safety data (Activity 
103) and safety data sheets (Activity 107). SAICM GPA activity 124 calls for the development of 
Pollutants Release and Transfer Registers (PRTRs), while activity 125 emphasizes their role in 
reducing emissions.  
 
Key elements: 

• Pollutants Release and Transfer Registers (PRTRs) 
• Clearing house for chemical safety data  
• Database on hazardous waste sites, waste types and risks  
• Awareness raising for communities and consumers 
• Training and education   

3.1.3 GHS 

In line with the notion that workers’ awareness of chemical risk is an essential element of sound 
chemicals management, Paragraph 23 (c) calls on governments to “encourage countries to implement 
the new globally harmonized system for the classification and labelling of chemicals as soon as 
possible with a view to having the system fully operational by 2008”.  
 
Chapter 19 called for the development by the year 2000 of a globally harmonized hazard classification 
labelling system. The first version of the globally harmonized system for the classification and 
labelling of chemicals (GHS) was finalized in 2002, and was adopted shortly after the WSSD 
Johannesburg Summit.18 The GHS provides “harmonized” or common criteria to define and classify 
hazardous chemicals and chemical mixtures based on their health, physical and environmental 

                                                      
 
 
18 UN Economic Commission for Europe (UNECE), GHS, “About the GHS,” available online at: 
http://www.unece.org/trans/danger/publi/ghs/ghs_welcome_e.html (last visited August 12, 2012). 

http://www.unece.org/trans/danger/publi/ghs/ghs_welcome_e.html
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hazards, and common hazard communication elements such as labelling and safety data sheets (SDS) 
to be used by key actors, including consumers, workers, transport workers and emergency responders.  
 
SAICM OPS calls on governments to implement the GHS, and a number of SAICM activities focus 
specifically on the allocation of responsibilities for implementation (22), information management 
systems (99), safety data sheets and labels (100), awareness raising, capacity building and training 
(101), legislation (168), and hazard testing and training (248-250).   
 
 
Key elements: 

• Implementation of the GHS  
• Awareness raising, capacity building and training on the GHS 

3.1.4 Chemical Management Infrastructure 

Chemicals management infrastructure is a cross cutting element that provides the capacity for and 
enables the implementation and enforcement of sound chemicals management. The existence of a 
central agency for chemicals management allows for the coordination of the range of activities 
identified as elements of chemical safety, including inter alia coordination of information exchange, 
promoting collaboration between a range of governmental and non-governmental actors, overseeing 
risk assessment and implementing and enforcing legislation. Although chemicals management 
infrastructure is not mentioned under the JPOI, requirements for chemicals management infrastructure 
cut across the texts of Agenda 21 Chapters 19 and 20, and SAICM, with a number of specific 
examples provided below.   
 
Programme C of Chapter 19 on Information Exchange calls on governments to strengthen national 
institutions and promote the creation of centres for information exchange. With regards to risk 
reduction, Programme D calls for centres for poison control centres and networks of emergency 
response centres. Programme E on national capacities for chemical management identifies 
institutional mechanisms, centres and coordinating mechanisms. Programme A of Chapter 20 on 
waste prevention and minimization encourages the use of technology assessment centres and centres 
to provide training and information on environmentally sound technologies and hazardous waste 
management.   
 
SAICM’s GPA is also useful in identifying key infrastructure for sound chemicals management, 
including poison centres (35, 237), accident prevention and emergency response centres (74), 
information exchange centres (210), cleaner production centres (43) and modern laboratory facilities 
(219).  
 
Although the discussion of infrastructure needs is primarily focused on developing countries where 
chemicals management infrastructure is weakly developed, the different types of infrastructure 
continue to play a crucial role in delivering sound chemicals management in industrialised countries, 
such as those of the EU. For example, poison control centres are less involved in managing pesticide 
poisonings (as in developing countries) and more focussed on informing the European public of 
chemical risks19 and reducing unnecessary referrals to emergency departments, playing a role in 
exposure monitoring and ultimately contributing to risk assessment20. As such, the infrastructure 
remain important by the functions delivered by these structure need to be tailored to the EU context. 

                                                      
 
 
19 Andrew E 2006 “Comparison between eight poison control centres in Europe” Clinical Toxicology Vol. 44(3): 345-50 
20 Mathieu-Nolf M 2005 “The role of poison control centres in the protection of public health: changes and perspectives” 
Przegląd Lekarski Vol. 62(6): 543-6 
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We therefore include chemicals management infrastructure as a key aspect of the WSSD 2020 Goal, 
with a focus on the range of functions delivered by those infrastructures.  
 
Key elements: 

• Central agency for chemicals management 
• Accident prevention and control centres 
• Laboratory facilities for chemical testing  
• Centres on clean technologies 
• Poison control centres 

3.1.5 Research and Monitoring 

The role of science as a basis for risk assessment and risk management is emphasised in the text of 
Paragraph 23. In addition, paragraph (d) encourages the collection and use of additional scientific 
data. We divide efforts to generate data into two groups of activity, namely research and monitoring 
chemical pollutants in the environment.   
 
In terms of scientific research, Chapter 19 calls for efforts to improve procedures for using 
toxicological and epidemiological data to predict effects on humans and the environment, including 
promoting epidemiological studies and ecotoxicological studies respectively. Methods to replace 
animal testing are also identified as a research need, together with intensified efforts to identify 
safe/safer alternatives to toxic chemicals. Chapter 20 specifically encourages financial support for 
cleaner technology research and development programmes, including the use of biotechnologies. 
 
SAICM’s Dubai Declaration calls on governments to accelerate the pace of scientific research to 
identify and assess the effects of chemicals on human beings and the environment, including 
emerging issues. Emphasis is placed on R&D on chemical control technologies, safer chemicals and 
cleaner technologies and non-chemical alternatives and technologies. Under the GPA, research 
centres are repeatedly identified as key actors in strengthening and accelerating innovation, delivering 
training, promoting cleaner production and best practices in waste management, and advancing risk 
assessment.  
 
In terms of data collection through monitoring, Chapter 19 calls for field monitoring data for toxic 
chemicals. SAICM GPA identifies programme to monitoring pollutants in the environment and 
pesticide residues in food as important aspects of sound chemicals management.     
 
Key elements: 
Research on: 

• Impacts of chemicals on human health and the environment and emerging issues  
• Alternatives to animal testing 
• Substitutes for toxic chemicals 
• Cleaner production 
• Best practice in waste management  

Monitoring of: 
• Chemical pollutants in the environment  
• Pesticides residues on food and in the environment 

 Risk Reduction 3.2

While Paragraph 23 calls for science-based risk management procedures as a tool for achieving the 
minimization of significant adverse effects on human health and the environment, it does not go 
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further in identifying specific procedures, other than the general goals outlined under (a) to (f) and 
mostly linked to international chemicals agreements. We therefore look to the other key texts for 
further guidance.  

Chapter 19’s Programme D on Risk Reduction calls on government to “eliminate unacceptable or 
unreasonable risks and, to the extent economically feasible, to reduce risks posed by toxic chemicals, 
involving risk reduction options and taking precautionary measures”. This objective is to be achieved 
by employing a broad-based approach involving a “wide range of risk reduction options” and by 
taking “precautionary measures” derived from a broad-based life-cycle analysis. 

SAICM emphasizes the importance of risk reduction to achieving the 2020 goal by stressing that “risk 
reduction (including preventing, reducing, remediating, minimizing and eliminating risks) is a key 
need in pursuing the sound management of chemicals throughout their entire life cycle,” and by 
recognizing that risk reduction measures “are needed to reduce or eliminate the harmful effects of 
chemicals and their inappropriate uses.”21 The OPS objective on risk reduction calls on governments 
to minimize risks to human health, including workers, and to the environment through the life cycle of 
chemicals. In addition, in identifying measures relevant for reducing risk, the GPA highlights the need 
for action plans to address priority concerns regarding vulnerable groups. The text cites minimization 
of chemical exposures before conception and through gestation, infancy, childhood and adolescence 
as a means of safeguarding the health of women and children. The protection of vulnerable groups is a 
cross-cutting issue that runs through the different elements of risk reduction. 
 
Chapter 19 and 20 and SAICM’s GPA provide more details on specific risk management options. A 
number of UN publications also discuss key tools for risk reduction and contribute to the analysis.22 
These are considered to be key elements of the WSSD 2020 Goal and are organised under nine 
separate headings below and discussed in turn.  

3.2.1 Substitution and phase out 

While, the WSSD 2020 Goal does not go so far as to identify substitution and phase out as means of 
risk reduction, they are explicitly identified under Agenda 21. Chapter 19 calls on governments to 
adopt “policies and regulatory or non-regulatory measures to identify and minimize exposure to toxic 
chemicals by replacing them with less toxic substitutes and ultimately phasing out the chemicals that 
pose unreasonable and otherwise unmanageable risk to human health and the environment and those 
that are toxic, persistent and bio-accumulative and whose use cannot be adequately controlled.” 
Regarding substitutes, we assume that “less toxic substitutes” includes non-toxic and non-chemical 
alternatives, as well as less toxic substances.  
 
A number of international NGO and UN publications on sound chemicals management also identify 
substitution as a key aspect of risk reduction.23 In addition, the Swedish 2012 “Declaration of intent 
towards the 2020 goal for sound management of chemicals” specifically identifies the progressive 
substitution of chemical that pose an unmanageable risk to human health and the environment as one 
of eight key action areas in implementing the WSSD 2020 Goal.24   
 

                                                      
 
 
21 SAICM, OPS, para. 7, chapeau and sub-para 7(b) 
22 UNDP, 2009 Managing chemicals for sustainable development, UNDP 2009 Technical Guide, UNDP, New York, USA  
23 See: CIEL, 2005 “Principles and approaches of sustainable development and chemicals management for SAICM, CIEL, 
Geneva, Switzerland; UNEP, 2008 “Sound and sustainable management of chemicals: A training manual for workers and 
trade unions” UNON, Nairobi, Kenya; UNEP, 2012 “Global Chemicals Outlook” UNEP, Nairobi, Kenya  
24 Swedish Ministry of the Environment, 2012 “Declaration of intent towards the 2020 goal for sound management of 
chemicals”, Sweden 
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Likewise, Chapter 20 encourages “research and development activities on cost-effective alternatives 
for processes and substances that currently result in the generation of hazardous wastes that pose 
particular problems for environmentally sound disposal or treatment, the possibility of ultimate 
phase-out of those substances that present an unreasonable or otherwise unmanageable risk and are 
toxic, persistent and bio-accumulative to be considered as soon as practicable.” 
 
On substitution, SAICM OPS also includes a commitment by governments to “promote and support 
the development and implementation of, and further innovation in, environmentally sound and safer 
alternatives, including cleaner production, informed substitution of chemicals of particular concern 
and non-chemical alternatives.”25 Specifically, governments may want to prioritize the identification 
and substitution of toxic chemicals “of particular concern” with safer chemical or non-chemical 
alternatives. 
 
With regard to phase out, Chapter 19 specifically refers to chemicals that pose “unreasonable and 
otherwise unmanageable” risk and chemicals “that are toxic, persistent and bio-accumulative and 
whose use cannot be adequately controlled.” Regarding phase out, SAICM OPS Objective on risk 
reduction calls on governments to ensure that by 2020 chemicals or chemical uses that pose an 
unreasonable and otherwise unmanageable risk to human health and the environment, based on a 
science-based risk assessment and taking into account costs and benefits as well as the availability of 
substitutes, are no longer producers of used for such uses.  
 
Neither Chapter 19 nor the SAICM texts define the term “unreasonable or unmanageable risk,” or 
establish criteria to help determine when a chemical would pose such a risk to human health or the 
environment. This suggests that the determination of whether a risk is unreasonable or unmanageable 
is a political decision to be taken by each state, based on its own accepted level of risk, which is 
commonly defined in terms of both hazard (intrinsic properties) and exposure. This view is reflected 
in a 2004 “Risk Assessment Terminology” report produced by the International Program on Chemical 
Safety (IPCS) of the WHO, within the framework of the Inter-Organization Programme for the Sound 
Management of Chemicals (IOMC). The document, which is part of a project on the “Harmonization 
of Approaches to the Assessment of Risk from Exposure to Chemicals,” defines risk as “the 
probability of an adverse effect in an organism, system, or (sub)population caused under specified 
circumstances by exposure to an agent,” and “acceptable risk” as a risk management term in which 
“the acceptability of the risk depends on scientific data, social, economic, and political factors, and 
the perceived benefits arising from exposure to an agent.” 26 From this follows that the determination 
of whether a risk is unacceptable or unreasonable is also a policy decision taken on the basis of a 
range of scientific and socio-political factors. 

 
Under the discussion on risk reduction, SAICM OPS suggests groups of chemicals that might be 
assessed for possible substitution and phase out in a footnote, including:  
 
“persistent, bioaccumulative and toxic substances (PBTs); very persistent and very bioaccumulative 
substances (vPvBs); chemicals that are carcinogens or mutagens or that adversely affect, inter alia, 
the reproductive, endocrine, immune, or nervous systems; persistent organic pollutants, mercury and 

                                                      
 
 
25 SAICM OPS, para 14(j)) 
26 See IPCS Harmonization Project, “IPCS Risk Assessment Terminology” (WHO, 2004), online: 
http://www.inchem.org/documents/harmproj/harmproj/harmproj1.pdf. A similar interpretation has been adopted by the 
US Environmental Protection Agency (EPA) with regard to the term “unreasonable risk,” found in the 1976 U.S. Toxic 
Substances Control Act (TSCA). While the TSCA does not define the term “unreasonable risk,” the EPA has stated that, 
according to legislative history, it involves “the balancing of the probability that harm will occur and the magnitude and 
severity of that harm against the effect of a proposed regulatory action on the availability to society of the expected 
benefits of the chemical substance.” See U.S. EPA, “Making a Finding on Unreasonableness of Risk,” online: 
http://www.epa.gov/oppt/newchems/pubs/unrerisk.htm. 

http://www.inchem.org/documents/harmproj/harmproj/harmproj1.pdf
http://www.epa.gov/oppt/newchems/pubs/unrerisk.htm
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other chemicals of global concern; chemicals produced or used in high volumes; those subject to wide 
dispersive uses; and other chemicals of concern at the national level”.27  
 
Agenda 21 places specific emphasis on substituting high-risk pesticides, with Chapter 19 proposing 
the use of biological control agents as an alternative to toxic pesticides. Also on pesticides, SAICM’s 
GPA identifies a number of strategies for promoting alternatives in order to reduce and phase out 
highly toxic pesticides. Activity 27 encourages promotion of the development of reduced-risk 
pesticides and substitution for highly toxic pesticides, as well as effective non-chemical means of pest 
control. The role of industry is flagged in Activity 30, which encourages industry to extend product 
stewardship and withdraw voluntarily highly toxic pesticides which are hazardous and cannot be used 
safely under prevalent conditions. The role of industry in sound chemicals management is further 
considered under section 3.5 on governance.   
 
Key elements: 

• Policies to promote substitution of toxic chemicals, including pesticides 
• Policies to phase out specific groups of chemicals based on an assessment of intrinsic hazard    

 

3.2.2 Emission reduction through cleaner production and cleaner 
products 

A key aspect of risk reduction involves the reduction of emissions of chemical substances to the 
environment. While Paragraph 23 does not make this explicit, Agenda 21 does recommend specific 
actions related to emissions reduction. Chapter 20 of Agenda 21 states that relevant programmes for 
hazardous waste reduction should including (emission) targets and adequate environmental control. 
Governments are encouraged to work with industry to reduce wastes and other emissions.  
 
Emissions can be divided into point source emissions and diffuse source emissions, to be addressed 
through cleaner production and cleaner products respectively. In taking a life cycle approach, 
emissions from wastes must also be managed and are considered separately under section 3.2.3 on 
hazardous waste management. While cleaner production and cleaner products are not specifically 
mentioned under the WSSD 2020 Goal, they receive some attention under Agenda 21 and in the 
SAICM texts.  
 
Regarding cleaner production, Chapter 20’s Programme A on Waste Minimization places a particular 
emphasis on cleaner production, including the use of cleaner technologies as well as optimising 
material use, using residues, and recycling. It calls for an integrated approach based on prevention and 
source reduction, taking into account the "polluter pays" principle and the cradle-to-grave approach.   
 
SAICM OPS objective on Risk Reduction calls on governments to ensure, by 2020, that “risks from 
unintended releases from chemicals that pose an unreasonable or unmanageable risk to human health 
and the environment, based on a science-based risk assessment and taking into account the costs and 
benefits, are minimized.” In providing guidance on relevant pollutants, the paragraph refers to the 
footnote on the same possible groups of chemicals that might be prioritised for assessment as relevant 
for chemical phase out.28 The text calls on governments to prioritize pollution prevention and cleaner 
production.  

                                                      
 
 
27 SAICM GPA Activity 55 also asks governments and other actors to “prioritize for assessment and related studies” these 
groups of chemicals 
28 i.e. Groups of chemicals that are persistent, bioaccumulative and toxic substances (PBTs); very persistent and very 
bioaccumulative substances; chemicals that are carcinogens or  mutagens or that adversely affect, inter alia, the 
reproductive, endocrine, immune, or nervous systems; persistent organic pollutants (POPs), mercury and other chemicals 
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In addition, a number of SAICM activities relate to the development and implementation of cleaner 
production methods in accordance with best available techniques (BAT) and best environmental 
practices (BEP). Activity 43 recommends the implementation of policies for pollution prevention and 
cleaner production, in particular through use of BAT and BEP. A number of Activities focus on 
capacity building in cleaner production, including providing training (238) and designing manuals and 
guidance (239).  
 
Regarding cleaner products, Chapter 19’s Programme D on Risk Reduction calls for activities to 
promote the use of cleaner products and recommends the application of a "responsible care" approach 
by producers and manufacturers towards chemical products, based on a life cycle approach. This 
highlights the role of voluntary initiatives in promoting cleaner products, further discussed under sub-
section 3.5.1. Chapter 20 calls on states to encourage industry to integrate cleaner the production 
approach into product design.  
 
Finally and with regards to their consideration under SAICM, chemicals in products and hazardous 
substances in electrical and electronic products were considered under discussions on emerging policy 
issues at ICCM 3 and will be further addressed at ICCM-4.29     
 
Key elements: 

• Policies to control and reduce point source emissions from industrial installations, including 
unanticipated emissions from chemical accidents  

• Activities to promote cleaner production, such as demonstration projects 
• Training programme on cleaner production, as well as manuals and guidance  
• Policies to control and reduce diffuse emissions from products  
• Activities to promote the uptake of cleaner products by consumers 

 

3.2.3 Hazardous waste management and minimization 

This sub-section deals with hazardous waste management and minimization, while illegal traffic in 
hazardous wastes is addressed under sub-section 3.3.10. Obsolete stocks of pesticides are considered 
under sub-section 3.3.6 on the POPs Convention. 
 
While Paragraph 23 calls on governments to renew the commitment advance in Agenda 21 to the 
sound management of chemicals throughout their life cycle and of hazardous wastes, it does not go 
further in identifying measures that can contribute to the realisation of that commitment. Chapter 20 
of Agenda 21 focuses specifically on hazardous waste management and as such provides further 
guidance. Key elements under Chapter 20 include policies and approaches to prevent and manage 
hazardous waste, as well as an emphasis on the treatment of waste at source, and the development of 
domestic facilities to handle hazardous wastes of domestic origin, i.e. to reduce trans-boundary 
movements of hazardous wastes. In addition, and with relevance to sub-section 3.3.1 on substitution 
and sub-section 3.3.2 on cleaner production, Chapter 20 calls on government to engage in efforts to 
find alternatives to the substances and processes that generate hazardous wastes that pose particular 
problems for environmentally sound disposal or treatment.  
 

                                                                                                                                                                     
 
 
of global concern; chemicals produced or used in high volumes; those subject to wide dispersive uses; and other chemicals 
of concern at the national level. 
29 IISD, 2012, ICCM3 Summary, 17-21 September 2012, ENB Vol. 15(196), available online at: 
http://www.iisd.ca/vol15/enb15196e.html  

http://www.iisd.ca/vol15/enb15196e.html
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Regarding the role of industry, Chapter 20 calls for regulation to make industry responsible for 
disposing of the hazardous waste that its activities generate and states that industry should establish 
environmental management systems.  
 
As well as a quantitative reduction in hazardous waste, Chapter 20 urges governments to strive for a 
qualitative improvement in waste streams to reduce hazardous characteristics. Tools include 
guidelines for the identification of hazardous wastes, method for testing and characterising wastes, 
hazard profiles in legislation and technical guidelines and principles for their management. In 
addition, Chapter 20 calls for the remediation of contaminated sites.  
 
SAICM OPS calls on governments to reduce hazardous wastes, ensure the environmentally sound 
management of hazardous wastes through storage, treatment and disposal, and promote recovery and 
recycling of hazardous wastes. A number of SAICM activities address aspects of hazardous waste 
management, including capacity building on waste minimization (258) and monitoring and assessing 
the impacts of dumps, landfills and waste facilities (259).  
 
Key elements: 

• Policies to promote the sound management of hazardous wastes and to minimise hazardous 
wastes 

• Emphasis on treatment at source, i.e. domestic capacities for hazardous waste treatment 
• Guidelines and methods for testing, characterising and managing hazardous wastes 
• Encouraging reuse and recycling of hazardous wastes 
• Make industry responsible for disposing of the hazardous wastes that it generates 
• Remediation of contaminated sites 

 

3.2.4 Sound Agricultural Practices 

While the WSSD 2020 Goal as set out in Paragraph 23 of JPOI does not mention sound agricultural 
practices, the issue receives some attention under Agenda 21 and is further developed under SAICM. 
This discussion focuses on agricultural practice and the use of pesticides. Procedures for the review 
and authorisation of pesticides are considered under the sections on risk assessment (3.1.1) and 
substitution and phase out (3.2.1).    
 
Under Programme D on Risk Reduction, Chapter 19 identifies integrated pest management, including 
the use of biological control agents as alternatives to toxic pesticides, as a relevant measures, and calls 
for a reduced dependency on agricultural chemicals.  
 
Likewise, SAICM’s Dubai Declaration calls for concerted action to reduce dependency on pesticides. 
In addition, a number of SAICM Activities provide insight regarding possible strategies to reduce 
pesticides use. Activity 29 promotes integrated pest and integrated vector management, while Activity 
26 prioritizes the procurement of least hazardous pest control measures and the use of best practices to 
avoid excessive or inappropriate supplies of chemicals. Pesticide management programmes to 
regulate the availability, distribution and use of pesticides are recommended (31), as well as pesticide 
registration and control systems to controls risks along the pesticide life cycle (32).   
 
Despite it being a considerably smaller fraction of Gross Domestic Product (GDP) in the EU than in 
many developing countries, agriculture remains an important sector that receives considerable public 
attention. The concerns vary from those in developing countries and countries with economies in 
transition, where the focus of risk management activities falls on issues such as obsolete stocks of 
pesticides and pesticide poisonings. In the EU, the presence of pesticides in surface waters, 
groundwater and drinking water as well as residues on food are matters of public concern. As such, 
sound agricultural practices, with a particular emphasis on reducing pesticide use, are considered 
elements of the WSSD 2020 Goal of relevance to the EU.  
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Key elements: 
• Best practice to reduce the use of agrochemicals  
• Promoting integrated pest management 
• Mechanisms to manage pesticide use and control risks 

 

3.2.5 Occupational Health and Safety 

The WSSD 2020 Goal speaks generally of adverse effects on human health but does not single out 
any target groups. Agenda 21 is also relatively silent regarding the exposure of workers to chemical 
risks, speaking only of their “right-to-know” the risk to which they are exposed. In contrast, SAICM 
repeatedly identifies workers as a target group for risk reduction measures, awareness raising and 
training. Given the reference in the WSSD 2020 Goal to human health and the fact that human 
exposure to chemical risk frequently occurs in an occupational setting, occupational health and safety 
(OHS) measures to reduce that risk are considered a key element of the goal and receive attention 
here.   
 
The Dubai Declaration flags the exposure of workers to harmful chemicals as a concern requiring 
concerted action and identifies workers as key stakeholder in sound chemicals management. OPS 
Objective A on Risk Reduction identifies the reduction of risks to human health, including workers, as 
a SAICM objective.  
 
Although the GPA text is not negotiated, it has a strong focus on occupational exposure to chemicals 
and resulting risk and it is therefore appropriate to consider some of the mechanisms proposed under 
the various activities. The GPA states that “occupational health and safety for workers would be 
promoted through measures such as the establishment of national inspection systems and 
implementation of adequate occupational health and safety standards to minimize workplace hazards 
from chemicals.”  
 
Activity 12 focuses on legislation to protect workers covering the entire spectrum of work situations 
in which chemicals are handled, including agriculture and health. According to Activity 15, OHS 
policies should require workplace risk assessments and emphasise risk prevention measures based on 
a recognised hierarchy of prevention and control measures. The GPA notes that OHS programmes 
should include a role for health and safety practitioners (16). Activity 19 focussed on protective 
technical measures, including protective equipment, while Activity 20 specifically considers the 
protection of workers from chemicals causing asbestosis and other asbestos related diseases and 
occupational cancers, including chemicals listed under the PIC Convention. The development of 
guidance for a harmonised approach to setting exposure limits is called for under Activity 21, and 
workplace inspections under Activity 145.  
 
Several Activities focus on information for workers, including exchange on best practice (17) and safe 
use (146), using Safety Data Sheets (18), ensuring that updated information is available to workers in 
appropriate languages (138), and communicating the results of international risk assessments to 
workers. Training and capacity building are addressed under Activity 255, with Activity 260 
specifically focussed on waste management and Activity 41 on agricultural workers.  
 
Workers’ rights are addressed, including their right to know information to enable them to protect 
themselves (147) and their right to refuse to work in hazardous environment if not provided with 
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information on how to protect themselves. The use of the best available scientific information in risk 
assessment is also flagged in A 2008 UNEP training manual for workers managing chemical risk.30 
 
Key elements: 

• Legislation implementing OHS standards to minimize workplace hazards from chemicals, 
including effective enforcement through inspection systems 

• An emphasis on risk prevention measures 
• A role for occupational health practitioners in controlling chemical risk and monitoring 

health 
• Workers’ right to know and right to refuse to work 
• Training and capacity building 

 

3.2.6 Rotterdam Convention 

The Rotterdam Convention on the Prior Informed Consent Procedure for Certain Hazardous 
Chemicals and Pesticides in International Trade (Rotterdam Convention) was adopted at the 
Diplomatic Conference held in Rotterdam on 10 September 1998. Paragraph 23 (a) specifically calls 
on governments to promote ratification and implementation of the Rotterdam Convention to allow it 
to enter into force by 2003. The Convention entered into force on 24 February 2004, on the ninetieth 
day after the date of deposit of the fiftieth instrument of ratification, acceptance, approval or 
accession, and became legally binding for its Parties. 
 
Although Agenda 21 preceded adoption of the Rotterdam Convention, it recognised the need for 
regulation of international trade in hazardous chemicals. Chapter 19 calls for full implementation of a 
legally-binding instrument including the “prior informed consent” (PIC) procedure by 2000, building 
on the voluntary PIC procedure included under two existing instruments, the 1985 International Code 
of Conduct on the Distribution and Use of Pesticides and the 1987 London Guidelines for the 
Exchange of Information on Chemicals in International Trade (Rotterdam Convention).  
 
SAICM reinforces the importance of ratifying and implementing the Rotterdam Convention (Activity 
169), as well as using Article 14 of the PIC Convention on information exchange to facilitate 
information exchange on toxicity, ecotoxicity and safety (Activity 102).  
 
Key elements: 
• Transposition and implementation of the Rotterdam Convention  
• Active participation in the Convention mechanisms 
• Information exchange on toxicity, ecotoxicity and safety  

 

3.2.7 Stockholm Convention 

Paragraph 23 (a) also specifically calls for the ratification and implementation of the Stockholm 
Convention on Persistent Organic Pollutants (Stockholm Convention) to allow it to enter into force by 
2004. Adopted on 22 May 2001, the Convention met this goal and entered into force on 17 May 2004, 
ninety days after the deposit of the fiftieth instrument of ratification, acceptance, approval or 
accession by a country to the Convention. The Stockholm Convention is a global treaty to protect 
human health and the environment from chemicals that remain intact in the environment for long 
                                                      
 
 
30 UNEP, 2008 “Sound and sustainable management of chemicals: A training manual for workers and trade unions” UNON, 
Nairobi, Kenya  
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periods, become widely distributed geographically, accumulate in the fatty tissue of humans and 
wildlife, and have adverse effects to human health or to the environment. Parties are required to take 
measures to eliminate or reduce the release of POPs into the environment. 
 
Pre-dating the Stockholm Convention by nine years, Chapter 19 of Agenda 21 speaks of the need to 
phase out substances that are persistent, bioaccumulative and toxic (PBTs) under Programme D on 
risk reduction. SAICM is more specific, with the OPS calling for the ratification and implementation 
of the Stockholm Convention.   
 
Key elements: 
• Transposition and implementation of the Stockholm Convention 

3.2.8 Heavy Metals 

Paragraph 23 (g) calls for a reduction of the risk posed by heavy metals that are harmful to human 
health and the environment, including through a review of relevant studies, such as the UNEP global 
assessment of mercury and its compounds. Agenda 21 is silent on the issue of heavy metals, but 
speaks of chemicals of global concern.  
 
In providing further guidance, SAICM GPA singles out mercury as a chemical of global concern, and 
asks governments to “promote reduction of the risks posed to human health and the environment” by 
mercury, as well as lead and cadmium (the latter two are not identified as chemicals of global 
concern) (GPA, Activity 57). With regards to specific actions, Activity 58 recommends consideration 
of the need for further action on mercury, including the possibility of a legally binding instrument 
(based on UNEP Governing Council decision 23/9).  
 
In follow up to discussions under SAICM and at successive meetings of UNEP’s Governing Council, 
action on mercury has been taken at the international level, with an International Negotiating 
Committee to Prepare a Global Legally-binding Instrument on Mercury having held its fourth session 
(INC4) on 27 June to 2 July 2012. INC4 was the fourth of five meetings that are scheduled to convene 
prior to the 27th session of the UN Environment Programme’s Governing Council/Global Ministerial 
Environment Forum (UNEP GC/GMEF) in February 2013, where the negotiations are expected to 
conclude in time for adoption of the treaty at a Diplomatic Conference to be held in Minamata, Japan, 
in October 2013.  
 
In addition, Activity 59 calls for immediate action to reduce the risk to human health and the 
environment posed on a global scale by mercury in products and production processes. This suggests 
that domestic actions to reduce the risks from mercury are also part of the WSSD 2020 Goal.   
 
Finally, SAICM Activities are useful in identifying possible actions on other heavy metals, including 
eliminating lead in gasoline (49), reviewing data on lead and cadmium (60) and researching 
alternatives to lead (157).  
 
Key elements: 

• Contribution to Mercury INC 
• Domestic actions to reduce the risks from mercury  
• Actions on other heavy metals, in particular lead and cadmium 
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 Prevention of Illegal Traffic in Hazardous Chemicals, Products and 3.3

Wastes 

Preventing illegal traffic in hazardous chemicals and products is identified as part of the WSSD 2020 
Goal under Paragraph 23 (e), together with illegal traffic in hazardous wastes. These are addressed 
separately under Agenda 21 and are treated as two separated issues here. However, many of the same 
mechanisms will serve to implement both objectives.   

3.3.1 Prevention of Illegal Traffic in Hazardous Chemicals and Products 

As mentioned above, Paragraph 23 specifically calls on government to address illegal traffic in 
hazardous chemicals and products. Programme F of Chapter 19 focusses specifically on the 
prevention of illegal traffic in toxic and dangerous products, stressing that there is international 
concern that illegal international traffic in “toxic and dangerous” products31 is detrimental to public 
health and the environment in receiving countries. Chapter 19 calls for: legislation to prevent the 
illegal import and export of toxic and dangerous products; enforcement programmes to monitor 
compliance, and detect and deter violations through appropriate penalties; and national alert systems 
to detect illegal traffic.  
 
These aspects are also identified under SAICM’s GPA, with Activity 204 focused on legal 
mechanisms, as well as the capacities of the customs administrations and other authorities. Activity 
263 identifies custom risk profiles and material safety sheets as useful official means of regulating 
trade flows, while Activity 266 stresses the importance of coordination and cooperation amongst 
stakeholders. Activity 239 focusses specifically on controlling the transboundary movement of dirty 
technologies.  
 
Key elements: 

• Legislation and enforcement 
• Coordination and cooperation amongst stakeholders 
• Capacities of customs administrations and use of materials safety data sheets 

3.3.2 Prevention of Illegal Traffic in Hazardous Waste and the Basel 
Convention 

As mentioned in the introduction to section 3.3, Paragraph 23 (e) specifically calls for the prevention 
of illegal trafficking in hazardous wastes, with specific reference to obligations under the Basel 
Convention on the Control of Transboundary Movement of Hazardous Wastes and their Disposal32 
(Basel Convention). The Basel Convention was the earliest of the three international chemicals 
conventions to be developed, negotiated in the late 1980s and entering into force in 1992. The 
Convention aims to reduce hazardous waste generation and promote the environmentally sound 
management of hazardous wastes; restrict transboundary movement in hazardous wastes, except when 
in accordance with the principles of environmentally sound management; and apply a regulatory 
system based on PIC to determining when transboundary movements are permissible. Chapter 20 of 

                                                      
 
 
31 Agenda 21 defines toxic and dangerous products as “those that are banned, severely restricted, withdrawn or not 
approved for use or sale by Governments in order to protect public health and the environment.” (Agenda 21, Chapter 19, 
para 19.66). 
32 UNEP, 2011, Basel Convention on the transboundary movement of hazardous wastes and their disposal and Basel 
Protocol on liability and compensation for damages resulting from transboundary hazardous wastes and their disposal, 
Text and Annexes, UNEP, Geneva  
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Agenda 21 covers the prevention of illegal traffic in hazardous wastes, and calls for ratification and 
implementation of the Basel Convention, with specific reference to the notification procedure. 
Regarding domestic actions to prevent illegal traffic, Chapter 20 asks governments to adopt 
legislation, develop enforcement programmes with appropriate penalties and develop an alert system 
for responding to the identification of illegal traffic.  

 
A ban on hazardous waste exports (destined for both final disposal and recycling) was adopted in 
1995 as an amendment to the Basel Convention. While the ban is yet to enter into force, its de facto 
implementation represents a concrete effort to minimize the risk of environmental or human health 
harm from hazardous wastes in importing countries, and therefore as a step toward achieving the 2020 
goal.  
 
In terms of appropriate guidance from SAICM Activities, Activity 273 calls for the promotion of 
efforts to prevent illegal traffic in wastes, while Activity 71 specifically calls for implementation of 
the Basel Convention. Activity 261 focuses on training customs officials to detect illegal 
transboundary movements of wastes. 
 
Key elements: 

• Implementation of the Basel Convention 
• Training for customs officials  
• Domestic actions including legislation, enforcement and alert systems 

 Governance 3.4

3.4.1 Right-to-Know and Stakeholder Participation 

The “right-to-know” is touched on in Paragraph 23, under (d) which speaks of raising awareness and 
under (f) which mentions pollution release and transfer mechanisms (PRTRs). The emphasis in 
Agenda 21 is greater. In its preamble, Chapter 19 identifies the “broadest possible awareness of 
chemical risks” as a prerequisite for achieving “chemical safety,” stressing that “the principle of the 
right of the community and of workers to know risks should be recognized.” At the same time, the 
right to know is to be balanced against industry’s right to protect confidential business information.  
 
Key aspects of the right to know include the target audiences and the role of industry. In terms of 
audience, two main target groups can be identified: the community (or civil society) and workers. It is 
worth distinguishing between these audiences as the relevant tools for facilitating their right-to-know 
differ. For workers, key tools include the GHS labelling system and Safety Data Sheets, considered 
under discussions on the GHS (3.1.3) and OHS (3.2.5).   
 
Regarding the community, Chapter 19 asks governments to “consider adoption of community right-to-
know or other public information-dissemination programmes” as possible risk reduction tools. 
SAICM’s GPA suggests that “for all chemicals in commerce, appropriate information detailing their 
inherent hazards should be made available to the public at no charge and generated where needed 
with essential health, safety and environmental information made available”. Activity 111 suggests 
that other information should be available “according to a balance between the public’s right to know 
and the need to protect valid confidential business information and legitimate proprietary interests”. 
Activity 175 suggests that governments could “promote a political consensus in favour of public 
access to national environmental information”. Tools for implementing the community right-to-know 
through information availability and awareness-raising were discussed under sub-section 3.1.2.  
 
As well as government, the WSSD process included representatives from business and industry, 
children and youth, farmers, indigenous people, local authorities, non-governmental organizations, 
scientific and technological communities, women and workers and trade unions, representing the 
Major Groups identified in Agenda 21. As such, although the WSSD 2020 Goal does not explicitly 
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mention stakeholders, it is in the spirit of the WSSD 2020 Goal that stakeholders contribute to 
decision making on chemicals.  
 
In clarifying the role of industry, Programme D on risk reduction of Chapter 19 encourages industry 
to “adopt, on a voluntary basis, community right-to-know programmes based on international 
guidelines, including sharing of information on causes of accidental and potential releases and 
means of preventing them, and reporting on annual routine emissions of toxic chemicals to the 
environment in the absence of host country requirements.” In turn and with regards to hazardous 
wastes, Chapter 19 encourage industries to be transparent and provide information to communities 
that might be affected by the generation, management and disposal of hazardous wastes. 

Key elements: 
• “Right to know” enshrined in legislation  
• Stakeholder participation in decision making on chemicals  
• Role of industry in implementing “right to know” 

3.4.2 Partnerships  

Paragraph 23 (d) encourages partnerships to promote activities aimed at enhancing the 
environmentally sound management of chemicals and hazardous wastes, without identifying specific 
actors. Chapter 19 Agenda 21 is more explicit in identifying numerous roles for industry in providing 
data for risk assessment, adopting community right to know programmes, implementing initiatives of 
responsible care, product stewardship and adopting a code of principles. Furthermore, industry is 
called upon to apply operational standards not lower than those in the country of origin, and to phase 
out and dispose of any banned chemicals in an environmentally sound manner. Chapter 20 calls on 
industry to establish environment management systems and participate actively in the promotion of 
cleaner production.  
 
SAICM also calls for effective partnerships between the private sector and civil society. A number of 
GPA Activities describe specific roles for the private sector (98, 189-192). 
 
As discussed above, multiple stakeholders were included in the WSSD process in a spirit of 
transparency and shared responsibility. Initiatives resulting from partnerships between different actors 
and voluntary initiatives by the chemicals sector and other sectors using chemicals represent an 
important aspect of delivering on the WSSD 2020 Goal.    
 
Key elements: 

• Partnerships in delivering sound chemicals management  
• Voluntary initiatives by industry 

3.4.3 Precautionary Approach  

Paragraph 23 refers directly to Principle 15 of the Rio Declaration, calling for the precautionary 
approach to be taken into account when implementing the WSSD 2020 Goal. The precautionary 
approach as set out in Principle at of the Rio Declaration is presented in box 2 below.  
 
Box 2: Principle 15 of the Rio Declaration 

Principle 15  
In order to protect the environment, the precautionary approach shall be widely applied by States according to 
their capabilities. Where there are threats of serious or irreversible damage, lack of full scientific certainty shall 
not be used as a reason for postponing cost-effective measures to prevent environmental degradation.  
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The WSSD 2020 Goal refers to the need to minimize “significant” adverse effects of chemicals on the 
environment and on human health, suggesting the need to go beyond the Rio Declaration formulation 
of precaution, which calls for the application of the precautionary approach in the face of potential 
“serious or irreversible” environmental damage and makes no reference to human health. 
 
Key elements: 
Application of the precautionary approach to the sound management of chemicals 

3.4.4 International Governance 

International governance will play a key role in delivering on the WSSD 2020 Goal and the EU is one 
of the key global actors participating in the further development and implementation of international 
frameworks for chemicals management. Paragraph 23 specifically makes reference to a strategic 
approach to international chemicals management, later formalised as SAICM. As such we consider 
efforts in the international arena to further sound chemicals management as critical to delivering on 
the WSSD 2020 Goal. In addition, efforts to promote synergies between the Rotterdam, Basel and 
Stockholm Conventions and the Montreal Protocol also play a role.   
 

Key element: 
• Actions to further SAICM  
• Actions to promote synergies 

 Technical and Financial Assistance to Strengthen National Capacities 3.5

for Chemicals Management 

Paragraph 23 calls on governments to “support developing countries in strengthening their capacity 
for the sound management of chemicals and hazardous wastes by providing technical and financial 
assistance”. UN Department for Economic and Social Affairs’ (UN DESA) 2010 report on “Trend in 
Sustainable Development” notes that “to achieve the WSSD 2020 Goal on sound management of 
chemicals, it is essential to bridge the widening gap in capacities between developed countries and 
developing countries and countries with economies in transition”.33  
 
Agenda 21 identifies the need for technical cooperation with countries short of expertise and in 
strengthening their institutional and regulatory capacities. In particular, Chapter 19 calls for 
cooperation with developing countries in strengthening their institutional and regulatory capacities to 
prevent illegal import and export of toxic and dangerous products.  
 
SAICM places the greatest emphasis on technical assistance, with the Dubai Declaration calling for 
concerted action regarding a lack of capacity for managing chemicals in developing countries and 
countries with economies in transition and the OPS identifying capacity building and technical 
assistance as essential elements of SAICM. A number of SAICM activities serve to identify possible 
areas of assistance, including preventing illegal traffic in toxic and dangerous goods (Activity 264), 
implementing the GHS (Activity 250), promoting cleaner production (Activity 241), and establishing 
demonstration projects on waste minimization and efficient resource management (262). 
 
This study takes as its focus progress on the ground towards the WSSD 2020 Goal and as such look 
primarily at policies and measures to promote sound chemicals management and their impact 
domestically. However, we also acknowledge that technical assistance is a key aspect of sound 
                                                      
 
 
33 UN DESA, 2010 “Trends in sustainable development: Chemicals, mining, transport and waste management” UN, New 
York, USA 
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chemicals management, and therefore include technical and financial assistance on sound chemicals 
management as a key element of the WSSD 2020 Goal.  
 
Key elements: 
• Technical and financial assistance to developing countries and countries with economies in 

transition on sound chemicals management  
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4. Methodology for Measuring Progress 

 

 Previous Indicator Sets on Sound Chemicals Management 4.2

In developing a set of 20 indicators, we have drawn on existing studies and analysis using indicators 
to measure progress in implementing chemicals policies. For example, a set of draft indicators for 
reporting by stakeholders on progress in the implementation of SAICM34 was developed under the 
guidance of an International Project Steering Committee. As the main international policy instrument 
for implementing the JPOI objective, these indicators should be relevant for the task at hand. These 20 
indicators show data to be collected nationally and monitored at the regional and global levels and are 
organised according to the categories:  
 

• Risk reduction; 
• Knowledge and information; 
• Governance; 
• Capacity-building and technical cooperation; and  
• Illegal international traffic.  

 
In a 2008 report entitled “Baseline estimates report for selected draft indicators proposed for 
voluntary reporting to the ICCM on SAICM”35, Resources for the Future presented available baseline 
data for the time period 2002-2007 against these draft indicators to provide an estimated overview of 
the state of chemicals management in countries that are Parties to SAICM. They found a lack of 
quantifiable comparable data on chemicals management and encountered difficulties in establishing a 
baseline year. While the availability of quality data for the EU region can be expected to be 
considerably higher than average, as mentioned in the technical specifications, the applicability of 
these indicators to the industrialised countries of the EU is questionable.  
 
Since then, the SAICM Secretariat has used these indicators to prepare a baseline estimates report for 
the period 2006-200836 and a report on progress in implementation from 2009 to 2010.37 In addition, a 
simple electronic reporting tool was developed for the period 2009 to 2010 and the results of this data 
analysis can be downloaded from the SAICM website, in the form of aggregated data for each group 
of stakeholders.38  
 
In developing our own set of indicators, we have used the same categories and drawn out those 
indicators that may prove useful to assessing EU progress, refining them according to the SMART 
objectives to make them more precise and targeted.  
 

                                                      
 
 
34 Indicators for reporting by stakeholder on progress in implementation of the Strategic Approach, available at: 
http://www.saicm.org/documents/Reporting/reporting1.htm  
35 Resources for the Future 2008 “Baseline estimates report for selected draft indicators proposed for voluntary reporting 
to the ICCM on SAICM” available at: 
http://www.saicm.org/documents/Reporting/5th%20draft/RFI%20SAICM%20BASELINE%20ESTIMATES%20REPORT.pdf  
36 ICCM3 Meeting document: SAICM/ICCM.3/INF/36 
37 ICCM3 Meeting document: SAICM/ICCM.3/INF/30 
38 ICCM3 Meeting Document: SAICM/ICCM3.4 

http://www.saicm.org/documents/Reporting/reporting1.htm
http://www.saicm.org/documents/Reporting/5th%20draft/RFI%20SAICM%20BASELINE%20ESTIMATES%20REPORT.pdf
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A more targeted study from 2010 specifically identifies indicators for evaluating the implementation 
of the GHS39. The paper proposes a set of simple management indicators and a numerical scoring 
system that can be used to chart progress towards GHS implementation, providing a quick overview 
of the situation in a particular country, or in the case of the EU, region. When establishing indicators 
against which to measure progress on objective (c) of the JPOI, Milieu proposes to draw on this study.   
 
As indicated in the specifications, the REACH Baseline Study generated by EUROSTAT provides a 
useful example of how wider policy objectives can be monitored using indicators. It provides a set of 
indicators for monitoring whether REACH contributed to an increase in our knowledge about the 
properties of substances and their safe uses. Recognising that 1) direct measurement of the real risk of 
chemical to human health and the environment is not feasible 2) REACH has multiple objectives and 
will trigger multiple effects and 3) risk reduction will be trigger by REACH as well as other 
legislation and systems, the proposed system of indicators relies on available data for a limited 
number of substance, uses different types of indicators and refers to changes that can reliably be 
associated with REACH. The REACH Baseline Study is useful in informing the current study, but the 
focus is inevitably narrower than the WSSD 2020 Goal and as such address environmental impacts 
more directly. In contrast, this indicator set adopts a tiered approach and starts with output and 
outcome indicators, before seeking to measure actual impacts on human health and the environment.   
 
In terms of studies that might inform the development of indicators that serve to measure EU progress 
towards the wider goal of minimising the adverse effects of chemicals on human health and the 
environment, a number of departure points are available.  For example, in a 2011 study, Kubota et al 
developed a set of evaluation indicators for assessing the efforts of corporations to meeting the WSSD 
goals40. The indicators focussed on specific competences and actions under four elements of risk 
assessment, namely hazard assessment, exposure assessment, risk assessment and risk management. 
While the study focuses on a much lower level and a different actor, private as opposed to state, their 
methodological approach can inform the development of our set of indicators under this study, in 
particular for the analysis of progress at the domestic level.  
 
In a 2005 article, Bunke and Oldenburg review which types of indicators have been established to 
describe the impact of chemicals on society and the environment. These include indicators for specific 
groups of chemicals, for complex sets of chemicals and for the use of hazardous chemicals in 
enterprises41.  

 Scope of Chemicals Covered 4.1

In conducting this study it is necessary to establish boundaries around the chemical substances to be 
included in the project scope. We propose three criteria, namely:  
 

1. Industrially produced chemicals, including biocides and pesticides (plant protection 
products); 

2. Chemicals exhibiting the properties PBT, very persistent and very bioaccumulative (vPvB), 
carcinogenic, mutagenic and reprotoxic substances (CMR), adversely affecting the endocrine, 
immune, or nervous systems, POPs; and 

                                                      
 
 
39 Petersen PJ, bin Mokhtar M, Chang C and Krueger J, 2010 “Indicators as a tool for the evaluation of effective national 
implementation of the Globally Harmonized System of Classification and Labelling of Chemicals” Journal of Environmental 
Management 91, 1202-1208  
40 Kubota K, Kamizono A, Miyachi S, Yuki M and Masuda M, 2011 “Development and verification of new evaluation 
indicators for chemical management in corporations to meet WSSD goals” Journal of Cleaner Production 19, 1134-1140 
41 Bunke D and Oldenburg C, 2005 “Indicators for Chemicals: Sources, impacts and policy performance” Environmental 
Science and Pollution Research 212(5) 310-314 
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3. Heavy metals (although those heavy metals considered most significant polluters will be 
captured under criterion 2, some heavy metals may not be).  

 
Here, we briefly discuss the relevance and range of each criterion in reference to the WSSD 2020 
Chemicals Goal turn below.  
 
In terms of criterion 1, this is justified since the WSSD Chemical Goal focusses on the sound 
management of chemicals along the life cycle, starting at production. We interpret this to include 
organic and inorganic chemicals that are manufactured on an industrial scale and marketed either as 
commodity chemicals (including agrochemicals), as ingredients for plant protection products and/or 
biocides and fine chemicals. In the latter category, we include chemicals incorporated into products 
(i.e. adhesives, sealants, coatings, nanomaterials, industrial cleaning chemicals, industrial gases and 
catalysts).  
 
In narrowing our focus for a feasible study that it relevant to the WSSD Chemical Goal, we will focus 
on those manufactured chemicals that have a known or suspected impact on the environment, on 
human health via the environment or on occupational health and safety. With regards to medicinal 
products and veterinary products, we will briefly review authorisation processes with regards to the 
consideration of environmental impacts, as well as considering their role as emerging pollutants. We 
consider the human health impacts of medicinal and veterinary products to be outside the scope of the 
WSSD Goal and rather falling under the remit of the UN Office on Drugs and Crime. 
 
Criterion 2 will expand on this scope to include a number of significant pollutants that are produced 
unintentionally and exhibit the abovementioned chemical properties. Criterion 2 can be justified with 
reference to the WSSD Goal and surrounding internationally-agreed texts that also refer to the 
properties of chemical substances as a basis for control measures. For example, dioxin and furans are 
POPs that are unintentional by-products of industrial processes and are priority substances under the 
Stockholm (POPs) Convention. Hence we will also include unintentionally produced pollutants where 
they exhibit the properties identified in the project specifications.  
 
Criterion 3 specifically refers to heavy metals as a group of chemical substances to include within the 
study’s scope. Heavy metals are explicitly mentioned in the Johannesburg Plan of Implementation, so 
justifying the inclusion of this specific criterion, despite overlap with criteria 2. However, there is no 
internationally agreed definition of heavy metals (that the consultant it aware of) and the term can be 
interpreted to include substances that may not meet criteria 2. This will receive further attention under 
the analysis of EU activities on heavy metals (indicator 13) with the aim of establishing a chemical 
grouping that it useful and relevant to the purpose of this study.   
 
We will consider substances to be included in the scope of this project if they meet any one of these 
three criteria. For example, we will therefore NOT cover greenhouse gases (GHG) on the basis of 
their function in absorbing and emitting radiation, where the specific substances do not exhibit any of 
the properties identified under criterion 2. GHG are not specifically mentioned in the Johannesburg 
Plan of Implementation and are the specific focus of other international agreements, namely the UN 
Framework Convention on Climate Change. This will include both industrial and transport emissions 
of greenhouse gases. However, where a specific greenhouse gases exhibits criterion 2 properties we 
will include this substance in the project scope.  

 Baseline Year for Analysis 4.2

In undertaking our assessment of EU progress towards the WSSD 2020 Goal will use 2002 as a 
baseline, based on two arguments. Firstly, 2002 represents the year of agreement on the WSSD 2020 
Goal, from which actions could possibly be initiated, while recognising that since the goal draws 
heavily on Agenda 21 from 1992, relevant actions do precede this baseline. Secondly, the availability 
of data to support a robust analysis is higher from 2002, than from 1992 for example. This narrows 
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our focus specifically to assessing progress made over the ten years from 2002 to 2012. The baseline 
provides a reference point against which progress can be measured and evaluated using the set of 
indicators to be developed under task 2.  
 
In measuring progress, it will be important to take an approach that is both systematic and flexible, to 
allow for the inclusion of a wide range of actions and outcomes. As mentioned in the project 
specifications, the aim is to measure results rather than process, and as such we will look not just at 
policies that have been enacted, but also at evidence of positive change on the ground in terms of 
reductions in the impacts of chemicals on human health and the environment.  

 Indicators 4.3

An indicator can be defined as a quantitative or qualitative factor or variable against which we can 
measure changes associated with particular policies. They allow us to perceive difference, 
improvements or developments relating to a desired change, and over a specific time period when set 
against a baseline. As such, they must be practical and realistic, in this case relying on existing data 
sets to feed into the assessment. Key components of indicators include the following:  
 

1. What is going to be measured 
2. Unit of measurement to describe the change 
3. Status at the baseline year 
4. Size, magnitude or dimension of the intended change 
5. Quality or standard of the change to be achieved 
6. Target populations 
7. Timeframe42 

 
The technical specifications emphasise that the contractor should identify between 10 and 20 
indicators that will enable the Commission to conduct an accurate assessment of progress and 
effectiveness and deliver a basis for a good evaluation. The indicators should be results-based rather 
than process-based, i.e. they should not just count pieces of legislation that have been enacted but 
answer questions about how successful these policies have been in pushing through change on the 
ground.  
 
However, due to some of the uncertainties surrounding the impacts of chemicals on human health and 
the environment and the difficulty in establishing cause and effect, not all policies will deliver a 
measurable reduction in the impacts on human health and the environment. Some may for example 
increase the availability of information on chemicals or provide tools for the more effective 
downstream management of chemical risk (i.e. Safety Data Sheets).  
 
As such, a range of different types of indicators are required to capture progress in developing the 
tools and methodologies for chemical safety, as contributors to the wider goal of minimising impacts 
on human health and the environment. This may include indicators of three possible types:  
 

• Output indicators, which assess progress against specific operational activities, i.e. policy 
development;  

• Outcome indicators, which assess progress against specified outcomes, i.e. are policies 
working; and 

• Impact indicators, which provide a broad picture of whether the desired change is actually 
occurring on the ground (impact indicators and situational indicators are essentially the same, 
although the former may be more specific and the latter may be more generic)43.  

                                                      
 
 
42 Church C and Rogers MM 2006, “Indicators” in Designing for Results, SFCG, Washington, USA  
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In addressing these challenges and in aiming to capture the wide ranges of outputs, outcomes, and 
impacts, we have developed a package of questions under each indicator. These questions are 
organised according to three tiers.  
 

• Tier 1: output questions, i.e. are relevant policies, laws, infrastructures, programmes and/or 
measures in place? 

• Tier 2: outcome questions, i.e. are the policy activities delivering on their main objectives?   
• Tier 3: impact questions, i.e. can we measure actual change on the ground in terms of reduced 

impacts on human health and the environment? 
 
In developing the indicator set, it is our objective that it be useful to countries beyond the EU, in 
particular other industrialised countries, which are also engaged in delivering on the WSSD 2020 
Goal. Tier 1 questions will be particularly flexible in their application across countries. Tier 2 
questions are focussed on the particular mechanisms used to deliver results in the EU and hence may 
need tailoring to suit other countries. Tier 3 questions focus on impacts and in general, should be 
relevant to other industrialised countries, depending on data availability.   
 
As mentioned in the specifications, the indicators should be SMART, i.e. Specific, Measurable, 
Achievable, Relevant and Timed. In ensuring that indicators are SMART, we will apply the set of 
questions presented in table 2 below to each indicator.  
 
Table 2: Questions for ensuring indicators are SMART  

Specific:   
 

Is it clear exactly what is being measured?  
Has the appropriate level of disaggregation been specified? 
Where is the change happening? At what level (National, EU, global)  

Measurable:  
 

Are changes objectively verifiable?  
What unit of measurement will be used? 
Is it qualitative or quantitative? 
Is it a reliable and clear measure of results?  
Is it sensitive to changes in policies and programmes? 

Achievable:  
 

Are data sources known?  
Are data actually publically available at reasonable cost and effort?  
How reliable, complete and coherent (i.e. same units) is the data?  

Relevant:  
 

Will the indicator effectively demonstrate whether the desired change has taken place? 
Is it relevant to the intended outputs and outcome?  
Is the association of the indicator and measured change with the policy sphere credible? 

Timed:  
 

Is data available for this indicator for today? 
Is data available for the baseline year?  

 
In assessing EU progress against the set of indicators we expect to draw on a variety of data sources, 
many of which will not be harmonised. The methodologies used to generate data are likely to not 
always be transparently presented or well-established. Key elements of data reliability include:  
 

• The relevance of the data in providing information on the state of the indicator, including the 
methodology and data breakdown;  

• The overall accuracy of the data set, including data comparability, reliability, validation; 

                                                                                                                                                                     
 
 
43 UNDP, 2002, Signposts of Development: Results Based Management in UNDP: Selecting Indicators, available at: 
www.undp.org/.../rbm/Indicators-Paperl.doc  

http://www.undp.org/.../rbm/Indicators-Paperl.doc
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• The time representation of the dataset, i.e. whether it covers completely the period from the 
baseline to the present, and whether the method for data gathering is consistent over this 
period; and  

• The spatial representation, i.e. the geographical coverage of the EU27 and consistency in 
methods across space.44  

 
As such, the quality of the data fed into assessing each indicator is expected to vary, and so will their 
reliability. In addressing this variability we will be up front in reviewing the quality of the data upon 
which we rely against the SMART criteria and considering how this affects the robustness of the 
analysis under each indicator. 
 
In moving down the three tiers of questions, the application of the SMART criteria generally becomes 
trickier. Asking whether there is legislation on a particular issue is specific, with a measurable, 
geographically comprehensive and time-bound answer easily drawn from the EU aquis. Moving on to 
answer tier 2 questions about the outcomes of legislation is generally achievable using 
implementation reports and quantitative and qualitative data available through EUROSTAT or other 
EU agencies, although the data is not always comprehensive in geographical and temporal scale. 
Measuring actual impacts on the ground using tier 3 questions starts to become shaky, since 
comparable data is generally available neither for the EU27, nor for the time period 2002-2012. As 
such, the analysis at this level become more qualitative in nature, including snapshot data to fill in the 
gaps in more comprehensive quantitative data. Tier 3 questions are therefore less likely to be 
SMART, but are considered nevertheless to contribute to the analysis.    
 
Finally, and regarding the applicability of the indicator set to other countries or regions, whether or 
not the indicators are SMART will depend upon the availability of information in that country or 
region and will have to be assessed on a case by case basis as part of the analysis. As such, our 
discussion of the compliance with each indicator with the SMART criteria is included as part of the 
analysis under section 7 of this report.  

 EU Specific Challenges in Measuring Progress 4.4

In seeking to measure EU progress towards meeting the WSSD 2020 Goal through a robust analysis 
we encounter some methodological challenges related to political changes in composition of the EU 
from 2002 to 2012, namely enlargement, and difficulties in attributing impacts on the ground to EU 
policies in a context where Member States may have taken more stringent actions.  
 
In 2002, the EU had 15 Member States whereas in 2012 it had 27 Member States. Cyprus, the Czech 
Republic, Estonia, Hungary, Latvia, Lithuania, Malta, Poland, Slovakia and Slovenia joined the 
European Union in 2004, while Bulgaria and Romania joined the EU in 2007. This means that 
implementation reports for EU legislation produced by the Commission will not cover the current 
EU27 until post 2007, and even then historical data reporting requirements may not apply to the new 
Member States leading to gaps. Where data is available for the EU27, it should be considered that the 
more recent Member States have only started implementing the EU aquis more recently, in the build-
up to accession, and as such impacts on the ground are likely to be significantly lower than in the 
EU15, so distorting the overall picture.  
 
On the other hand, some Member States have chosen to implement stricter controls in particular areas 
of sound chemicals management, and the impact of these more stringent policies on overall EU27 
performance has not been accounted for in the analysis. Attempting to tease out the impacts of stricter 
                                                      
 
 
44 See: European Commission, 2003 “A selection of environmental pressure indicators for the EU and acceding countries” 
Eurostat, Luxembourg  
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controls at Member State level would involve a detailed analysis demanding high quality data, and is 
beyond the scope of the current study. In addition, when looking at data on transboundary pollutants, 
such as mercury, data on environmental concentrations in the EU will also be influenced by actions 
beyond the EU.   
 
Despite these challenges, measuring actual outputs is crucial for measuring progress against the goal. 
At the very least, having a picture of where we are today is essential for benchmarking against future 
actions up to 2020.  

 Uncertainties  4.5

In seeking to review trends in risks to human health and the environment resulting from chemical 
exposure under tier 3 questions, we will face a basic problem of uncertainty. Knowledge on the causal 
relationship between produced and imported chemicals and their impact on human health and the 
environment is limited. The complexity of the behaviour of even a single chemical in the environment 
and the high number and variety of possible ecosystems and species that can be exposed make it very 
challenging to have a clear picture of risk, even when hazard is known. These uncertainties imply that 
we do not have a full understanding of the impacts of chemicals on human health and the environment 
either today, or at a baseline year. This limits the robustness of any assessment of progress to date of 
how far these impacts have been minimized. In addressing this limitation, we will be up front about 
the robustness of the analyses conducted under questions exploring actual change on the ground.  
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5. Indicators for Measuring Progress toward the WSSD 2020 Goal 

In this section we propose a set of 20 indicators with which to measure progress toward the WSSD 
2020 Goal in 2012. Each indicator is discussed in turn, with a brief reference to its rooting in the 
interpretation of the goal, followed by a description of the three tiers of questions. A logic map is 
presented for each indicator presenting its origin in the three key texts, the JPOI, Agenda 21 and 
SAICM. The logic map is colour-coded according to the groupings of indicators under knowledge, 
information availability and awareness raising, risk reduction, governance, illegal traffic in hazardous 
chemicals, products and wastes and technical assistance. This is intended to facilitate reference back 
to the texts drawn from the three key international agreements, JPIO, Agenda 21 and SAICM, as 
presented in table 1, which is also coloured.  
 
It is our ambition that this set of indicators will serve globally to inform an analysis of progress 
toward the WSSD Goal for other individual countries or regions. The authors considered it likely that 
the EU is the region in the world with the highest quantity and quality of data on sound chemicals 
management. Although many countries, in particular developing countries, would encounter severe 
data limitations for tier 3 questions on measureable impacts under individual indicators, tier 1 and 2 
questions addressing outputs and outcomes should serve for the majority of countries.   
 
In developing the indicators and bearing in the mind the need to make them SMART, we briefly 
reviewed the completeness of available data for the EU. A summary of relevant source is provided in 
the blue box at the end of the discussion on each indicator. For some of the questions under specific 
indicators data is not available and the questions cannot be considered SMART. As discussed under 
the methodology, this applies in particular to tier 3 questions that explore change on the ground and 
rely largely on environmental and biological monitoring data, or data on illegal trade or impacts on 
human health. However, we have kept these questions in the set of indicators, in the hope that data 
availability will continue to improve and that these questions may serve in future years up to and 
beyond 2020. Where data are not comprehensive, the analysis serves to identify gaps for future 
research or monitoring needs. In addition, where we present only limited data sets, or qualitative 
pictures, these results provide a useful basis against which to compare future data. 
 
An overview of the 20 indicators, together with the three tiers of questions to be employed in the 
analysis and a summary of data sources is provided in table 3. 

 Indicators of Knowledge, Information and Infrastructure 5.1

5.1.1 Indicator 1: Risk Assessment 

 
 
Indicator 1 measures progress against the WSSD objectives on science-based risk assessment, as 
described under section 3. The investigation under the first tier concerns the existence and design of a 
chemical risk assessment programme. Key questions concern whether the system for chemical risk 

JPOI 
Science-based risk 

assessment 

Agenda 21 
Risk assessment of 

chemicals prioritised by 
hazard-criteria 

SAICM 
Objective scientific data 

for chemical risk 
assessment 

1 
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assessment departs from hazard assessment and then assesses exposure to provide a picture of risk, 
and the use of hazard-based criteria for prioritising chemicals of global concern. In addition, the 
WSSD 2020 Goal calls for advancement of methodologies for risk assessment and this will be 
explored. Other elements include a key role for industry in providing data. Public access to 
information is considered under indicator 2. Finally, we will also review the system for the risk 
assessment of pesticides (and biocides) on the basis of intrinsic hazard and local exposure, and 
progress made over the period 2002 to 2012.  
 
Second tier questions seek to measure the contribution that progress on assessing the risk of chemical 
substances has made to international knowledge on chemicals from 2002 to 2012, including 
quantitative questions regarding the number of chemicals for which risk assessment have been 
conducted, as well as questions regarding the quality of the resulting data and its public availability. 
We will also ask whether progress has been made in the development and promotion of new methods 
for assessing toxicity and exposure, including alternatives to animal testing.  
 
Finally, third tier questions consider the impact of the information generated under risk assessments. 
We will consider how the information is being used in managing risks to human health and the 
environment. We will also ask whether the data generated under EU chemical risk assessment 
procedures is adequate for substance classification purposes. An analysis of the impacts of risk 
assessment in terms of chemical substitution and phase out will be undertaken under indicators 6 on 
substitution and phase out.  
 
Brief review of sources relevant to the EU  
Tier 1: EU aquis, European Chemical Agency (ECHA) and European Food Safety Authority (EFSA) websites, 
European Commission website, NGO reports, REACH Review reports 
Tier 2: ECHA website, Classification and Labelling Inventory, REACH Baseline Report, PWC report on ECHA 
Tier 3: Scientific articles, REACH Review reports 
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5.1.2 Indicator 2: Information Availability, Awareness-Raising and Training 

 
 
Indicator 2 measures progress from 2002 to 2012 in making information on chemicals available, in 
particular through establishing information availability tools. We will review the establishment of a 
Pollution Release and Transfer Register for tracking emissions from industrial facilities. In addition, 
we will review the legal mechanisms and resulting tools designed to allow for the public availability 
of data from risk assessments. In doing so we will consider the advances made in terms of increased 
availability of information since 2002. In response to objectives under Chapter 20 of Agenda 21, we 
will also review the availability data on hazardous waste types, sites and associated risks and how this 
has evolved from 2002 to 2012.   
 
We will also undertake a summary review of awareness-raising activities on chemicals for 
communities and consumers organised at EU level, as well as training and education programmes on 
aspects of sound chemicals management, including time tracking against the time period 2002 to 
2012. 
 
In reviewing the impact of legal requirements and implementing tools on information availability 
under tier 2 questions, we will ask questions under Tier 2 regarding whether tools are working. We 
also propose to provide a picture of the evolution of public use of the relevant PRTR system since its 
establishment.  
 
Tier 3 questions aim to explore the possible impacts of increased awareness of chemical risk, in terms 
of changing trends in consumer choice and public demand for information using available channels. 
In addition, we will review available data on consumer trends in clean products, i.e. non-chemical 
products and products involving non-chemical alternatives, such as organic foods.  
 
Brief review of sources relevant to the EU  
Tier 1: E-PRTR, REACH database, Classification and & Labelling Inventory, European Chemical Substance 
Information System (ESIS), Rapid Alert System for Non-Food Products Posing a Serious Risk (RAPEX), NGO 
publications, ECHA data 
Tier 2: European Environment Agency (EEA) report 
Tier 3: Eurobarometer, ECHA data, World of Organic Agricultural – statistics and trends 

  

JPOI 
Coherent and integrated 
info on chemicals, PRTRs 

Agenda 21 
Industry to make 

information available on 
emissions, unexpected 

releases and prevention  

SAICM 
Public access to 

information on chemicals 
throughout their life cycle 
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5.1.3 Indicator 3: GHS 

 
 
Indicator 3 responds to the call under Paragraph 23 of the JPOI for implementation of the GHS by 
2008. In reviewing progress, tier 1 questions investigate the establishment of and EU system 
equivalent to the GHS, namely Regulation No. 1272/2008 on Classification, Labelling and Packaging 
of Substances and Mixtures (CLP Regulation)45. In addition, we review the existence of surrounding 
programmes for awareness raising, capacity building and training on the GHS. 
 
Tier 2 questions then look at actual implementation of the system, including trends in the provision 
and use of Safety Data Sheets (SDS) and the quality of SDS. As such we will draw on qualitative 
discussions in industry publications, as available. Where possible, will also review the implementation 
of customs controls to ensure there are harmonised labels on all hazardous substances and mixtures.   
 
Tier 3 questions then address impacts on the ground by looking at public recognition of CLP hazard 
warning symbols.  
 
Brief review of sources relevant to the EU  
Tier 1: CLP Regulation 
Tier 2: Reports feeding into the REACH Review, Classification and Labelling Inventory, ECHA Guidance on CLP, 
ECHA Forum Strategies for Enforcement 
Tier 3: Commission report on the safe use of chemicals 

5.1.4 Indicator 4: Infrastructure 

 
 
 
Indicator 4 includes a review of available infrastructures for the sound management of chemicals, 
identified under section 3 as a cross-cutting element crucial to achieving the WSSD 2020 Goal. Tier 1 
                                                      
 
 
45 Regulation No. 1272/2008 on Classification, Labelling and Packaging of Substances and Mixtures, OJ L353 31.12.2008, 1-
1355 
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questions will review the existence of a range of infrastructures, including the dates they were 
established. Relevant infrastructures include: a central agency for chemicals management; accident 
prevention and control centres; laboratory facilities for chemical testing; centres on clean 
technologies; and poison control centres.  
 
Tier 2 questions then dig deeper into the roles and activities of the various infrastructures in 
implementing sound chemicals management. In conducting the analysis under this indicator we will 
draw on agency websites and implementation reports, as well as qualitative assessments in the 
literature. 
 
Brief review of sources relevant to the EU 
Tier 1: Agency websites 
Tier 2: Independent reports on the performance of relevant EU Agencies 

5.1.5 Indicator 5: Research and Monitoring 

 
The fifth indicator addresses research and monitoring, recognising the importance of generating new 
scientific data in order to ensure that chemical policy making is grounded in science and that the 
methodologies used to generate data continue to advance in order to reduce the uncertainties 
surrounding risk assessment.  
 
Regarding research programmes, we will first identify the number of projects focussed on aspects of 
chemical risk assessment including hazard assessment procedures, alternatives to animal testing, the 
impacts of chemicals on human health and the environment and synergistic effects. In addition, we 
will identify the number of projects on cleaner production, best practice in waste management, 
monitoring techniques for environmental exposure, and alternatives to animal testing. In seeking to 
identify relevant outcomes under a second tier of questions, we will consider requirements to make 
research results available through accessible publications, while a third tier question will investigate 
the long term impacts of EU funding for research on chemicals.  
 
Regarding monitoring, we will first review the legal requirements at the baseline year of 2002 and in 
2012 for monitoring emissions of pollutants, concentrations in the environment (air, water, 
groundwater, drinking water, soil), chemicals in products and pesticides residues on food. We will 
also look at whether monitoring requirements cover emerging pollutants, such as pharmaceutical 
products and nanomaterials, as well as the geographical scope of monitoring activities.   
 
Brief review of sources relevant to the EU  
Tier 1: Commission publications, CORDIS website  
Tier 2: Funding requirements to make research outputs accessible 
Tier 3: Independent studies on the impacts of European research funding 
Monitoring:  
Tier 1: Legal requirements in EU aquis  
Tier 2: 2007 EEA report on monitoring, E-PRTR, scientific article   
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 Indicators of Risk Reduction 5.2

5.2.1 Indicator 6: Substitution and Phase Out 

 
Indicator 6 measures progress in substituting and phasing out those chemicals that pose the greatest 
risk, as a key element of minimizing the risks of chemical to human health and the environment. In 
measuring progress in substituting and phasing out specific toxic chemicals in order to reduce adverse 
effects on human health and the environment, we will employ three tiers of questions.  
 
Questions under the first tier will review policies are in place to promote the substitution of toxic 
chemicals, including pesticides, and how these mechanisms function and what criteria are used to 
prioritise chemicals for substitution or phase out. With regards to criteria for prioritisation, we will 
compare criteria against the groups of chemicals proposed by SAICM as relevant to assess for 
possible substitution and phase out, namely “persistent, bioaccumulative and toxic substances (PBTs); 
very persistent and very bioaccumulative substances (vPvBs); chemicals that are carcinogens or 
mutagens or that adversely affect, inter alia, the reproductive, endocrine, immune, or nervous 
systems; persistent organic pollutants, mercury and other chemicals of global concern; chemicals 
produced or used in high volumes; those subject to wide dispersive uses; and other chemicals of 
concern at the national level”. In addition, we will reflect on whether the criteria for prioritising 
substances for phase out pose “unreasonable and otherwise unmanageable risk”.  
 
In doing so, we will focus largely on the implementation of mechanisms for restricting the use of 
specific chemicals under the EU the programme for chemical assessment. At the same time, we will 
consider other legislative drivers, such as OHS legislation, legislation restricting the use of substances 
in products and authorisation procedures for pesticides, as well as downstream triggers under 
environmental quality legislation. This first tier of questions represents an outcome indicators and the 
analysis is essentially qualitative in determining whether policies are in place.  
     
The second tier of questions is indicative of actual impact, seeking to gather quantitative data of the 
number of substitutions and chemical substances that have been or are earmarked for phase out.  
 
Finally, a third tier of questions address the actual impacts of substitution on the environment and 
human health, including whether monitoring data shows a reduction in the presence of pollutants in 
environmental compartments; whether there is evidence of a reduced impact on chemicals on human 
health via the environment and whether we see a lower prevalence of occupational disease linked to 
chemical exposure.  
 
Brief review of sources relevant to the EU  
Tier 1: EU aquis & associated programmes and activities 
Tier 2: 2003 Oekopol report, ECHA website, Commission website, 2012 KEMI report, REACH Review reports 
Tier 3: Scientific reports and articles on specific substances, 2012 EEA publication 
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5.2.2 Indicator 7: Cleaner Production and Cleaner Products 

 
 
Indicator 7 measures progress in promoting cleaner production and products. First tier questions 
investigate the existence of policies to control and reduce point source emissions from industrial 
installations, including unanticipated emissions from chemical accidents; activities to promote cleaner 
production, including demonstration projects, as well as training programme on cleaner production 
and the provisions of manuals and guidance. In addition, we will also investigate policies to control 
and reduce diffuse emissions from products, as well as activities to promote the uptake of cleaner 
products by consumers.  
 
Regarding the second tier of questions, we will seek to identify measureable shifts towards cleaner 
production. We will consider whether processes involving hazardous substances have been phased 
out, or are marked for phase out, drawing on the example of the chlor-alkali industry. In terms of 
quantitative data, we will examine trends in data on the production and consumption of chemicals, 
and specifically for hazardous chemicals. In addressing the effectiveness of emergency response 
legislation, we will look at trends in the number of accident involving industrial installations.  
 
In addressing the third tier of questions on emissions to the environment, we will review available 
data on emissions from industrial production.  
 
Brief review of sources relevant to the EU  
Tier 1: EU aquis 
Tier 2: Best Available Technique Reference Documents (BREFs), eMARS, EUROSTAT, website of the European 
Topic Centre on Sustainable Production and Consumption, EEA publications 
Tier 3: EEA publications, E-PRTR 
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5.2.3 Indicator 8: Hazardous Waste Management and Minimization 

 
 
Indicator 8 measures progress on hazardous waste management and minimization. The first tier output 
indicators review the existence of policies to promote the sound management of hazardous wastes and 
to minimise hazardous wastes, assessing whether the principle of treatment at source has been 
included and what mechanisms are in place to encourage the reuse and recycling of hazardous wastes. 
We also look at the development of guidelines and methods for testing, characterising and managing 
hazardous wastes. We also determine whether legal instruments make industry responsible for 
disposing of its own hazardous wastes. Finally, we look at policies regarding the remediation of 
contaminated sites.  
 
Second tier questions seek to uncover the outcomes of waste policies from 2002-2012, in terms of 
reductions in the volume and hazardous characteristics of hazardous wastes, and the generation of 
hazardous waste by economic activity. In assessing whether hazardous is being treated domestically, 
we will examine trends in transboundary movements of hazardous wastes (to be addressed more 
comprehensively under indicator 18).  
 
Third tier questions address emissions from waste treatment facilities and from landfill sites. 
Regarding emissions from landfill sites, we will attempt to find data on the hazardous characteristics 
of landfill leachate, but we expect to have a very limited snapshot of data on landfill leachate.  
 
Brief review of sources relevant to the EU  
Tier 1: EU aquis 
Tier 2: EEA reports, website of the EEA’s European Topic Centre on Sustainable Production and Consumption, 
EUROSTAT 
Tier 3: E-PRTR, scientific articles 
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5.2.4 Indicator 9: Sound Agricultural Practice 

 
 
Indicator 9 looks at the promotion of sound agricultural practice in the EU. First tier questions again 
revolve around legislative and wider policy instruments to promote sound agricultural practice, in 
particular to reduce the use of agrochemicals and to promote integrated pest management. Here, we 
will review relevant legislative texts, as well as surrounding implementing measures and support 
programmes.  
 
Second tier questions draw primarily on production and consumption data for agrochemicals and 
pesticides, as well as trend in organic farming. We will also seek to review trends in the uptake of 
integrated pest management and qualitative changes in pesticide use patterns, detected via the 
monitoring of pesticide residues in food and feed.    
 
Third tier questions address trends in pesticides in surface waters, groundwater and drinking water. 
Regarding the prevalence of occupational disease amongst agricultural workers linked to pesticide 
exposure, we will draw on data from a limited number of cohort studies in the academic and public 
health literature. Where available, we will also review data on the numbers of pesticide poisonings in 
the EU, including both occupational and bystanders, as well as including a more qualitative discussion 
of evidence of the impacts of pesticides on the environment in the EU.  
 
Brief review of sources relevant to the EU  
Tier 1: EU aquis, Thematic Strategy on the Sustainable Use of Pesticides 
Tier 2: EUROSTAT, EEA reports, NGO reports, Commission reports, EFSA report 
Tier 3: EEA, 2004 Indicator Fact Sheets, EEA reports 

5.2.5 Indicator 10: Occupational Health and Safety 

 
 
In terms of first tier questions, these ask about legislation implementing OHS standards to minimize 
workplace hazards from chemicals, with an emphasis on risk prevention measures. An additional 
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aspect to be reviewed is the establishment of occupational exposure limit values (OELs) for chemicals 
on the basis of intrinsic properties and risk assessment. In addition, we will look at how emerging 
risks in OHS are being addressed at EU level.  
 
The second tier questions investigate the direct outcomes of the policies reviewed under the first tier, 
in terms of the use of Safety Data Sheets in OHS and levels of compliance with OHS legislation.  
 
Finally, the third tier of questions examines actual impacts in terms of a reduction in occupational 
exposure to chemicals, reductions in chemical-related occupational accidents and reduced incidence 
of chemical-related occupational disease.  
 
Review of sources relevant to the EU  
Tier 1: EU aquis & associated programmes and activities, OSHA guidance and publications, trade union reports 
Tier 2: Commission publications, trade union and NGO reports 
Tier 3: Trade union and NGO reports, 2006 French Sumer report, OECD data 

 Indicator 11: Rotterdam Convention  5.3

 
 
Indicator 11 concerns the implementation of the Rotterdam Convention. First tier questions concern 
the ratification of the Convention and the transposition of the Convention.  
 
Second tier questions concern the active implementation of relevant legislation, including such issues 
as the establishment of the EU Designated National Authority (DNA), active information exchange on 
toxicity, ecotoxicity and safety under Article 14 and through export notifications, the submission of 
notifications of final regulatory actions and import notifications. In addition, we will look at the 
website of the Convention46 and at reports on the meetings held under the convention to assess 
participation in the further development of the Convention at international level.  
 
Third tier questions investigate the actual impacts of implementation of the Rotterdam Convention in 
terms of the number of export notifications and request for explicit consent submitted by the EU, as 
well as enforcement efforts to reduce unauthorised exports of Annex III chemicals to third countries.  
 
Brief review of sources relevant to the EU  
Tier 1: EU aquis 
Tier 2: Convention website, EDEXIM   
Tier 3: EDEXIM, Organisation for Economic Cooperation and Development (OECD) reports 

                                                      
 
 
46 www.pic.int  
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5.3.1 Indicator 12: Stockholm Convention 

 
Indicator 12 concerns the transposition of the Stockholm Convention in the EU. First tier questions 
concern how the Convention has been transposed, including key aspects such as: the ban on 
internationally-recognised POPs; management of remaining stockpiles as hazardous wastes; control 
measures to minimise releases of unintentional POPs; and waste management to ensure the 
destruction or irreversible transformation of the POP content.  
 
Second tier questions concern the active implementation of the Stockholm Convention. A primary 
source in reviewing implementation will be the National (in the case of the EU, Community) 
Implementation Plan47. Finally, we will also look at the website of the Convention and at reports on 
the meetings held under the convention to assess participation in the further development of the 
Stockholm Convention at international level. 
 
Third tier questions address concentrations of POPs in the environment and in human breast milk. 
Data is available on POPs in human breast milk from four successive World Health Organisation 
(WHO) surveys. Under the Stockholm Convention Global Monitoring Plan on Persistent Organic 
Pollutants the Secretariat of the Stockholm Convention is launching in cooperation with WHO-GEMS 
Food a POPs survey in human milk. Results are not yet available, but would feed into a future 
assessment using these indicators.  
 
Brief review of sources relevant to the EU  
Tier 1: EU aquis & associated programmes and activities 
Tier 2: Community National Implementation Plan, Synthesis report for 2004-2006, BiPRO 2010 study on new 
POPs, EEA report 
Tier 3: EEA report, independent scientific studies, WHO surveys, ENHIS 

                                                      
 
 
47 COMM, 2007 “Community implementation plan for the Stockholm Convention” SEC(2007)341  
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5.3.2 Indicator 13: Heavy Metals 

 

Indicator 13 looks as actions to reduce the risks from heavy metals at both international and domestic 
levels, with a particular focus on mercury. Regarding the international level, we will review the 
contribution to the establishment of and the on-going negotiations of the mercury INC. Regarding the 
domestic level, we will review policies and measures undertaken to reduce the risks from mercury. 
We also review legislative actions on other heavy metals, in particular cadmium and lead. 

The second tier of questions addresses the specific policy outcomes, in terms of measured changes in 
emissions of mercury and other heavy metals.  
 
The third tier of questions seeks to determine impacts by looking at trends in environmental 
concentrations of mercury and other heavy metals. In addition, we will review evidence of adverse 
health effects resulting from mercury exposure.  

Brief review of sources relevant to the EU  
Tier 1: EU aquis & associated programmes and activities 
Tier 2: 2012 BioIntelligence Service report, EEA report, E-PRTR, OSPAR data, UNEP 2002 Global Mercury 
Assessment, NGO reports, independent reports 
Tier 3: NGO reports, Food and Agriculture (FAO)/WHO data, scientific articles 

 Governance 5.4

5.4.1 Indicator 14: Right to Know and Stakeholder Participation 

 
 
Indicator 14 addresses the “right to know” principle for both workers and the public in general. We 
will ask whether the public and workers’ “right to know” about chemical risk is enshrined in 
legislation. In addition, we explore the role attributed to industry in implementing the “right to know”.  
 
In looking at the outcomes of these policies under Tier 2 questions, we will seek to determine how 
effectively the consumer right to know about chemicals in articles is implemented. In addition, we 
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will review the opportunities that are provided for stakeholders to participate in decision-making on 
chemicals.  
 
Brief review of sources relevant to the EU  
Tier 1: EU aquis & associated programmes and activities 
Tier 2: ECHA website, NGO report, academic article 
Tier 3: 2012 independent report on ECHA, NGO report  

5.4.2 Indicator 15: Partnerships and voluntary initiatives 

 
 
Indicator 15 aims to track increases in partnerships in sound chemicals management from 2002 to 
2012, as well as voluntary initiatives in the private sector, recognising the critical role to be played by 
the private sector in delivering sound chemicals management. Tier 1 questions will investigate EU-
level partnerships between two or more stakeholder groups to deliver on aspects of sound chemicals 
management. In addition, we will review voluntary industrial initiatives on sound chemicals 
management, with reference to relevant websites and publications. In addition, we will review the 
participation of the chemicals sector in the EU Eco-Management and Audit Scheme (EMAS), and in 
the Eco-Label.    
 
Brief review of sources relevant to the EU  
Tier 1: Industry and NGO websites 
Tier 2: EMAS and Eco-Label website 

5.4.3 Indicator 16: Precautionary Approach 

 
 
Indicator 16 assesses EU progress in applying the precautionary approach to the sound management 
of chemicals. First tier questions address the interpretation of the precautionary principle in EU law 
and investigate difference with Rio Principle 15.  
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Tier 2 questions then seek to explore how the principle has been applied to the chemicals sector in 
particular. The review under this indicator is therefore qualitative rather than quantitative.  
 
Brief review of sources relevant to the EU  
Tier 1: EU aquis  
Tier 2: EEA reports, independent report  

5.4.4 Indicator 17: International Chemicals Governance 

 
 
Indicator 17 measures EU efforts in promoting the international chemical agenda, in particular 
through contributions to and support for the development and implementation of SAICM, as well as 
actions to promote synergies between the Rotterdam, Stockholm and Basel Conventions and the 
Montreal Protocol. In reviewing development since 2002, we will refer to ICCM Meeting reports, 
independent reports and publications of the Secretariat in order to provide a qualitative picture of 
inputs.  
 
Brief review of sources relevant to the EU  
Tier 1: ICCM Meeting reports, ENB reports, Commission report 

 Illegal Traffic in Hazardous Chemicals, Products and Wastes 5.5

5.5.1 Indicator 18: Illegal Traffic in Hazardous Chemicals and Products 

 
 
Indicator 18 picks up on the prevention of illegal traffic in hazardous chemicals and products as a key 
element of the WSSD 2020 Goal. Tier 1 questions will review legislation to prevent the illegal import 
and export of toxic and dangerous products, as well as associated enforcement programmes, alert 
systems and mechanisms to ensure coordination and cooperation amongst stakeholders. Tier 2 
questions will aim to review reported cases of illegal traffic in hazardous chemicals and products.  
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Brief review of sources relevant to the EU  
Tier 1: EU aquis, RAPEX system, OECD Network on Illegal Trade in Pesticides 
Tier 2: RAPEX notifications 

5.5.2 Indicator 19: Illegal Traffic in Hazardous Wastes and the Basel 
Convention 

 
 
Tier 1 questions will involve an analysis of the transposition of the provisions of the Basel 
Convention. In addition, we will consider actions related to the Ban Amendment, which has not yet 
entered into force at the international level.    
 
In answering tier 2 questions on the efficacy of controls on illegal traffic, we will draw on the 
database of the Basel Convention Secretariat establish to record cases of illegal traffic reported under 
Article 9 of the Convention. Additional information will be drawn from the Online Reporting 
Database48 on the Basel Convention which contains data reported by parties under their annual 
reporting obligations.  
 
Brief review of sources relevant to risk assessment in the EU  
Tier 1: Regulation (EC) No 1013/2006 
Tier 2: Convention website 

                                                      
 
 
48 http://archive.basel.int/natreporting/questables/dnn-frBody.html  
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 Technical Assistance and Capacity Building 5.6

5.6.1 Indicator 20: Technical Assistance and Capacity Building 

 
 
Indicator 20 responds to the Paragraph 23’s call to “support developing countries in strengthening 
their capacity for the sound management of chemicals and hazardous wastes by providing technical 
and financial assistance”. In reviewing progress in this regard, we will review projects and 
programmes in developing countries and countries with economies in transition on sound chemicals 
management that have received EU funding from 2002 to 2012.  
 
Brief review of sources relevant to the EU  
Tier 1: EU Commission website, data provided by the Commission 
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Table 3: Overview of the 20 indicators 

Indicators First Tier Questions: Output Indicators 
 

Second Tier Questions: Outcome 
Indicators 
 

Third Tier Questions: Impact 
Indicators 

Data sources 

KNOWLEDGE, INFORMATION & INFRASTRUCTURE 
1 Risk assessment • Risk assessment programme  for 

chemical substances  
• Nanomaterials under REACH 
• Combination effects under REACH 
• Public availability of information 
• Contribution to an international 

toolbox for risk assessment 
• Role for industry in providing data 
• Harmonized risk assessment of 

pesticides and biocides  
• Risk assessment of medicinal and 

veterinary products 
• Risk assessment of substances in 

cosmetic products 
• Risk assessment for endocrine 

disruptors 
• Treatment of vulnerable groups in 

risk assessment 

• Number of chemicals for which risk 
assessment have been conducted 

• Quality of the publically available data 
for chemical risk assessment  

• Evaluation: compliance and substance 
evaluations 

• Advancing methodologies for risk 
assessment 

• Promoting alternative to animal testing 
 

• Is data sufficient for the hazard 
classification of chemical 
substances? 

• Reduced risk to human health and 
the environment 

Tier 1: EU aquis & associated 
programmes and activities, NGO reports 
Tier 2: ECHA Guidance & databases on 
registered substances and pre-registered 
substances, C&L Inventory, REACH 
Baseline Study, NGO reports 
Tier 3: REACH Review reports, REACH 
Baseline Report, scientific articles 
 

2 Information 
availability, 
awareness raising 
and training 

Establishment of information 
availability tools, including:  
• PRTRs 
• Chemical safety databases 
• Database on hazardous waste types, 

sites and risks 
• Awareness raising activities for 

communities and consumers 
• Training and education programmes 

on aspects of sound chemicals 
management 

• Public use of information tools 
 

• Has public perception on 
chemicals changed as a result of 
information availability and 
awareness-raising? 

• Uptake of clean products, i.e. non-
chemical products and products 
involving non-chemical 
alternatives  

 

Tier 1: E-PRTR, REACH database, 
Classification and & Labelling Inventory, 
European Chemical Substance 
Information System (ESIS), Rapid Alert 
System for Non-Food Products Posing a 
Serious Risk (RAPEX), NGO publications, 
ECHA data 
Tier 2: EEA report 
Tier 3: Eurobarometer, ECHA data, 
World of Organic Agricultural – statistics 
and trends 

3 GHS • Establishment and implementation, 
by 2008, of GHS 

• Programme for awareness raising, 
capacity building and training on the 
GHS 

• Self-classification under CLP 
• Provision and use of Safety Data Sheets  
• Programme for awareness raising, 

capacity building and training on the 
GHS 

• Recognition of hazard warning 
symbols 
 

Tier 1: EU aquis & associated 
programmes and activities 
Tier 2: C&L Inventory, ECHA guidance 
materials, REACH Review studies 
Tier 3: Commission report on the safe 
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Indicators First Tier Questions: Output Indicators 
 

Second Tier Questions: Outcome 
Indicators 
 

Third Tier Questions: Impact 
Indicators 

Data sources 

• Enforcement and inspections to ensure 
there are harmonised labels on all 
hazardous substances and mixtures 

use of chemicals, Eurobarometer survey 
 

4 Infrastructure Review the existence of:  
• Central agency for chemicals 

management 
• Accident prevention and control 

centres 
• Laboratory facilities for chemical 

testing 
• Centres on clean technologies 
• Poison control centres 

Performance of ECHA  Tier 1:Agency websites and reports 
Tier 2: ECHA reports, independent 
reports on ECHA’s performance 

5 Research and 
monitoring 

Research programmes on: 
• Hazard assessment procedures and 

alternatives to animal testing 
• Impacts of chemicals on human 

health and the environment and 
synergistic effects 

• Cleaner production 
• Best practice in waste management 
• Monitoring techniques for 

environmental exposure 
Legal requirements for monitoring:  
• Emissions of chemicals from 

industrial installations 
• chemical pollutants in the 

environment 
• chemicals in products 
• chemicals in food, in particular 

pesticide residues 

Research:  
• Are research results made publically 

available?  
Monitoring: 
• Is monitoring geographically 

comprehensive? 
• Does monitoring cover all relevant 

pollutants? 
 

Research:  
• Long term impacts of European 

funding for research 

RESEARCH 
Tier 1: Commission publications, CORDIS 
website  
Tier 2: Funding requirements to make 
research outputs accessible 
Tier 3: Independent studies on the 
impacts of European research funding 
Monitoring:  
Tier 1: Legal requirements 
Tier 2: 2007 EEA report on monitoring  

RISK REDUCTION 
6 Substitution and 

phase out 
Substitution: 
• Policies to promote the substitution 

and phase out of toxic chemicals 
• Hazard-based criteria for identifying 

substances of very high concern 
(SVHC) 

• Number of chemicals included on the 
REACH Candidate List 

• Number of chemicals included on the 
Authorisation List 

• Current restrictions and their enforcement 

• Implementation and enforcement of 
REACH restrictions 

• Does monitoring data show a 
reduction in the environment 
concentrations of substances that 
have been substituted or phased 

Tier 1: EU aquis & associated 
programmes and activities 
Tier 2: 2003 Oekopol report, ECHA 
website, Commission website, 2012 
KEMI report, REACH Review reports 
Tier 3: Scientific reports and articles on 
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Indicators First Tier Questions: Output Indicators 
 

Second Tier Questions: Outcome 
Indicators 
 

Third Tier Questions: Impact 
Indicators 

Data sources 

• REACH Authorisation 
• REACH Restrictions 

• Phase out of ozone depleting substances 
 
 

out? specific substances, 2012 EEA 
publication 
 
 

7 Cleaner 
production and 
clean products 

• Emission reduction through cleaner 
production 

• Promotion of clean products 

• Phasing out of processes involving 
hazardous substances  

• Trends in the production and 
consumption of chemicals 

• Reductions in the number of chemical 
accidents 

• Trends in point emissions from 
industrial installations 

 

Tier 1: EU aquis 
Tier 2: Best Available Technique 
Reference Documents (BREFs), eMARS, 
EUROSTAT, website of the European 
Topic Centre on Sustainable Production 
and Consumption, EEA publications 
Tier 3: EEA publications, E-PRTR 

8 Hazardous waste 
management and 
minimization 

• General hazardous waste legislation 
• Controls on specific waste streams 
• Site remediation 
• EU Roadmap to Resource Efficiency 

 

• Trends in total volumes of hazardous 
waste generated  

• Trends in the hazardous characteristics of 
waste  

• Generation of hazardous waste by 
economic activity 

• Trends in transboundary movements of 
hazardous wastes (to be addressed more 
comprehensively  under indicator 18) 

• Emissions from waste treatment 
facilities 

• Changes in the hazardous 
characteristics of landfill leachate 

Tier 1: EU aquis 
Tier 2: EEA reports, website of the EEA’s 
European Topic Centre on Sustainable 
Production and Consumption, 
EUROSTAT 
Tier 3: E-PRTR, scientific articles 

9 Sound agricultural 
practice 

Review the existence of: 
• Policies on pesticide use  
• Policies to promote integrated 

pest management and organic 
farming 

• Policies to reduce the use of 
agrochemicals  

 

• Trends in consumption of fertilisers 
• Trends in consumption of pesticides 
• Trends in the uptake of Integrated Pest 

Management 
• Qualitative changes in pesticide use 

patterns  

• Does monitoring data show a 
reduction in the concentrations of 
pesticides in European waters?  

• Trends in the prevalence of 
occupational disease amongst 
agricultural workers linked to 
pesticide exposure? 

• Are pesticide poisonings on the 
decline (occupational and 
bystanders)? 

 

Tier 1: EU aquis, Thematic Strategy on 
the Sustainable Use of Pesticides 
Tier 2: EUROSTAT, EEA reports, NGO 
reports, Commission reports, EFSA 
report 
Tier 3: EEA, 2004 Indicator Fact Sheets, 
EEA reports, 2008 Milieu report 

10 Occupational 
health and safety 

• Chemical-related occupational 
health and safety legislation 

• Occupational exposure limit values 
• Emerging risks: nanomaterials & 

endocrine disruptors 
 

• Safety data sheets and Derived no-effect 
levels (DNELs) under REACH 

• Trends in the numbers of workers 
exposed to hazardous substances, 
as well as reductions in the 
duration of exposure 

• Trends in occupational accidents 
linked to chemicals 

Tier 1: EU aquis & associated 
programmes and activities, OSHA 
guidance and publications, trade union 
reports 
Tier 2: Commission publications, Trade 
union and NGO reports 
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Indicators First Tier Questions: Output Indicators 
 

Second Tier Questions: Outcome 
Indicators 
 

Third Tier Questions: Impact 
Indicators 

Data sources 

 Tier 3: Trade union and NGO reports, 
French Sumer report 2006, OECD data 
 
 

11 Rotterdam 
Convention 

• Transposition of the Rotterdam 
Convention  
 
 

• DNAs 
• Implementation of key mechanisms 
• Technical assistance activities 

• Number of export notifications and 
request for explicit consent 

• Number of unauthorised exports 
blocked by customs 
 

Tier 1: EU aquis 
Tier 2: Convention website, EDEXIM   
Tier 3: EDEXIM, OECD 

12 Stockholm 
Convention 

• Transposition of the Stockholm 
Convention and POPs Protocol  
 

• Bans on internationally-recognised POPs  
• Management of remaining stockpiles as 

hazardous wastes 
• Control measures to minimise releases 

of unintentional POPs; and  
• Waste management to ensure the 

destruction or irreversible 
transformation of the POP content 

• Trends in POPs concentrations in 
the environment  
• Trends in POPs concentrations in 
human breast milk 

Tier 1: EU aquis & associated 
programmes and activities 
Tier 2: Community National 
Implementation Plan, Synthesis report 
for 2004-2006, BiPRO 2010 study on new 
POPs, EEA report 
Tier 3: EEA report, independent scientific 
studies, WHO surveys, ENHIS 

13 Heavy metals • Domestic actions to reduce the 
risks from mercury 

• Progress on the 2005 Mercury 
Strategy 

• Action on other heavy metals, in 
particular lead and cadmium 

• Contribution to the Mercury 
International Negotiating 
Committee 

• Trends in the emissions of mercury, lead 
and cadmium 

• Trends in environmental 
concentrations of mercury and 
other heavy metals 

• Impacts on human health from 
mercury exposure 

• Dietary exposure to mercury 

Tier 1: EU aquis & associated 
programmes and activities 
Tier 2: 2012 BioIntelligence Service 
report, EEA report, E-PRTR, OSPAR data, 
UNEP 2002 Global Mercury Assessment, 
NGO reports, independent reports 
Tier 3: NGO reports, FAO/WHO data, 
scientific articles 

CROSS 
CUTTING/GOVERNANCE 

    

14 Right to know • Public and workers’ “right to know” 
about chemical risk enshrined in 
legislation 

• Identified role for industry in 
implementing the “right to know” 

• Provisions for stakeholder 
participation 

• Public participation in decision-making on 
chemical risk, i.e. ECHA procedures 

• Functioning of REACH Article 33 
 

• Has REACH effectively increased 
stakeholder participation? 

Tier 1: EU aquis & associated 
programmes and activities 
Tier 2: ECHA website, NGO report, 
academic article 
Tier 3: 2012 independent report on 
ECHA, NGO report 

15 Partnerships • Partnerships in delivering sound • Growth in the Ecolabel  Tier 1: Industry and NGO websites 
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Indicators First Tier Questions: Output Indicators 
 

Second Tier Questions: Outcome 
Indicators 
 

Third Tier Questions: Impact 
Indicators 

Data sources 

chemicals management 
• Voluntary initiatives by industry  
• Responsible care approach to 

production and chemical products 

• Growth in EMAS registrants Tier 2: EMAS and Eco-Label website 

16 Precautionary 
approach 

• Precautionary approach as 
enshrined in EU law 

• Application of the precautionary 
approach under EU chemicals 
management 

• Interpretation of the precautionary 
principle in case law 

 Tier 1: EU aquis  
Tier 2: EEA reports, independent report  
 

17 International 
governance: SAICM 

•  Actions to further international 
multilateral agreements on 
chemicals management 

• Actions to strengthen synergies in 
international chemicals 
management 

  Tier 1: ICCM Meeting reports, ENB 
reports, Commission report 

ILLEGAL INTERNATIONAL 
TRAFFIC 

    

18 Illegal 
international 
traffic in 
hazardous 
chemicals and 
products  

• Legislation to prevent the illegal 
import and export of hazardous 
chemicals and products 

• Control and alert systems 
 

• Trends in RAPEX notifications  Tier 1: EU aquis, RAPEX system, OECD 
Network on Illegal Trade in Pesticides 
Tier 2: RAPEX notifications 

19 Illegal 
international 
traffic in wastes 

• Transposition of the Basel 
Convention into EU law 

• Enforcement programmes 
• Alert systems 
• Mechanisms for coordination and 

cooperation amongst stakeholders  
• Capacity building for customs 

officials to recognise illegal 
hazardous wastes 

• Trends in illegal waste shipments • Impacts of illegal waste shipments 
• Probo Koala Case 

Tier 1: EU aquis & associated 
programmes and activities 
Tier 2: EEA report 
Tier 3: EEA report 

TECHNICAL ASSISTANCE     
20 Technical 

assistance and 
capacity building 

• Review EuropeAid programme   Tier 1: EU Commission website, data 
provided by the Commission 
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6. Profile of EU Chemicals Industry 

The global production, consumption and trade of chemicals products in have been steadily increasing 
over recent decades, with continued growth projected for the next 10 years. However, growth rates are 
significantly higher in Asia than EU countries. In this section we provide a brief overview of the EU 
chemicals industry, including data on the sales of chemicals, the EU contribution to global trade flows 
in chemicals and chemical sales by Member State. In addition, we consider the breakdown of sales by 
chemical industry sub-sector and the contribution made be the chemicals industry to the EU economy.  
 
A brief summary of key points is provided in box 3 below.  
 
Box 3: EU chemicals industry in a nutshell 

 
• Industrial chemicals are used as basic elements to convert many raw materials into other industrial 

products, thus the chemical industry has such an important role in modern world economy.  
• Today, European Union is the second largest producer in chemicals industry, right after China, with an 

estimated € 491 billion in sales in 2010 – more than twice the size of the EU market for food products 
and beverages – and it accounts for 1,1% of EU income and of 44% of world chemical exports.  

• Consumption of chemicals is far higher in EU countries than in the rest of the world.  
• Similarly trade in chemicals is currently dominated by EU countries which have a nearly equilibrated 

trade balances with one another and register trade surpluses with virtually all the other regions of 
the world.  

• The industry is a major employer accounting for 5,4 per cent of the total number of employees 
generated by EU manufacturing in 2007 and traditionally a high-tech industry with a heavy reliance 
on research and development due to the constant need for innovation. EU companies allot € 8.1 
billion of their annual sales for R&D although the percentage of revenue spent on research varies 
from one branch to another.  

• In line with the huge growth in the manufacture of synthetic organic polymers used in plastics, fibres 
and elastomeric products, the chemical industry in EU has accounted for 11% of the manufacturing 
industry’s added value.  

• The industry will continue to expand over the next 10 years, with faster growth rates in developing 
economies such as China and India. Chemical companies in EU countries will shift production to life 
science and speciality chemicals, and more companies will merge to form large and fewer 
multinationals49. 

 

 EU chemicals sales 6.2

According to the European Chemical Industry in a Worldwide Perspective Report50, the European 
chemicals industry51 reached sales of 491 billion Euros in 2010, accounting for 20.9% of the total 
world chemical sales in value terms (€ 2353 billion). In 2005, world chemical sales were estimated at 
€ 1476 billion, of which € 436 billion covered by Europe52 (around 30%), while in 1997, world 
chemical sales were estimated at € 1223 billion, of which EU 12 accounted for € 379,13 billion 
(around 31%). Figure 1 provides an overview of the value of global and EU chemical sales from 2007 
to 2010.  
 

  
                                                      
 
 
49 OECD (2001), Environmental Outlook for the Chemicals Industry, Paris, France 
50 CEFIC (2011), Facts and Figures 2011. The European chemical industry in a worldwide perspective. 
51 Unless specified, EU refers to EU 27. Unless specified, chemical industry excludes pharmaceuticals.  
52 EU 25 
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Figure 1: World chemical sales and EU proportion in Billion Euros, 1997 – 2010  

 

*EU12, **EU25 

Source: CEFIC, Facts and Figures. Series 1998 – 2011  

The European chemical industry can thus still be portrayed as vibrant and strong despite the fierce 
worldwide competition. The industry has in fact lost its first place in the ranking to Asia, mainly due 
to the rise of Chine and India. Developments in the last 10 years show that the EU was the leader in 
world chemicals sales but has continuously lost ground to Asia. Chemical sales in Asia are more than 
double that of the European Union.  The European contribution to world chemicals sales declined in 
2010 by 10 percentage points compared with 1997, as shown in figure 2 below. In fact, the total value 
of sales in the European Union has been growing continuously, but overall world chemicals sales are 
growing at an even faster rate.  
 
Figure 2 : EU percentage share of world chemical sales, 1997 – 2010 

 
*EU12, **EU25 

Source: CEFIC, Facts and Figures. Series 1998 – 2011 
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 Chemical trade flows 6.3

The key trading regions in 1997 were EU and North America53. In the following decade, despite a 
slight decrease EU share in world import, including intra EU trade (from 47% in 2005 to 37% in 
2010) and export, including intra EU trade (56.8% in 2005 and 44% in 2010), the EU continued to be 
the world’s leading exporter and importer of chemicals in 2010, accounting for 41 per cent of global 
trade, defined as the total value of exports plus imports54.  

 Chemicals sales by country 6.4

In 2010, the 30 largest chemical-producing countries had a combined turnover of € 2103 billion. 
Eleven of the top 30 major countries are European, generating chemicals sales of € 506 billion. 
Germany is at the fourth place after China, US and Japan with 141.6 € billion of chemicals sales in 
2010, followed by France (76.1 €bn) and Italy (50.2 € bn)55. 
 
Since 1997, Germany is the largest chemicals producer in EU, followed by France, Italy and the 
Netherlands. Together, these four countries generated 64% of EU chemicals sales in 2010, valued at 
315 billion Euros. The share rises to 88.9%, or 437 billion Euros, when including the United 
Kingdom, Spain, Belgium and Poland. The other 19 EU countries generated 11.1 per cent of EU 
chemicals sales, valued at € 54 billion, half of which attributable to Sweden, Austria, Czech Republic 
and Finland56. The breakdown by Member State of EU chemical sales in provided in figure 3 below.  
 
Figure 3: Breakdown by Member State of EU chemical industry sales  

 Source: CEFIC, Facts and Figures. Series 1998 – 2011 

                                                      
 
 
53 CEFIC (1998), Facts and Figures 1997. The European chemical industry in a worldwide perspective. 
54 CEFIC (2011), Facts and Figures 2011. The European chemical industry in a worldwide perspective 
55 ibidem 
56 ibidem 
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 Sectoral breakdown EU chemical industry sales 6.5

The output of the chemical industry covers three wide ranges of products: base chemicals, speciality 
and fine chemicals, and consumer chemicals.  
 
Base chemicals cover petrochemicals and derivatives and basic inorganics. They are produced in large 
volumes, and are sold to the chemical industry itself or to other industries. In 2010, they reported an 
increase of nearly 10% of total EU chemicals sales from 1997. 
 
Specialties cover the auxiliaries for industry, dyes & pigments, oleochemicals, crop protection, and 
paints & inks. Fine chemicals represent pharma-, agro-, and chemical intermediates. Specialty and 
fine chemicals are produced in small volumes but nevertheless represent 25.6 % of total EU chemicals 
sales compared to a share of 36.7 % in 2005 and 32.5% in 1997.  
 
Finally, consumer chemicals are sold to final consumers: soaps and detergents, perfumes and 
cosmetics. They represent approximately 12.8 % of total EU chemicals sale with a decrease of nearly 
3% from 1997. Figure 4 below provide a graphical representation of the sectoral breakdown of EU 
chemical sales.  
 
Figure 4 : Sectoral breakdown of EU chemical industry sales 

*Petrochemicals, plastics & syntetic rubber, man-made fibres, other basic inorganics, industrial gases, fertilisers 
** Fine chemicals, other speciality chemicals, paints & inks, crop protection 
*** Perfumes & cosmetics, soaps and detergents 
Source: CEFIC, Facts and Figures. Series 1998 – 2011 

 

 Contribution of the chemical industry to the EU economy 6.6

In 2010, the chemical industry's contribution to the EU’s GDP amounted to 1.1%, down from 2% in 
2005. This can be interpreted in the light of the shrinking contribution of industry as a whole to GDP 
in advanced economies (21% in 2005 and 18.7% in 2010 in the EU) together with a rise in services. 
Figure 5 below shows trends in the contribution of the chemicals industry to the EU economy from 
1997 to 2010.   
 
There is a wide contribution of chemicals products that are present in all branches of the economy. 
For example, the chemicals industry in Germany is the most important supplier of innovative 
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materials for manufacturing. Chemicals represent 10% of the supply of input and intermediary 
products, with the industry demonstrating an above average level of research and development.  
Figure 5 : Contribution of the chemicals industry to the EU economy, percentage of GDP 1997 - 2010 

*In 1997, public services and services are measured together 
Source: CEFIC (2011) Facts and Figures, CEFIC (2006), Facts and Figures 
 

 EU chemical industry sales and demand structure 6.7

EU chemicals sales are valued at €491 billion in 2010, reporting a steady increase in the last decade. 
Sales to EU partner countries have more than doubled during the period from 1995 to 2010 (261.6 
versus 97.5)57. Over the period 1995-2010, EU chemicals sales have increased on average by 2.7 per 
cent per annum. The European internal market has had a very positive effect on chemicals. Removing 
both trade and non-trade barriers inside the EU area has been a key driver for the growth and 
competitiveness of the EU chemicals industry. With the accession of new EU member states in 2004 
and 2007, the internal market has received an intra-trade boost. While intra EU sales are rising, the 
importance of domestic sales is decreasing, only accounting for 18 per cent of total EU sales. More 
than one quarter of chemicals sales are exported outside the EU market. European Union 
neighbouring countries, the North American Free Trade Agreement (NAFTA) trade bloc, and Asia are 
the three primary markets for EU chemicals exports. 
 
Figure 6 below provides an overview of EU chemical industry sales from 1995 to 2010 by intra-EU, 
extra-EU and domestic sales in billions of Euros, while figure 7 provides the percentage share of sales 
going to each of these markets for 1995, 2005 and 2010. It is notably that both the proportion and 
absolute value of domestic sales has declined, while intra-EU and extra-EU sales have increased 
significantly over this period.  
 

  

                                                      
 
 
57 CEFIC (2011), Facts and Figures 2011. The European chemical industry in a worldwide perspective. 
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Figure 6: EU chemical industry sales structure by destination 1995-2010, billion Euros 

 Source: CEFIC, Facts and Figures. Series 1998 – 2011  
 
Figure 7: EU chemical industry sales structure by destination 1995-2010, percentage shares of sales 

 

  
 
Source: CEFIC, Facts and Figures. Series 1998 – 2011  
 
The EU chemical industry is the leading manufacturing sector in terms of ‘value added per 
employee’. As shown in figure 8 below, the chemical industry’s value added per employee is nearly 
twice as high as the manufacturing average and the EU chemical industry accounts for around 11% of 
EU manufacturing industry's gross value added in 200358. According to Eurostat data, 34.5 million 

                                                      
 
 
58 CEFIC (2006), Facts and Figures 2006. The European chemical industry in a worldwide perspective. 
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people were employed in 2.3 million enterprises in the EU27 manufacturing sector in 2007. Together 
they generated €1813 billion of added value59.  
 
Figure 8 : Value added60 in EU chemicals and other manufacturing sectors, 2003, 2007, € thousand per employee  

*Chemicals excluding pharmaceuticals 
**Chemicals including pharmaceuticals 
 

Source: CEFIC, Facts and Figures. Series 1998 – 2008 

 
 

 
 

                                                      
 
 
59 EUROSTAT (2012), Structural Business statistics, 
http://epp.eurostat.ec.europa.eu/portal/page/portal/european_business/data/main_tables 
60 Added value at factor costs is defined as the gross income from operating activities after adjusting for operating 
subsidies and indirect taxes. Value adjustments, such as depreciation, are not subtracted. (Source: EU Commission, SBS 
database) 
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7. Analysis of EU Progress against the WSSD 2020 Chemicals 
Goal 

 Introduction 7.1

In the period covered by this analysis, 2002 to 2012, nearly all the rules in the EU regarding 
chemicals have been revised. This includes the procedures for chemical risk assessment the substance 
classification system and notification to authorities of placement on the market, as well legislation 
covering chemicals for particular uses, such as pesticides, biocides, medicinal products. In addition, 
legislation regulating the use of chemicals in specific products, such as cosmetics, toys and electronic 
and electrical equipment, has received attention. There have therefore been considerable changes in 
legislation with the aim of keeping pace with developments in the understanding of chemical risk. In 
reporting and analysing these changes, we have sought to present the status quo in terms of legislation 
at the baseline at the start of the analysis under each indicator. A table providing an overview of the 
EU legislation analysed under each indicator is provided in Annex I.  
 
Despite the wide ranging and significant reforms and in some cases as a result of information 
generated through on going risk assessment, scientific research continues to advance and provide 
greater clarity regarding potential risks to human health and the environment from exposure to 
chemical substances. The EU is able to respond to such challenges with targeted actions, for example 
growing evidence regarding the potential risks from endocrine disruptors resulted in the development 
of the Community Strategy for Endocrine Disruptors. In addition, the appearance of novel materials 
on the market, such as nanomaterials, triggers consideration of whether and if so how such substances 
should be regulated. At the same time, specific acts have reviews built into them, with the 
Commission required to generate targeted reports on specific issues for consideration (i.e. the REACH 
review process). The consequence of these processes is that chemicals regulation at EU level is under 
continuous scrutiny and subject to regular review by the European institutions. In reporting on EU 
progress to date we also aim to identify the key pressures that will steer legislative developments on 
chemicals beyond 2012, and flag areas where future work is already planned for post-2012.   
 
Finally, the EU recently published a draft decision for an Environmental Action Programme to 202061 
(7EAP) including a number of specific targets for chemicals up until 2020 that will be highlighted 
under relevant indicators. In particular, the Programme specifically reiterates the EU commitment to 
meeting the WSSD 2020 chemicals goal. One of the thematic priorities of the 7EAP is to promote 
better implementation of EU environmental law, an objective that will serve to increase progress on 
chemicals legislation.  
  

                                                      
 
 
61 European Commission (2012) General Union Environmental Action Programme to 2020: Living well within the limits of 
our planet, COM(2012)170 Final, Brussels 
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 EU Progress on Knowledge, Information and Infrastructure 7.2

7.2.1 EU Progress under Indicator 1: Risk Assessment 

Baseline 2002 
Chemical risk assessment at the baseline year 2002 
 
At the baseline year of 2002, chemical substances were treated differently depending on when they 
were introduced on the market. New substances (introduced after 1981) had to be tested and notified 
before marketing in volumes above 10 kg. For higher volumes more in-depth testing focusing on 
long-term and chronic effects has to be provided. On the basis of the information, they are assessed on 
their risks to human health and the environment. The legal basis is laid out in Directive 67/548/EEC 
on Dangerous Substances (Dangerous Substances Directive). 
 
With regards to substances that were on the market prior to 1981, the EU had in place Council 
Regulation (EEC) 793/93 on existing substances and Commission Regulation (EC) 1488/94 on risk 
assessment, which laid down principles for the assessment of risks to man and the environment of 
existing substances in accordance with Council Regulation (EEC) No 793/93. Four Priority List 
Regulations served to identify priority substances, which were then require to undergo an in-depth 
risk assessment by the Member States following a set methodology and coordinated by the European 
Chemicals Bureau (now replaced by ECHA). In addition, there were a number of Commission 
recommendations and conclusions that outline the results of risk evaluations and set risk reduction 
measure for specific groups of chemical substances. Finally, a number of regulations set out 
requirements for information and testing for manufacturers and importers of existing and priority 
substances.  
 
An amended to the Dangerous Substances Directive in 1979 introduced a notification system for 
“new” substances and a listing of “existing” substances. EINECS, the European Inventory of Existing 
Commercial Chemical Substances62, lists all substances that were reported to be on the market on or 
before 18 September 1981. “New” substances were added to ELINCS, the European List of Notified 
Chemical Substances. 
 
In 2001, one year prior to the baseline, approximately 100,000 different substances were registered in 
the EU market of which 10,000 were marketed in volumes of more than 10 tonnes, and a further 
20,000 were marketed at 1-10 tonnes. In managing the risks from chemicals on the market, the 
Dangerous Substances Directive distinguished between "existing substances" i.e. all chemicals 
declared to be on the market in September 1981, and "new substances" i.e. those placed on the market 
after that date of which there were some 2,700 substances in 2002. For new substances, testing and 
risk assessment were required before marketing in volumes above 10 kg and for higher volume new 
substances more in-depth testing focussing on long-term and chronic effects had to be provided. 
However, existing substances, which represented nearly 99% of the total volume of substances in 
circulation, were not subject to testing. This included an estimated 30,000 existing substances on the 
market at over 1 tonne. As such there was a severe lack of information regarding the hazards and uses 
of existing substances on the market. In addition, the risk assessment process for new substances was 
conducted by authorities, not by industry, and was slow and resource-intensive, so impeding 
innovation and competitiveness in the chemicals sector.63 In addition, the legislative framework 
created a disincentive for the chemicals industry to conduct testing on their products.64  
 

                                                      
 
 
62 EINECS is available at: http://esis.jrc.ec.europa.eu/index.php?PGM=ein  
63 European Commission (2001) White Paper on the strategy for a future chemicals policy, COM(2001)88,  
64 Hansson SO and Ruden C (2003) Improving the incentives for toxicity testing, Journal of Risk Research, Vol.6(1): 3-12 

http://esis.jrc.ec.europa.eu/index.php?PGM=ein
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While public concern regarding the impacts of chemicals on human health and the environment was 
growing, there was insufficient information available to regulators on the hazards that chemicals on 
the EU market posed to human health and the environment. In addition, in recent incidences of 
serious damage to human health from chemical exposure (for example from 
dichlorodiphenyltrichloroethane (DDT), benzene and asbestos), controls measures were not taken 
because information about the adverse impacts of these chemicals was not available before they were 
used in high volumes. 
 
Recognising these gaps and in response to concerns that the existing system did not provide sufficient 
protection, in 2001 the European Commission adopted a White Paper65 setting out the Strategy for a 
future Community Policy for Chemicals. Key objectives included ensuring a high level of protection 
for human health and the environment, while ensuring the efficient functioning of the internal market 
and stimulating innovation and competitiveness in the chemical industry. Key elements of the 
Strategy include, inter alia: 
  

• implementing a single system for new and existing chemicals, with existing chemicals (phase 
in substances) to be phased in under a common system by 2012;  

• making industry responsible for chemical safety;  
• extending responsibility down the manufacturing chain;  
• establishing authorisation for substances of very high concern; and  
• substituting hazardous chemicals.  

 
Additional elements of relevance to the WSSD 2020 Chemical Goal include:  benefits to developing 
countries importing chemicals that have been subject to risk assessment; the promotion of non-animal 
testing; and public right to access to information on chemicals. The White Paper specifically mentions 
the chemicals goals set out in Agenda 21, identifies the lack of data on existing chemicals as a matter 
of global concern and notes that the recommendations “will feed into the international programmes 
and make a major contribution to achieving safe use of chemicals at a global level”.  
 
In the following analysis under this indicator, we will consider how these elements of the Strategy 
have been implemented and assess outcomes to date. Given the short time frame, assessing actual 
impacts on the ground in terms of reduced negative impacts on human health and the environment is 
not yet possible.   
 
Risk assessment for pesticides and biocides at the baseline year 2002 
 
With regards to pesticides, in 2002 pesticide authorisation was regulated under Directive 
91/414/EEC66, with prohibitions regarding the placing on the market and use of pesticides containing 
certain active substances set under Directive 79/117/EEC67. Directive 98/8/EC68, which remains in 
force until September 2013, sets the authorisation procedures for placing biocidal products on the 
market, and involves the mutual recognition of authorisations within the Union. Applicants wishing to 
place an active substance for use in biocides on the market are required to submit a dossier to Member 
States containing information necessary to evaluate risk associated with proposed use. In addition, the 
Directive establishes at Union level a list of active substances which may be used in biocidal products.  
 

                                                      
 
 
65 European Commission (2001) White Paper on the strategy for a future chemicals policy, COM(2001)88,  
66 Council Directive of 15 July 1991 concerning the placing of plant protection products on the market (91/414/EEC), OJ L 
230, 19.8.1991, p.1 
67 Council Directive 79/117/EEC of 21 December 1978 prohibiting the placing on the market and use of plant protection 
products containing certain active substances, OJ L 33, 8.2.1979, p. 36.   
68 Directive 98/8/EC of the European Parliament and of the Council of 16 February 1998 on the placing on the market of 
biocidal products, OJ L123, 24.4.1998, p. 1.   
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Risk assessment for medicinal products and veterinary products at the baseline year 2002 
 
Directive 2001/83/EC69 put in place a Community Code relating to the placing on the market, 
production, labelling, classification, distribution and advertising of medicinal products for human use. 
It sets a marketing authorisation procedure and the principle for mutual recognition of authorisations. 
This Directive sets several requirements with regard to the assessment of the environmental impacts 
of medicinal products for human use. The risk assessment must include any risk relating to the 
quality, safety or efficacy of the medicinal product as regards patients' health or public health but also 
any risk of undesirable effects on the environment, including risk connected with the release of 
medicinal products containing or consisting of genetically modified organisms (GMOs). Applications 
for marketing authorisation must be accompanied by an evaluation of the potential environmental 
risks posed by the medicinal product, including reasons for any precautionary and safety measures to 
be taken for the disposal of waste products. The Directive sets specific information requirements for 
medicinal products are made from GMOs or contain GMOS, as well as regarding pharmacokintetics. 
 
Directive 2001/82/EC70 includes all the provisions relating to the production, placing on the market, 
distribution and use of veterinary medicinal products, as well as a marketing authorisation procedure. 
Application for authorisation can be made in several EU countries at the same time, and the holder of 
an authorisation in a Member State can also ask for its authorisation to be recognised in other EU 
countries. The definition of risks relating to use of the product also includes any risks of undesirable 
effects on the environment. Applications for marketing authorisation must contain tests assessing the 
potential risks posed by the medicinal product for the environment. The environmental risk 
assessments procedure differs depending on whether veterinary medicinal products are 
immunological and whether they contain or consist of GMOs. 

Tier 1 Questions 
 
• Risk assessment programme for chemical substances  
• Nanomaterials under REACH 
• Combination effects under REACH 
• Public availability of information 
• Contribution to an international toolbox for risk assessment 
• Role for industry in providing data 
• Harmonized risk assessment of pesticides and biocides  
• Risk assessment of medicinal and veterinary products 
• Risk assessment of substances in cosmetic products 
• Risk assessment for endocrine disruptors 
• Treatment of vulnerable groups in risk assessment 

Risk Assessment Programme for Chemical Substances  
 
In 2012, the main legislative tool for delivering chemical risk assessment in the EU is Regulation 
(EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning 
the Registration, Evaluation, Authorisation and Restriction of Chemicals71 (REACH), as foreseen 
under the 2001 Strategy for a Future Community Policy for Chemicals. The Regulation entered into 
force on 1 June 2007 and replaced and repealed the Dangerous Substances Directive and the 

                                                      
 
 
69 Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code 
relating to medicinal products for human use, OJ L 311, 28.11.2001, p. 67–128 
70 Directive 2001/82/EC of the European Parliament and of the Council of 6 November 2001 on the Community code 
relating to veterinary medicinal products, OJ L 311, 28.11.2001, p. 1–66 
71 Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the 
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), OJ L 396, 30.12.2006, p. 1–849 
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Dangerous Preparations Directive. Article 135 of REACH sets transitional measures regarding 
substances notified under Directive 67/548/EEC.  
 
Under REACH, manufacturers and importers of substances are required to submit a registration to the 
ECHA for each substance manufactured or imported in quantities of 1 tonne or above per year, with 
the registration dossiers to the hazard information and, where relevant, an assessment of the risks that 
the use of the substance may pose and how these risks should be controlled. The registration dossier 
represents the key tool through which crucial data on the hazards associated with substances, and 
where relevant exposure assessment and risk assessment, are generated by industry and then 
channelled from industry to regulators. The European Chemicals Agency (ECHA) manages the 
technical, scientific and administrative aspects of the REACH and CLP systems at Community level, 
ensuring proper implementation and managing information availability.  
 
In 2012, various aspects of REACH were reviewed in a process known as the REACH Review, 
including a number of studies on various aspects of REACH. The Commission published the 
conclusions of this process on 5th February 2013, in a report known as the “General REACH 
Review”72 and accompanies by a Commission Staff Working Document73. The report notes that 
“REACH is a key element of the EU's commitment towards the implementation plan adopted at the 
2002 World Summit on sustainable development which aims to ensure that, by 2020, chemicals are 
produced and used in ways that lead to minimisation of significant adverse effects on human health 
and the environment”. The report found that REACH functions well and delivers on all the objectives 
that can be assessed at this early stage of implementation. While the report identifies some needs for 
adjustment, in the interest of ensuring legislative stability and predictability the Commission decided 
not to propose any changes to the enacting terms of REACH. Nevertheless, time-bound goals are 
established in the report and need to be considered within the roadmap under section 9 of this report. 
The report on the REACH Review also identifies the need to reduce the costs of REACH for SMEs 
and sets out measures that will contribute to this goal. In addition, the report sets out opportunities for 
optimizing REACH implementation. Both the background studies that contributed to the REACH 
Review, as well as the concluding documents, are used as data sources in the analysis of how REACH 
contributes to the WSSD Goals.   
 
While REACH provides the main framework for chemical risk assessment in the EU, some uses of 
substances are exempt from REACH, as they are regulated under other EU legislation with specific 
requirements. A 2012 Milieu report74 conducted within the scope of the REACH Review compares 
REACH to 155 other EU legal acts regulating inter alia product safety and efficacy, environmental 
protection, workers’ protection and food safety, and compares the information requirements under 
REACH to those under other EU legislative acts involving risk assessment. The report focuses on 
identifying possible overlaps with other EU legislation that might constitute instances of double 
regulation. At the same time, the study detects a number of gaps in the coverage provided by REACH 
and the sectoral legislation. It also pinpoints specific interactions between REACH and other EU 
legislation that could lead to synergies.  
 

                                                      
 
 
72 European Commission (2013) General REACH Review, General Report on REACH Report from the Commission to the 
European Parliament, the Council, the European Economic and Social Committee and the Committee of the Regions,  
Brussels, XXX XXX […](2013) XXX draft, Commission, Brussels, Belgium 
73 European Commission (2013) Commission Staff Working Document Accompanying the document General Report on 
REACH, Report from the Commission to the European Parliament, the Council, the European Economic and Social 
Committee and the Committee of the Regions, Brussels, 5 February 2013, SWD(2013)25, European Commission, Brussels, 
Belgium 
74 Milieu (2012) Technical assistance related to the scope of REACH and other relevant EU legislation to assess overlaps, 
Final report under Service Contract 070307/2009/550863/SER/D3, Milieu, Brussels, available at: 
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/scope_en.htm    

http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/scope_en.htm
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The main mechanisms of REACH for delivering “science-based risk assessment procedures” as 
required under Paragraph 23 of JPOI are considered below. In addition, a limited hazard assessment 
takes place under the CLP Regulation75, and this is considered under indicator 3 on the GHS. 
 
Chemical Risk Assessment under REACH  
 
REACH is very wide in its scope covering all substances whether manufactured, imported, used as 
intermediates or placed on the market, on their own, in preparations or in articles. In addressing the 
gaps of the baseline line year, REACH creates a single system for both “existing” or phase in 
substances and “new” or non-phase in substances (i.e. those not produced or marketed prior to the 
entry into force of REACH).  
 
Some general exemptions include radioactive substances, the carriage of dangerous substances, waste, 
substances subject to customs supervision, non-isolated intermediates and substances used in the 
interests of defence (the latter being within the competence of the Member States). In addition, 
REACH sets up exemptions to Registration for substances used in medicinal products for human or 
veterinary use, active substances used in plant protection and biocidal products and in food or 
feedstuffs. The risk assessment procedures under specific EU legislation for these uses are considered 
separately below.  
 
A range of low risk and naturally occurring substances (in Annexes IV and V), and under certain 
conditions, substances registered and exported and re-imported in the EU or recovered in the EU and 
on-site isolated intermediates and transported isolated intermediates are also exempted from re-
registration. Substances manufactured in the Community or imported for the purpose of product and 
process orientated research and development (PPORD) are exempt for a period of five years from the 
obligation to register under standard registration or as intermediates.76 Polymers are also exempt from 
the requirement to register, (since they considered to usually not be very hazardous), but in certain 
circumstances monomers in polymers have to be registered. Here it should be noted that a range of 
policy options for information requirements for polymers under REACH have been assessed in a RPA 
study77 as part of the 2012 REACH Review. The aim of the project was to review possible ways of 
selecting polymers for registration in a practicable and cost-efficient way and on the basis of sound 
technical and valid scientific criteria.78  
 
The requirement for REACH registration applies to all substances manufactured or imported in 
quantities at the threshold of one tonne per year or more. It has been noted that highly toxic or 
ecotoxic substances produced or imported at below 1 tonne may cause more problems than a less 
toxic substance produced or imported in much larger volumes and the exclusion from REACH of 
substances in this tonnage band is seen as one of the compromises that were made in order to facilitate 
implementation of the legislation79. 
 

                                                      
 
 
75 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, 
labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and 
amending Regulation (EC) No 1907/2006, OJ L 353, 31.12.2008, p. 1-1355   
76 PPORD is defined as ‘any scientific development related to product development or the further development of a 
substance, on its own, in mixtures or in articles in the course of which pilot plant or production trials are used to develop 
the production process and/or to test the fields of application of the substance.’ 
77 RPA, Milieu, GNOSYS and ARCHE, 2013, Review of REACH with regards to the registration requirements for polymers and 
1-10 tonnes substances, RPA, UK 
78For further details see:  
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/registration_requirements_en.htm 
79 Rudén C and Hansson SO (2010) Registration, Evaluation, and Authorization of Chemicals (REACH) Is but the First Step–
How Far Will It Take Us? Six Further Steps to Improve the European Chemicals Legislation, Environmental Health 
Perspectives, Vol. 118(1): 6–10 
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If a company fails to register a substance it means that this company is no longer allowed to 
manufacture or import this substance. Registration applies to substances on their own, substances in 
mixtures and certain cases of substances in articles. Manufacturers and importers are required to 
submit: 
 

• a technical dossier, for substances in quantities of 1 tonne or more, and 
• a chemical safety report, for substances in quantities of 10 tonnes or more. 

The deadlines for REACH registration depends on the tonnage band of a substance and the 
classification of a substance. Substances can be categorized into two groups under REACH: phase-in 
substances and non phase-in substances. Each group has different REACH registration deadlines, 
presented in figure 9 below.  

Phase-in substances (existing substances) enjoy benefits of extended registration deadlines if pre-
registered before Dec 2008. The principle is that the higher the tonnage, the earlier the registration 
deadline, with priority given to substances on the basis of hazard. Non phase-in substances (new 
substances) need to be registered immediately before being placed in the EU market.  

Registration requirements for phase-in/existing substances are staggered by tonnage to make the 
process manageable for both industry and regulators, with the deadlines for submission of 
registrations as follows: 
 

• 1 December 2008 for pre-registration of phase-in substances. Pre-registration was a requisite 
to benefit from the extended registration deadlines foreseen for these substances. Potential 
registrants who, for the first time after 1 December 2008, manufacture or import a phase-in 
substance in quantities of one tonne per year or more can still submit certain information to 
ECHA (late pre-registration) and benefit from the extended deadlines.  

• 30 November 2010 for substances produced or imported in quantities of ≥ 1,000 t/yr AND 
substances classified as CMR1/2 produced or imported in quantities ≥1t/yr AND R50/53 
produced or imported in quantities ≥100 t/y,  

• 31 May 2013 for substances produced or imported in quantities of ≥ 100-<1,000 t/yr, and  
• 31 May 2018 for substances produced or imported in quantities of ≥ 1-<100 t/yr. 

 
The annual tonnage refers to metric tons per manufacturer or importer, not to the total volume 
manufactured or imported. 
 
  



82 
 

Figure 9: REACH registration deadlines 

 
 
 
Source: Website of the Chemical Inspection and Regulation Service, available at: http://w/ww.cirs-
reach.com/reach/REACH_Registration_Deadlines.html  
 
The specific information requirements of the technical dossier are tiered according to the tonnage 
volumes of a substance placed on the market. The higher the tonnage, the more information on the 
intrinsic properties of the substance is required.80 Thus production volumes rather than hazard criteria 
are the criteria for priority setting for information requirements under REACH. At a minimum, this 
includes information on substance identity, physicochemical properties and any available 
(eco)toxicity data, and, depending on tonnage, may include data on: mammalian toxicity; ecotoxicity; 
environmental fate, including abiotic and biotic degradation; information on manufacture and uses as 
well as risk management measures. The information requirements under REACH by tonnage band are 
presented in table 4 below.  
 
  

                                                      
 
 
80 Information requirements and possible adaptations are set out in the Annexes VI to XI of REACH. 

http://www.cirs-reach.com/reach/REACH_Registration_Deadlines.html
http://www.cirs-reach.com/reach/REACH_Registration_Deadlines.html
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Table 4: Information requirements by tonnage band 

Tonnage band Information Requirements 
≥1-10 tonnes Phase in non-Annex III*: information on physicochemical properties including state at 20°C and 

101.3 kPa, melting/freezing point, boiling point, relative density, vapour pressure, surface tension, 
water solubility, octanol/water partition coefficient, flash point, flammability, explosive properties, 
self-ignition temperature, oxidizing properties, and granulometry. 
Non-Phase in & phase in meeting Annex III criteria: information on physicochemical properties as 
above AND acute (oral) toxicity, in vivo skin sensitization, one in vitro test for gene mutations in 
bacteria (further mutagenicity tests can be required in case of a positive result), acute toxicity to 
algae and Daphnia, and biotic degradation (ready biodegradability) (REACH annex VII), results from 
in vitro testing of eye and skin irritation 

≥10 tonnes Requirements for lower tonnage bands AND REACH annex VIII: in vivo skin and eye irritation, acute 
mammalian toxicity (second route in addition to oral route), acute toxicity to fish and 
microorganisms (activated sludge respiration inhibition), data on hydrolysis, an 
adsorption/desorption screening study, and an in vitro cytogenicity test using mammalian cells or an 
in vitro micronucleus test. If the mutagenicity tests performed are negative, then an in vitro gene 
mutation study using mammalian cells is also required. If a positive result is obtained in any of the 
tests, then further in vivo mutagenicity studies “shall be considered”. In addition to these tests, a 
28-day repeated-dose mammalian toxicity test and screening for reproductive toxicity can be 
required, but these tests are not mandatory and testing can be waived based on, for instance, the 
magnitude and nature of human exposures. 

≥100-1000 tonnes Requirements for lower tonnage bands AND REACH Annex IX: fate and behavior (bioaccumulation, 
simulation testing, and identification of degradation products), long-term toxicity to fish (OECD test 
guidelines 210, 212, or 215; OECD 1992, 1998, 2000), and Daphnia, short-term toxicity to terrestrial 
organisms and plants, subchronic toxicity to mammals (90 days of exposure), developmental toxicity 
(OECD test guideline 414; OECD 2001a), and a two-generation reproductive toxicity study (OECD 
test guideline 416; OECD 2001b)  

≥1000 tonnes + Requirements for lower tonnage bands AND REACH annex X: additional (long-term) effect data on 
sediment living organisms, terrestrial organisms, and plants can be required, as well as additional 
data on bird reproduction and a carcinogenicity study 

 
* Phase-in substances are substances that were regulated under DSD. Substances meeting the REACH Annex III criteria are 
subject to stricter data requirements. REACH Annex III criteria are a) Substances that are predicted by the application of 
(quantitative) structure–activity relationships [(Q)SAR] or other evidence to be likely to meet the criteria for category 1A or 
1B classification for carcinogenicity, mutagenicity, or reproductive toxicity (under DSD) or the criteria for persistent, 
bioaccumulating, and toxic substances (PBT), or the criteria for very persistent and very bioaccumulating (vPvB) substances 
(under REACH Annex VIII) b) Substances that both i) have dispersive or diffuse (consumer) use(s) and ii) are predicted [by 
the application of (Q)SAR or other evidence] to be likely to meet the classification criteria for any human health or 
environmental effects end points under DSD 
 
The information requirements for 1-10 tonne substances are quite limited, in particular for phase in 
substances that do not meet the REACH Annex III criteria. Even for those substances that do meet 
these criteria, the information provided may be insufficient to allow for effective classification of 
these substances under CLP Regulation. In turn, risk management measures under environment, 
consumer and occupational health and safety legislation may not be implemented in full. The lower 
data requirements for these substances are based on the assumption that human (occupational, 
consumer and via the environment) and environmental exposure to 1 to 10 tonne substances will be 
lower than for high production volume substances. It is of note that the possibility to extend the 
information requirements for substances manufactured or imported at 1 tonne and below 10 tonnes 
has been assessed under an RPA study81 as part of the 2012 REACH Review, with particular 
consideration of the latest developments in alternative hazard information generation methodologies.   
 
A chemical safety report (CSR) is required for substances manufactured or imported in quantities 
starting at 10 tonnes and must be submitted as part of the registration dossier. The CSR documents the 

                                                      
 
 
81 RPA, Milieu, GNOSYS and ARCHE, 2013, Review of REACH with regards to the registration requirements for polymers and 
1-10 tonnes substances, RPA, UK 
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results of the chemical safety assessment (CSA), the main tool for delivering chemical risk assessment 
under REACH. The aim of the CSA is to define the conditions of use under which the risks posed by 
a specific substance can be posed. The CSA includes the following steps: 
 

• Collection and generation of information on intrinsic properties of the substance; 
• Human health hazard assessment;82 
• Physicochemical hazard assessment; 
• Environmental hazard assessment; and 
• Persistent, Bioaccumulative and Toxic (PBT) and very Persistent and very Bioaccumulative 

(vPvB) assessment. 
 
If, after these steps, the conclusion is that the substance is PBT or vPvB, or meets the criteria for 
classification as dangerous according to Directive 67/548/EEC or Directive 1999/45/EC, the 
following steps are also needed: 
 

• Exposure assessment 
• Risk characterisation 

 
Exposure assessment includes the development of exposure scenarios and exposure estimation. 
Exposure scenarios are sets of conditions that describe how substances are manufactured or used 
during their life-cycle and how the manufacturer or importer controls, or recommends to control, 
exposures of humans and the environment. The exposure scenarios must include the appropriate risk 
management measures and operational conditions that, when properly implemented, ensure that the 
risks from the uses of the substance are adequately controlled. Exposure scenarios need to be 
developed to cover all “identified uses” which are the manufacturers’ or importers’ own uses, and 
uses which are made known to the manufacturer or importer by his downstream users and which the 
manufacturer or importer includes in his assessment. Relevant exposure scenarios will need to be 
annexed to the safety data sheets (SDS) that will be supplied to downstream users and distributors and 
ensure the dissemination of information on how to safely use chemicals. Importantly, under the 
human health hazard assessment, registrants will identify Derived No-Effect levels (DNELs), 
concentration thresholds above which human should not be exposed to the substance. DNELs are also 
included in the SDSs, which go on to serve a particular function in implementation of EU OHS 
legislation and are further discussed under the review of progress under indicator 10.  
 
A 2012 RPA report83 on the health and environmental benefits of REACH supported the hypothesis 
that CSA should lead to safer use as new or more stringent risk management measures than those 
currently in place are recommended by registrants to their downstream supply chains. They argue that 
this should lead to benefits for workers, to the environment (through reduced emissions) and to the 
general public through reductions in exposures. 
 
The 2012 RPA report also finds that information generated under REACH is resulting in changes in 
classification, with the majority of these being more restrictive classifications, in particular endpoints 
such as acute toxicity, sensitisation, reproductive toxicity and aquatic toxicity (acute and chronic). 
They found that the percentages classified after registration increased across all of the endpoints being 
considered, and suggest that the reliability of classifications is improving with increased information 
on substances properties. Since classifications then drive the need for a CSA (at 10 + tonnes) 
including exposure scenarios and recommended risk management measures in their extended Safety 
Data Sheets (eSDS), this will increase available information on safe chemicals management.  
                                                      
 
 
82 In the case of uses in cosmetic products and food contact materials, the CSA need not considering risks to human health 
as this is already completed under other legislation.  
83 RPA, 2012, Assessment of health and environmental benefits of REACH, ENV.D.3/SER/2011/0027r, available at: 
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm  

http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm
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It is therefore clear that REACH Registration requirements are contributing to the “expansion and 
acceleration of international assessment of chemical risks”84. Both the technical dossiers and, where 
relevant, the CSR will contributed significantly to increasing the availability of information on the 
hazards and risks associated with the different uses of chemical substances. However, under REACH 
production volume are be the main priority-setting criterion for testing requirements, and not hazard 
criteria. This system for priority setting has been criticised as a severe weakness in REACH.85 The 
requirement to undertake a full risk assessment within the context of the CSA is triggered by a 
combination of tonnage (i.e. 10 tonnes +) and hazard criteria (i.e. PBT, vPvB, dangerous) and 
therefore only partly responds to the call under Chapter 19 for the prioritisation of chemicals for risk 
assessment on the basis of hazard.  
 
Chapter 19 specifically notes that data are missing for high-volume chemicals and the tiered 
information requirements for different tonnage bands under REACH prioritises chemicals on the basis 
of their production volume, arguably therefore focussing greater resources on those substance for 
which exposure is likely to be higher. At the same time, there are presumably substances that are 
produced or placed on the market at below 10 tonnes that exhibit hazardous properties, and for these 
substances a full risk assessment is not conducted. It is possible that such substances can be identified 
as being a substance of very high concern (SVHC) under REACH, in which case additional measures 
are foreseen to reduce risk, namely Authorisation and Restrictions (see discussion under indicator 6) . 

Nanomaterials under REACH 
 
There has been considerable discussion in the EU regarding the application of the REACH 
registration requirements to nanomaterials, particularly since the REACH text does not specifically 
mentioned nanomaterials or nanoforms of substances. In co-operation with the Competent Authorities 
for REACH and CLP (CARACAL) subgroup on nanomaterials86 the Commission clarified in a 2008 
paper87 the coverage of nanomaterials under REACH, stating specifically that nanomaterials (i.e. 
substances at the nanoscale) are covered by REACH, and that nanomaterials include aggregates and 
agglomerates. In addition, in 2011 the Commission provided a definition of nanomaterials88, to be 
used in the adoption and implementation of legislation and policy. The definition is provided in box 4 
below.  
 
Box 4: Commission Definition of Nanomaterial following Recommendation 2011/696/EU 

• ‘Nanomaterial’ means a material containing particles where for 50 % or more of the particles in the 
number size distribution, one or more external dimensions is in the size range 1 nm-100 nm  

• Includes aggregates and agglomerates 
• In specific cases and where warranted by concerns for the environment, health, safety or 

competitiveness the number size distribution threshold of 50 % may be replaced by a threshold 
between 1 and 50%  

 
In determining whether their dossier covers nanomaterials following the definition, REACH 
registrants will need to characterise the nanoform using data on particle size distribution and/or 
surface area. While a range of methods are available to characterise nanomaterials they yield different 
results, meaning that data reporting must refer to methods.  
 
                                                      
 
 
84 Programme A, Chapter 19, Agenda 21 
85 Hansson SO and Rudén C (2006) Priority setting in the REACH system, Toxicological Sciences Vol.90(2): 304-308 
86 "CASG Nano", composed of Member States and stakeholder experts 
87 European Commission (2008) Nanomaterials in REACH, CA/59/2008 rev.1, Brussels 
88 Commission Recommendation 2011/696/EU of 18 October 2011 on the definition of nanomaterial, OJ L 275 , 
20/10/2011 pp. 38-40 
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A 2009 study89 completed by the JRC under the ENRHES Project (Engineered Nanoparticles: Review 
of Health and Environmental Safety) sought to undertake a REACH CSA following the 2008 ECHA 
Guidance for four classes of nanomaterials, namely metals, metal oxides, fullerenes and carbon 
nanotubes (CNT). The study found that the currently available database for both hazard and exposure 
for nanomaterials is severely limited, generating high uncertainties in any conclusion on possible 
risks. They supported a case by case assessment for nanoforms of nanomaterials. The study concludes 
that the main risk to the environment is expected from metals and metal oxides, especially for algae 
and Daphnia, due to exposure to both particles and ions. At the same time, the authors highlight 
considerable uncertainties in any conclusion on risk, due to data limitation, and urge that the results 
should not be used for regulatory decision-making. Regarding ECHA’s 2008 Guidance, the authors 
noted that the guidance was developed without considering the specific behaviour and the mode of 
action of nanomaterials 
 
In addition, European Commission’s Scientific Committee for Emerging and Newly Identified Health 
Risks (SCENIHR) have pointed out that amendments have to be made to the 2003 Technical 
Guidance for risk assessment of chemicals “due to the physico-chemical properties of nanoparticles, 
their behaviour and their potential adverse effects are not solely dependent on exposure in terms of 
the mass concentration”90. 
 
Initial experience regarding the inclusion of nanomaterials under REACH dossiers to date is reviewed 
in box 5 below, with a 2012 Joint Research Centre (JRC)/ECHA reporting finding coverage on 
nanomaterials to be inadequate and inconsistent.  
 
Box 5: Initial experience with the coverage of nanomaterials in REACH registration dossiers 

In 2012, JRC and ECHA published a report under their joint NANO SUPPORT Project entitled “Scientific technical support on 
assessment of nanomaterials in REACH registration dossiers and adequacy of available information”. The report 
summarised the outcomes of an assessment of 25 REACH dossiers covering nanomaterials that were submitted by the 
2010 registration deadline.  
 
All but 3 of the dossiers were registered according to the highest tonnage level of > 1000 tpa. Eight registrations took the 
approach of covering nanomaterials as a nano dossier within the bulk dossier, 12 were nanomaterials specific (i.e. with no 
consideration of the bulk form) and five addressed a nanotail (i.e. granulometry shows presence of a size fraction below 
100 nm).  
 
In conclusion, the report found an insufficient description of nanoforms. Information that would be required to identify 
nanomaterials according to the COMM definition was generally not included in the REACH dossiers (although it must be 
noted that this was not an explicit requirement). Different forms (i.e. bulk versus nanoforms) were not addressed 
transparently throughout dossier, including on discussion of endpoints, manufacturing process, classification and labelling, 
uses, as well as possible exposure assessment and risk characterisation. 
 
The NANO SUPPORT Project is on-going, with the JRC and ECHA currently assess the need for REACH adaptation to 
nanomaterials. The report is available at: http://ec.europa.eu/environment/chemicals/nanotech/pdf/jrc_report.pdf  
 
In recognition of limitations in applying the 2008 ECHA Guidance to nanomaterials and in order to 
drawn in work from scientific research, in 2009 the Commission launched a REACH Implementation 
Project on Nano (RIPoN). This resulted in the generation of targeted guidance on Information 

                                                      
 
 
89 Stone et al. 2009. Engineered nanoparticles: review of health and environmental strategy” ENRHES, JRC, also 
summarised in Aschberger K, Micheletti C, Sokull-Klüttgen B, Frans M. Christensen FM. 2011. Analysis of currently available 
data for characterising the risk of engineered nanomaterials to the environment and human health — Lessons learned 
from four case studies, Environment International, 37(6): 1143-1156 
90 Scientific Committee for Emerging and Newly-Identified Health Risks, The appropriateness of the risk assessment 
methodology in accordance with the Technical Guidance Documents for new and existing substances for assessing the risks 
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Requirements91 and Chemical Safety Assessment92 for nanomaterials under REACH.  In April 2012, 
ECHA drew on these outputs to update the 2008 guidance with appendices on nanomaterials, 
specifically updating Chapters R.7a, R.7b and R.7c of the Guidance on Information Requirements and 
Chemical Safety Assessment93.  The recommendations cover endpoint specific guidance, dose-
response for human health and the environment and occupational exposure estimation. At this point 
(June 2013), there is no nano-specific guidance for environmental exposure estimation.   
 
As noted in the RIPoN2, in situ approaches for environmental hazard and exposure assessment of 
nanomaterials are not validated, nor are solid quantitative structure activity relationships (QSARs) for 
nanomaterials on which to base such models. Several studies have highlighted the needs for targeted 
approaches for risk assessment for nanomaterials and research is active in this area. 
 
However, due partly to a lack of hazard (in particular data on the physic-chemical properties of 
different nanoforms) and exposure data on nanomaterials and partly to the inapplicability of some test 
methods (in particular sample preparation and dosimetry) to these novel materials, conducting a CSA 
under REACH for specific nanomaterials remains very challenging.94 In a recent Communication on 
“Second Regulatory Review on Nanomaterials”,95 the Commission noted that these findings can 
partly be explained by the absence of detailed guidance to registrants on registration for nanomaterials 
and the general wording of the REACH annexes. The Communication identified REACH as the best 
framework for addressing nanomaterials, stated that current risk assessment approaches are applicable 
and called for a case by case approach to risk assessment for nanomaterials. The accompanying 
Commission Staff Working Paper on the “Types and uses of nanomaterials, including safety 
aspects”96 notes that “mainly as a result of the lack of exposure data, risk characterisation and 
combining hazard and exposure data necessarily remains at a very preliminary and qualitative level.” 
The Commission committed to reviewing regulatory options in the context of the REACH Review, in 
particular possible amendments of REACH annexes, to ensure clarity on how nanomaterials are 
addressed and safety demonstrated in registrations. 
 
A 2013 report by three German competent authorities on nanomaterials (UBA, BfR, BAUA)97, calls 
for separate reporting obligations for nanomaterials, covering data requirements, documentation, 
evaluation, authorisation, restriction and other aspects of REACH. They argue that the diversity of 
“individual nanoforms of a substance must be taken duly into account when defining the obligations” 
and call for lower tonnage thresholds to ensure that data is provided for separately registered 
nanomaterials. The report suggests limited requirements for nanomaterials produced in smaller 
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volumes, with some tests waived through by referencing between bulk substances and nanoforms. 
They also call for clarification of test procedures and obligations for surface-treated nanomaterials. 
Addressing these elements, in particular the threshold issue, would go beyond the review of REACH 
annexes and require the Regulation to be opened.  
 
In addressing data gaps in the short term, the Commission Communication indicates that the 
Commission will create a web platform with references to all relevant information sources on 
nanomaterials, including existing registries on a national or sector level.  The work towards a 
harmonized European web platform will draw on the recommendations of a 2010 RIVM project98. 
The Commission is to establish a first version mainly based on links to available information as soon 
as possible, and will assist in the development of harmonised data formats in order to facilitate 
information exchange.  
 
At the same time, and in response to the call by the Parliament for an evaluation of the need for 
notification requirements for all nanomaterials, the Commission will be launching an impact 
assessment “to identify and develop the most adequate means to increase transparency and ensure 
regulatory oversight, including an in-depth analysis of the data gathering needs for such purpose”. 
The Communication notes that this analysis will include those nanomaterials currently falling outside 
existing notification, registration or authorisation schemes. Work on data gathering for nanomaterials 
in the form of an EU Registry is due to commence in the second half of 2013, with finalization 
foreseen for 2014 or early 2015. 
 

Combination Effects under REACH 
 
It is important to note that the risk assessment under REACH essentially considers the risks of single 
substances in isolation, and does not consider the effects of substances acting in combination. This 
overlooks the normal situation whereby chemicals interact and present combined exposure to the 
environment and to humans. Indeed, 90-95% of all chemicals on the European market are 
preparations, i.e. mixtures of chemical substances. They include: industrial chemicals, such as 
solvents and coatings; petrochemicals, such as fuels and lubricants; agricultural chemicals such as 
pesticides; consumer products, such as detergents and disinfectants; and many others.99 Considering 
that there are 30,000 to 50,000 chemicals marketed in the EU, and an estimated 50,000 chemicals 
present in surface waters100, the potential for mixture effects is considerable. 
 
The combination effect undermines the traditional risk assessment paradigm of a threshold dose 
below which a chemical fails to produce effects, since every similarly acting chemical in a 
combination contributes to the overall mixture effect, in proportion to its potency and dose. Whether 
the individual doses are also effective on their own becomes immaterial, and even doses below 
thresholds are of relevance. In particular, robust evidence exists of the combination effect for 
EDCs.101  
 
In 2009, Sweden initiated a discussion on chemical combination effects in the European Council, 
following which the Council adopted conclusions on the combination effects of chemicals102. The 
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conclusions invite the Commission to assess how and whether existing legislation addresses this 
problem and to suggest appropriate modifications and guidelines. 
 
In 2010, KEMI followed up with a report entitled “Hazard and risk assessment of chemical mixtures 
under REACH”103. The report notes that “independent of the specific chemical composition of a 
particular mixture, the exposed organism or biological endpoint under observation: the joint toxicity 
of a chemical mixture is always higher than the individual toxic effect of even the most potent 
compound present”. It further states that REACH does not currently provide a mandate for 
considering the toxicity of so-called “coincidental” mixtures of industrial chemicals – 
multicomponent cocktails that are found in the environment or the human body as a result from the 
concurrent use of different chemicals in a given area. The report considers two options for the risk 
assessment of “coincidental mixtures” within the context of REACH, namely (a) a default mixture 
assessment factor (MAF) and (b) scenario specific cumulative risk assessments. The actual 
implementation of these options is currently hampered by substantial knowledge gaps, mainly data 
limitations. In particular, data on “typical” exposure scenarios involving REACH-chemicals is 
missing.  
 
A 2010 Special Issues of DG Environment’s New Alert Service104 looked specifically at Combination 
effects of chemicals, noting that living organisms face an intricate array of physical, chemical and 
biological environmental stressors that vary in space and time. The issue reports on a biology-based 
method developed under the NoMiracle Project for assessing combination effects, whereby the 
interaction of mixtures with biological processes is assessed. This receptor-oriented approach puts the 
exposed individual, population or ecosystem at the heart of assessment, recognising that the 
physiology and behaviour of the receptor are important drivers of cumulative risks. In addition, an 
article within the issue entitled ‘Integrating chemical mixture assessments into REACH and the WFD’ 
suggests steps to limit the mixtures to be assessed based on the ‘PEC/PNEC’ ratio, e.g. for compounds 
with ratios larger than 0.1. It recommends using Concentration Addition as a default assessment 
method of mixtures within REACH, a method based on the concentrations and properties of 
individual chemicals within the mixtures. 
 
KEMI, the Swedish Chemicals Agency, reiterated the call for an enhanced and harmonised 
methodology for dealing with combination effects in risk assessment in a 2012 report105.  

In May 2012, the Commission published a Communication from the Commission on Combination 
effects of Chemicals (Chemical mixtures)106, committing to launching a new process to ensure that 
risks associated with chemical mixtures are properly understood and assessed. Under the new 
approach, the Commission will identify priority mixtures to be assessed and ensure that the different 
strands of EU legislation deliver consistent risk assessments for such priority mixtures. The 
Commission will also tackle some of the data and knowledge gaps to improve understanding of the 
mixtures to which people and the environment are exposed. 

Public Availability of Information 
 
The public availability of data generated under REACH and CLP, crucial in terms of serving the 
information needs international community and specifically called for under Chapter 19, is considered 
in detail under the assessment of EU progress under indicator 2. 
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Contributing to the international toolbox for risk assessment 
 
With the aim of providing industry with the relevant tools to meet commitments under REACH, 
ECHA has generated extensive guidance on REACH. The guidance documents were drafted and 
discussed within the REACH Implementation Projects (RIPs) led by the European Commission 
services, involving stakeholders from Member States, industry and non-governmental organisations. 
These guidance documents can be obtained via the website of the European Chemicals Agency.107 In 
particular, the 2008 ECHA Guidance on Information Requirements and Chemical Safety Assessment 
specifically meets the call under Chapter 19 for guidelines on exposure assessment that distinguishes 
between occupational, consumer and environmental exposure. In addition, the ECHA website 
provides example of exposure scenarios.108  
 
It is also worth noting that ECHA has responded to recent discussions regarding the emerging risks 
from nanomaterials by reviewing the potential application of the CSA methodology and the REACH 
information requirements to nanomaterials in the targeted RIPoN, with outputs available on the 
website of DG Environment.109 The outcomes of this project have been summarised in a series of 
appendices to the 2008 ECHA Guidance on Information Requirements and Chemical Safety 
Assessment.110 In addition, a recent study by the Joint Research Centre provides an overview of 
available measurement techniques for characterising nanomaterials.111  

Role for industry in providing data 
 
REACH Article 1 states that “the Regulation is based on the principle that it is for manufacturers, 
importers and downstream users to ensure that they manufacture, place on the market or use such 
substances that do not adversely affect human health or the environment.” REACH requires that the 
manufacturers and importers of substances obtain information on the substances they manufacture or 
import and use this information to assess the risks arising from the uses and to ensure that risks are 
properly managed. This process is documented in the registration dossier that manufacturers and 
importers of substances are required to submit to ECHA for each substance manufactured or imported 
in quantities of 1 tonne or above per year. However, a recent publication entitled “Identifying the 
Bottlenecks in REACH Implementation”112 by Client Earth and the European Environmental Bureau 
(EEB) accuses industry of attempting to undermine the REACH system in a number of ways, 
including:  
 

• giving an unclear identification to a substance so that several substances can be registered 
under one dossier (with a considerable saving in costs);  

• unduly claiming that the substance is an intermediate (as the information requirements are 
simplified); and  

• submitting very poor quality dossiers including irrelevant information or empty fields.  
 
The report argues that this had led to missing information for substance on the market and has 
impeded decision making on restrictions and authorisations. This suggests implementation issues exist 
and enforcement of requirements is needed.  
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CLP places a responsibility on manufacturers, importers and downstream users to undertake hazard 
classification of the substances and mixtures that they place on the market and to communicate 
hazards on the form of labelling.  
 
Paragraph 8 of the Preamble to Regulation (EC) No 1107/2009 concerning the placing of plant 
protection products on the market states that the “regulation should ensure that industry demonstrates 
that substances or products produced or placed on the market do not have any harmful effect on 
human or animal health or any unacceptable effects on the environment”, in the form of a summary 
and a complete application dossier.   
 
As such, REACH, CLP and Regulation (EC) No 1107/2009 meet the objective set out under Chapter 
19 of ensuring the active participation of industry in gathering data for risk assessment and providing 
data to government authorities. The EEB report suggests that there are quality issues with the REACH 
registration dossiers that should be addressed.  

Harmonized risk assessment of pesticides and biocides 
 
Regulation (EC) No 1107/2009 concerning the placing of plant protection products on the market113 
(PPPR) has applied in the EU from 14 June 2011, and as such is very recent. The Regulation 
establishes a dual system, whereby the Commission approves the active substances contained in the 
products and the Member States authorise the products on their territory and ensure compliance with 
EU requirements.  
 
With regards to the approval of active substances, the PPPR requires a risk assessment to be 
undertaken for relevant substances (active substances, safeners and synergists) and mixtures, before 
they can be approved for a maximum of 10 years. With a few exceptions, active substances, safeners 
or synergists that are classified as CMR category 1A or 1B under CLP, or as having endocrine 
disrupting properties, or that are considered as a POP, PBT, or vPvB cannot be approved, the so called 
“cut off” criteria. As such, hazard-based criteria act as a gatekeeper for the placement of plant 
protection products on the market in the EU. It is also important to note that Article 4 states that the 
residues of plant protection products “shall not have any harmful effects on human health, including 
that of vulnerable groups, or animal health, taking into account known cumulative and synergistic 
effects where the scientific methods accepted by the Authority to assess such effects are available”. 
This requires an assessment of the cumulative or cocktail effects of the substances, where methods are 
available.   
 
The risk assessment for active substances, safeners and synergists looks at impacts, after the placing 
of the substance or product on the market, on the general population, including vulnerable groups. In 
addition, the assessment should determine the threshold above which the concentration of active 
substances in plant protection products in food products presents a risk for humans and animals, with 
the aim of informing EFSA who then issue opinions on maximum residue limits (further discussed 
under Tier 3 questions for this indicator).The risk assessment is carried out by the Member States 
competent authorities (the Rapporteur Member State, RMS) based on the information supplied by the 
applicant and summarised in a Draft Assessment Report (DAR), for which a common format is 
agreed between the EU and the OECD.114 EFSA reviews the DAR and subsequently adopts 
conclusions as to whether or not the substance meets the requirements of the Regulation. The 
approval or non-approval of the active substance is decided on the basis of the assessment report and 
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the EFSA conclusions, by adopting an approval regulation or a non-approval decision upon proposal 
of the Commission. Substances that are approved for use are included on the EU Pesticides database, 
which provides updated information on the authorisations and withdrawal of plant protection products 
in the EU Member States.115  
 
Authorisation for placing a plant protection product on the market in a Member State are for a period 
not exceeding 1 year from the date of expiry of the approval of the active substances, safeners and 
synergists contained in the product, with the period therefore depending upon when the authorisation 
is granted. A Member State may review an authorisation at any time if it no longer complies with one 
of the pre-conditions for placing on the market and should this be the case, withdraw or amend the 
authorisation. Following the principle of mutual recognition established in PPPR, the holder of an 
authorisation is authorised to place the product on the market in another Member State insofar as the 
agricultural, plant health and environmental conditions are comparable. However, the relevant 
Member State may provisionally limit or ban the movement of a product on its territory if the product 
in question presents a risk to human or animal health, or to the environment. Mechanisms to promote 
substitution of the most hazardous active substances are considered under indicator 6 on substitution.  
 
The new PPPR therefore delivers on the call under Chapter 19 for regional work on the harmonized 
evaluation of pesticides, by establishing a common risk assessment procedure for authorisation that 
allows Member States the flexibility to limit market access based on local conditions.  
 
There is currently controversy surrounding the impacts of uses of neonicotinoid pesticides on bee 
populations, with scientists calling for bans. In a 2012 report116 for the European Parliament,  
researchers conclude that the risk to bees from neonicotinoids is such that the chemicals should be at 
least partially banned, following the “precautionary principle”, as inscribed in the PPPR. In response, 
a 2013 industry-funded study117 argued that a ban on neonicotinoids could cost €17bn over a five-year 
period and lead to the loss of over 60,000 jobs across the entire economy, with a drop in yields for 
crops such as maize, winter wheat, barley and sugar beet drop by 20-40%.118 In January 2013, the 
EFSA completed two review studies on neonicotinoids and bees, with a view to providing advice to 
the European Commission. EFSA recommended that three neonicotinoids (clothianidin, imidacloprid 
and thiamethoxam) should not be used on flowering crops attractive to honey bees, identifying "high 
acute risks" for bees exposed to dust in several crops such as maize, cereals and sunflower, to residue 
in pollen and nectar in crops like oilseed rape and sunflower and to guttation in maize.119  
 
In response, the Commission adopted a Regulation (EU) No 485/2013120 to restrict the use of the three 
pesticides, clothianidin, imidacloprid and thiametoxam, for a period of 2 years. As of 1 December 
2013, the regulation restricts the use of clothianidin, imidacloprid and thiametoxam for seed 
treatment, soil application (granules) and foliar treatment on bee attractive plants and cereals. The 
remaining authorised uses are available only to professionals. Exceptions will be limited to the 
possibility to treat bee-attractive crops in greenhouses, and in open-air fields only after flowering. As 
soon as new information is available, and at the latest within 2 years, the Commission will review the 
conditions of approval to take into account relevant scientific and technical developments.121 
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In May 2013, EFSA published the outcome of an expert risk assessment which concluded that the 
insecticide fipronil poses a high acute risk to honeybees when used as a seed treatment for maize, 
EFSA was asked by the Commission to perform a risk assessment of fipronil, paying particular regard 
to the acute and chronic effects on colony survival and development and the effects of sublethal doses 
on bee mortality and behaviour. EFSA said that certain uses of the chemical on maize posed a high 
acute risk to bees. The European Commission will meet with member states in mid-July 2013 to 
discuss whether to bring forward a proposal to restrict the use of the pesticide fipronil in the EU.  
 
Finally, in 1993 the European Commission launched the work programme on the Community-wide 
review for all active substances used in plant protection products within the EU. In this review 
process, each substance had to be evaluated as to whether it could be used safely with respect to 
human health (consumers, farmers, local residents and passers-by) and the environment, in particular 
groundwater and non-target organisms, such as birds, mammals, earthworms, bees. There were about 
1 000 active substances (and tens of thousands of products containing them) on the market at the time 
the Directive was adopted. The review programme was finalised in March 2009 when the last 
decisions were taken. This review provides assurances that the substances currently on the market are 
acceptable for human health and for the environment, in accordance with European-wide criteria. This 
process provides an example of how the EU is acting on the call under Chapter 19 for reviews of 
authorisation of previously accepted pesticides based on new scientific data. 
 
While Directive 98/8/EC concerning the placing of biocidal products on the market has been amended 
three times since the baseline year, the approach to risk assessment remains essentially the same as in 
2002. However, on 22 May 2012 Regulation (EU) No 528/2012 concerning the making available on 
the market and use of biocidal products122 was adopted and will repeal and replace Directive 98/8/EC 
as of 1 September 2013. The new Regulation simplifies and streamlines the requirements for 
approving biocides, by providing for the EU-level authorisation of certain biocidal products and by 
improving the functioning of national authorisation processes and mutual recognition.   

Risk assessment of medicinal and veterinary products 
 
Directive 2001/83/EC on the risk assessment of medicinal products was amended by Directive 
2004/27/EC123, which served to strengthen the requirements for environmental risk assessment for 
medicinal products. However, the environmental assessment requirements for substances used in 
medicinal products do not require ecotoxicity testing, implying that the ecotoxicity data may not be 
available to enable a meaningful assessment. Since medicinal products are exempt from REACH 
registration requirements, information on environmental hazards at all stages of the life cycle may not 
be available. Moreover, the assessment of risks to human health focuses on risks associated with 
product use, and does not cover human health risks during manufacturing, formulation or disposal. 
Finally, while both the Directives on medicinal products for human use or veterinary use provide for a 
suspension of marketing authorisation if necessary to protect human health, only the Directive on 
veterinary medicinal products permits the refusal of authorisation in order to protect the environment. 
 
Since the baseline year 2002 and with the aim of facilitating the environment risk assessment of 
medicinal products, the European Medicines Agency (EMA) has drafted three guidance documents 
that describe the assessment of potential environmental risks of human medicinal products for 
applicants of a marketing authorisation, including “Guideline on the environmental risk assessment of 
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medicinal products for human use”124, Guideline on the environmental risk assessment for Medicinal 
Products containing or consisting of GMO(s)125 and Guideline on scientific requirements for the 
environmental risk assessment of gene therapy medicinal products126. 
 
In addition, EMA has drafted several guidelines that further detail the environment risk assessment for 
general veterinary medicinal products and for immunological veterinary medicinal products, including 
the 2005 “Guideline on environmental impact assessment for veterinary medicinal products (Phase 
II)” and the 2008 “Revised guideline on environmental impact assessment for veterinary medicinal 
products”127. 

Risk assessment of substances in cosmetic products 
 
Another piece of legislation that looks at the assessment and testing of specific chemicals is the 
Cosmetic Products Regulation, revised in 2009 and in force from July 2013128. Risk assessment of 
cosmetics products involves a dual approach, whereby an individual safety evaluation is performed by 
product manufacturers on those ingredients with no regulatory restrictions and documented in the 
Cosmetic Product Safety Report (CPSR). Information to be listed in the CPSR includes the 
toxicological profiles of the ingredient substances, their physical and chemical characteristics, 
impurities, trace components, as well as their exposure criteria in use. 
 
In addition, the Scientific Committee for Consumer Safety (SCCS) undertakes risk assessment of 
specific substances. The use in cosmetic products of substances classified as CMR 1A and 1B is 
prohibited. However, they may be used in cosmetic products where the substance has been evaluated 
by the SCCS and found safe for use in cosmetic products.  
 
The Cosmetics Directive also addresses nanomaterials, whereby cosmetic products containing 
nanomaterials shall be notified to the Commission. Information to be included in the notification 
includes:  

• the identification of the nanomaterial including its chemical name (IUPAC) and other 
descriptors;  

• the specification of the nanomaterial including size of particles, physical and chemical 
properties;  

• an estimate of the quantity of nanomaterial contained in cosmetic products intended to be 
placed on the market per year;  

• the toxicological profile of the nanomaterial;  
• the safety data of the nanomaterial relating to the category of cosmetic product, as used in 

such products; and  
• the reasonably foreseeable exposure conditions.  

 
The Commission may ask the SCCS for an opinion of the safety of a nanomaterial in cosmetic 
products. In addition, the SCCS has provided Guidance on the Safety Assessment of Nanomaterials in 
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Cosmetics. The Commission is to review the provisions on nanomaterials in the Cosmetics Directive 
in the light of scientific progress.  

Risk Assessment for Endocrine Disruptors  
 
With regards to the risk assessment of endocrine disrupting chemicals (EDCs), they present 
challenges for risk assessment because they can act additively (in combination) at concentrations 
which are individually harmless, over long time frames and may have non-classical dose-response 
relationships (i.e. non-monotonic dose–response curves) at low exposure levels. In addition, current in 
vivo tests were not designed to assess the endocrine disrupting properties of chemicals, whilst in silico 
and in vitro methods have only limited applicability.129 These challenges imply that established risk 
assessment methods cannot anticipating the impact of EDCs and as a result, the effects of many EDCs 
on human health and the environment have only become following significant adverse impacts.  
 
In 2012, the EEA published a report130 on EDCs which reviews the evidence for a causal link between 
increasing rates in endocrine diseases and disorders, such as some reproductive and developmental 
harm in human populations, and the growth of the chemical industry. The report concludes that 
chemically induced endocrine disruption likely affects human and wildlife endocrine health the world 
over and highlights the need for improved understanding of the role of exposure to environmental 
contaminants in the prevalence and risk of endocrine disease in humans and wildlife. It notes that 
EDCs can be found in food, household products and cosmetics. 
 
The Commission responded to growing concern regarding EDCs in 1999, with the launch of the 
Community Strategy for Endocrine Disruptors131. With regards to the risk assessment of EDC, the 
Strategy highlighted the need for selection criteria for classifying EDC, as well as validated test 
methods for the identification of EDC to serve in hazard assessment. In addition, it recognised that 
risk assessment procedures may require re-evaluation in the light of the potential synergistic and low 
dose effects of EDC.  
 
The EDC strategy outlined short, medium and long-term actions to be undertaken in order to address 
the potential impacts of EDCs on health and the environment. In particular, short-term actions 
included the establishment of a list of priority substances132 on the basis of the current scientific data 
available and with the purpose of further evaluating the role of such substances in endocrine 
disruption. Progress with the priority list from 2000 to 2012 is presented in box 6 below.  
 
  

                                                      
 
 
129 Matthiessen P, Johnson I (2007) Implications of research on endocrine disruption for the environmental risk 
assessment, regulation and monitoring of chemicals in the European Union, Environmental Pollution, Vol. 146(1) p.9-18 
130 EEA (2012) The impacts of endocrine disrupters on wildlife, people and their environments, The Weybridge+15 (1996–
2011) report, EEA Technical Report No 2/2012, EEA, Copenhagen 
131 European Commission (1999) Communication from the Commission to the Council and the European Parliament on a 
Community Strategy for Endocrine Disruptors, Com(1999)706 final,   
132 Priority list: http://ec.europa.eu/environment/endocrine/strategy/substances_en.htm#priority_list.  

http://ec.europa.eu/environment/endocrine/strategy/substances_en.htm#priority_list
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Box 6: Progress with the EU Priority List of EDC 

 
 
  

First Prioritising Exercise in 2000 
 
Establishing the priority list involved two phases, including an independent review of evidence of endocrine disrupting 
effects and human/wildlife exposure, and a priority-setting exercise in consultations with stakeholders and the Commission 
Scientific Committees. Substances were categorised into three categories: 
 
• Category 1 - evidence of endocrine disrupting activity in at least one species using intact animals;  
• Category 2 - at least some in vitro evidence of biological activity related to endocrine disruption; or 
• Category 3 - no evidence of endocrine disrupting activity or no data available. 
 
Of 564 chemicals suggested as suspected EDs, 147 were considered likely to be either persistent in the environment or 
produced at high volumes. Of these, 66 chemicals were assigned to Category 1, while 52 chemicals were assigned to 
Category 2. Of the 66 chemicals in Category 1, humans were considered likely to be exposed to 60. A database containing 
information on these chemicals is available on the Commission’s Endocrine Disruptors Website: 
http://ec.europa.eu/environment/endocrine/strategy/substances_en.htm    
 
Report reference: Groshart Ch and Okkerman PC (2000) Towards the establishment of a priority list of substances for further 
evaluation of their role in endocrine disruption – preparation of a candidate list of substance as a basis for priority setting, 
BKH/TNO, Netherlands 
 
Follow up, 2002-2012 
 
Follow up activities aimed to ensure the evaluation of all 553 substances on the original candidate list, and included three 
studies, summarised below.    
 
Johnson I and Harvey P (2002) Study on the scientific evaluation of 12 substances in the context of endocrine disruptor 
priority list, of actions, WRc-NSF, UK  
An in-depth evaluation of 12 substances was conducted, nine of which are industrial compounds for which there is scientific 
evidence of endocrine disruption or potential endocrine disruption and which were not addressed under existing EU 
legislation, as well as three natural/synthetic hormones (oestrone, ethinyl oestradiol and oestradiol).  The study reviewed in-
depth and up-to-date evidence on endocrine disrupting activity (including dose-response, potency, effects at key stages), the 
chemicals' 'general' toxicological profile, and information on exposure (including specific cases of consumer or ecosystem 
exposures).   
 
Okkerman PC and van der Putte I (2002) Study on gathering information on 435 substances with insufficient data, BKH-RPS 
Group, Netherlands 
This study aimed to gather data on persistence, production volumes and legal status of 435 candidate substances for which 
there were insufficient data for the BKH Report to decide on ED or potential ED. Of the 435 candidate substances, 94 were 
assigned to Category 1, and 53 to Category 2. The assessment of the legal status of the 147 persistent or high volume 
substances showed that 129 were already subject to bans or restriction or were being addressed under existing Community 
legislation, although for reasons not necessarily related to endocrine disruption. 18 substances are neither restricted nor 
being addressed under the existing Community legislation. 
 
Petersen G, Rasmussen D and Gustavson K (2007) Study on enhancing the endocrine disruptor priority list with a focus on low 
production volume chemicals, DHI, Denmark 
This study addressed the remaining substances, which were not evaluated in the previous studies, as well as additional 22 
substances, identified by stakeholders and experts. 34 of the newly evaluated chemicals were assigned to Category 1, and 21 
to Category 2.  
 
Next steps 
 
All 553 substances of the original candidate list have now been subject to evaluation, with 194 Category 1 substances and 
126 Category 2 substances identified.  
 
The next step foreseen by the Commission is the conversion from the priority list to an iterative dynamic working list. 
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The medium-term actions of the Commission's strategy focused on the development of practical and 
experimental activities needed to test the suspected EDCs and in particular to conduct hazard 
assessment. The on-going test development process is directed by the OECD through a framework 
that is intended both for new and existing substances, with the Commission channelling input from 
Member States. In addition, under the Community Framework Programme on Research and 
Development, considerable resources have been allocated to research on risk assessment methods for 
EDC, with this issue further discussed in the analysis under indicator 5.  
 
A 2009 report133 commissioned by the Commission reviewed the state of the art in the assessment of 
EDCs, aiming to review evidence collected since 2002, analyse approaches to the identification of 
criteria in EU Member States or other countries, and draw conclusions regarding criteria 
identification. The report identified the two following critical areas: 
 

- Definition of EDCs, with general acceptance of the definition for endocrine disrupting 
chemicals developed by the WHO International Programme on Chemical Safety 134 

- Definition of endocrine system, low-dose effects, non-monotonic dose-response relationship. 
 
The report also proposes four stages in the identification process: identification of mode of action; 
considering relevance; toxicological evaluation; and final decision. This methodology will serve with 
next steps regarding the EU Priority List.  
 
In November 2012, DG Environment presented a discussion paper135 to an ad-hoc group of officials 
from Member States, EU agencies and the European Commission. The paper suggests four 
classification categories – known, presumed, suspected and potential endocrine disruptors – based on 
the certainty of their effect on hormonal systems. This follows the format established under CLP, with 
a classification as a ‘known’ endocrine disruptor based on human studies and ‘presumed’ based on 
animal tests. The paper also suggests criteria for defining key terms such as ‘endocrine system’, 
‘adversity’, ‘route of exposure’ and ‘potency’. The paper is also being discussed by a separate group 
of experts, due to report conclusions in February 2013.136 
 
The long-term actions concerned the updating, amending or adapting of the related legislative 
framework. Various pieces of legislation now require an assessment of the risks of chemicals with the 
potential for endocrine disruption, or set criteria to exclude them from products. Box 7 below provides 
an overview of the requirements for reviews of legislative requirements regarding risk assessment for 
EDC under EU legislation. The revised biocides regulation requires the Commission to define 
endocrine disruptors by mid-December next year and the PPPR sets a similar deadline for a draft 
definition. The Commission is also required to review how endocrine disruptors are controlled under 
the REACH regulation by June 2013. 
 

                                                      
 
 
133 Andreas Kortenkamp, Olwenn Martin, Michael Faust, Richard Evans, Rebecca McKinlay, Frances Orton and Erika 
Rosivatz. State of the Art Assessment of Endocrine Disrupters. 
http://ec.europa.eu/environment/endocrine/documents/4_SOTA%20EDC%20Final%20Report%20V3%206%20Feb%2012.p
df. 
134 Definition from the WHO/IPCS report: An endocrine disruptor is an exogenous substance or mixture that alters 
function(s) of the endocrine system and consequently causes adverse health effects in an intact organism, or its progeny, 
or (sub)populations. A potential endocrine disruptor is an exogenous substance or mixture that possesses properties that 
might be expected to lead to endocrine disruption in an intact organism, or its progeny, or (sub)populations. 
(http://www.who.int/ipcs/publications/en/ch1.pdf)  
135 European Commission (2012) The Community Strategy for endocrine disruptors, the 5th Ad-Hoc meeting of Commission 
Services, EU Agencies and Member States, ED-AD-HOC-5/2012/04, 22 November 2012, Brussels 
136 ENDs Europe (2012) Commission weighs options for defining ECDs, 7 December 2012, ENDs 

http://ec.europa.eu/environment/endocrine/documents/4_SOTA%20EDC%20Final%20Report%20V3%206%20Feb%2012.pdf
http://ec.europa.eu/environment/endocrine/documents/4_SOTA%20EDC%20Final%20Report%20V3%206%20Feb%2012.pdf
http://www.who.int/ipcs/publications/en/ch1.pdf
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Box 7: Issues regarding the risk assessment of EDC under EU legislation  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
In January 2013, the European Parliament adopted a resolution on EDCs calling on the Commission 
to conclude review of the strategy on endocrine disruptive chemicals (EDCs) and either amend exiting 
law or propose new rules by June 2015 to reduce human exposure to EDCs. Key elements of the 
resolution include the following: 
 

• endocrine disrupting properties should be determined on the basis of comprehensive hazard 
assessments, then used to conduct risk assessments and to put in place risk management 
measures; 

• EDCs should be regarded as “non-threshold” substances for which no limit value can be set to 
determine a safe exposure level since these chemicals are thought to be harmful even at low 
concentrations, unless a manufacturer “can show scientific proof” of a threshold; and 

• the criteria for defining endocrine disruptors, which are under development, should be applied 
horizontally across all EU legislation rather than to specific legislation.137 

Treatment of vulnerable groups in risk assessment 
 
A 2006 report138 by TNO undertook a review and analysis of the treatment of vulnerable groups in EU 
risk assessment, concluding that current practice indicates that present practice within the different 
EU risk assessment frameworks sufficiently cover the differences in susceptibility and so protects 
vulnerable groups.  
 
They reported the frequent use of an intraspecies assessment factor of 100, in order to account for 
differences in susceptibility between the average and the most susceptible human being. They noted 
that the extent to which vulnerable groups can be addressed depends on the data requirements and 
data availability, noting that with exception of the evaluation of human medicines (EMEA/CHMP), 
adequate human data is seldom available. For example, gender can only be addressed a repeat dose 
toxicity study is available, while children can be evaluated when an appropriate developmental 
toxicity study and/or multi-generation study is available. They note that in general toxicological data 

                                                      
 
 
137 Ends Europe (2013) MEPs want action on EDCs by June 2015, 24 January 2013, ENDs Europe, Brussels 
138 TNO (2006) Study on the treatment of vulnerable groups in EU risk assessment, TNO, the Netherlands 

REACH 
• substances with endocrine disrupting properties can be proposed as SVHC, with the Commission to 

develop guidance on criteria for the identification of EDCs.  
• by 1 June 2013, the Commission to review whether or not substances that have endocrine disrupting 

properties should still be authorised if a suitable safer alternative exists  
 
PPP Regulation  

• The PPPR does not permit approval of a substances considered to have endocrine disrupting properties. 
Under the PPP Regulation, the Commission shall present a draft of the measures concerning specific 
scientific criteria for the determination of ED properties by December 2013  

 
Biocides Regulation  

• Exclusion criteria include endocrine-disrupting properties that may cause adverse effects in humans, 
scientific criteria for the determination of endocrine-disrupting properties shall be specified by the 
Commission by December 2013 

 
Cosmetic Products Regulation  

• Commission to review EDC in cosmetics when Community or internationally-agreed criteria for 
identifying the ED properties are available or at the latest by early 2015.  
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sets does not provide information on subpopulations that are vulnerable due to, for instance, genetic 
predisposition, illness, poor nutritional status or life-style. 

Tier 2 Questions 
 
• Number of chemicals for which risk assessment have been conducted 
• Quality of the publically available data for chemical risk assessment  
• Evaluation 
• Advancing methodologies for risk assessment 
• Promoting alternative to animal testing 

Number of chemicals from which risk assessments have been completed 

Registrations under REACH 

While registration requirements entered into force on 1 June 2007, registration is being phased in until 
1 June 2018 for existing substances. To qualify for the phase-in provisions, companies had to pre-
register their substances by 1 December 2008. ECHA received 2.7 million pre-registrations with 
respect to 146,000 phase-in substances, including 41,000 substances without an EC number. Also, 
14,500 substances were submitted as multi-constituent substances. The number of preregistrations 
was 15-times higher than had been estimated. 
 
The first phase-in deadline of 1 December 2008 has now passed and all substances 
manufactured/imported in quantities equal to or greater than 1,000 tonnes should have been 
registered, as should all potential Substances of Very High Concern (SVHCs) with CMR/PBT/vPvB 
properties and non-phase-in substances subject to registration.  
 
According the website of ECHA, which provides summary data on REACH registrations139, 27,684 
new registration numbers have been granted by ECHA following submission of a registration dossier 
from 1 June 2008 up until 31 October 2012, representing a total of 4,734 unique substances. Table 5 
below provides a breakdown by phase in and non-phase in substances.  
 
Table 5: New registrations granted by ECHA and number of unique substances registered 

 Registrations Unique substances 
TOTAL 27,684 4,734 
Phase-in 26,131 4,004 
Non phase-in 1,553 730 
 
Substances notified under Directive 67/548/EEC (NONS) are considered as registered under REACH. 
ECHA granted 9,962 NONS a registration number, representing 5,292 unique substances. Table 6 
provides an overview of the situation with regards to NONS.  
 
Table 6: Notified substances (NONS) registrations under REACH and number of unique NONS 

 Registrations Unique substances 
NONS granted a registration number by ECHA 9,962 5,292 
NONS claimed by the notifier 5,091 3,715 
NONS for which an update has been submitted 
under REACH 

1,475 1,305 

 

                                                      
 
 
139 ECHA (2012) Registration statistics, ECHA, Helsinki, available at: http://echa.europa.eu/web/guest/information-on-
chemicals/registration-statistics  

http://echa.europa.eu/web/guest/information-on-chemicals/registration-statistics
http://echa.europa.eu/web/guest/information-on-chemicals/registration-statistics
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However, in order to have a picture of the nature of the data generated by these registrations, it is 
important to consider the tonnage bands, since this will determine the information requirements for 
the registration dossier. In terms of the number of unique substances registered by total tonnage band 
(i.e. sum of the most recent annual tonnage in all registrations), this is provided in table 7 below. 
Unfortunately, this data does not accurately reflect the tonnage per registration and is therefore only 
indicative of resulting information.   

Table 7: Registered substances by total tonnage band 

Total tonnage Band Number of Substances 
100,000,000 - 1 000,000,000 tonnes per annum  5 
10,000,000 – 100,000,000 tonnes per annum 45 
1,000,000 – 10,000,000 tonnes per annum 156 
100,000 – 1,000,000 tonnes per annum 325 
10,000 – 100,000 tonnes per annum 594 
1,000 – 10,000 tonnes per annum 938 
100 – 1,000 tonnes per annum  323 
10 - 100 tonnes per annum  173 
1 - 10 tonnes per annum 237 
Intermediate Use Only  1,938 
TOTAL  4,734 

 
Total Tonnage Band is calculated by summing the latest year values for 
actual tonnages in all full registrations (i.e. not including intermediates) for a 
given substance and converting it to a band. 

As mentioned above, a CSA is only conducted for those substances that are on the market at 10 
tonnes+ per registrant. The data presented in table 7 above suggests that CSA will have been 
conducted for approximately 2,559 substances, although the figure is distorted by the fact that the 
volumes are totalled for each substance and are not presented by registrant. The exposure and risk 
assessment steps are undertaken for 10 tonne+ substances that meet the criteria for classification as 
PBT or vPvB, or as dangerous according to Directive 67/548/EEC or Directive 1999/45/EC.  

In response to a request to ECHA for data on the number of substances for which a CSA has been 
performed, ECHA responded that the registered substances webpage is currently being updated to 
indicate for each aggregated joint submission and for each individual submission whether a CSA has 
been performed. However this indication will only be shown where a registrant has submitted or 
updated their registration after July 2012 (i.e. in IUCLID 5.4 format). Given that data is not available 
for all published substances the registered substances database at this stage does not have CSA 
implemented as search functionality. 

Quality of the publically available data for the risk assessment of chemicals 
 
A 2012 Eurostat report140 provides an analysis of the quality of data publically available for the risk 
assessment of chemicals, as well as the reduction in risks of chemicals to human and the environment 
against a comparable analysis undertaken within the context of a wider study (The REACH Baseline 
Study) when REACH entered into force in 2007. Given that in 2007 the legislation in force was the 
same as in the baseline year of 2002, we make the assumption that the situation was comparable.   
 
The 2012 report analysed the situation in 2011 for 63 substances, 46 high production volume 
chemicals and 16 Substance of Very High Concern (SVHC) with regards to information availability 

                                                      
 
 
140 Eurostat (2012) The REACH Baseline Study: 5 years update, Summary report, Eurostat, Luxembourg  
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for risk assessment, and found a considerable improvement of the quality of the underlying data for 
the assessment of the 62 substances from 2007 to 2011. For the first time, for many substances 
existing data have been used to derive toxicity estimates such as Derived No-Effect Levels (DNELs), 
Derived Minimal Effect Levels (DMELs) and Predicted No-Effect Concentrations (PNECs), and to 
perform exposure estimations and risk characterisations. The report identifies information 
improvement in all impact areas, namely workers, consumers, the environment, humans exposed via 
the environment, both for exposure estimate and the toxicity estimate. It notes that for the first time, 
some of the reference substances reach the best quality possible in some impact areas. The main 
difference in the data sources between 2007 and 2011 was the availability of REACH registration 
dossiers in 2011, with some additional information from REACH documents for SVHC due to 
authorization and restriction, and as such the increase in the quantity and quality of data is attributed 
to REACH.  
 
In terms of potential problems, the report found that in most of the CSRs analysed, no detailed 
quantitative risk assessments have been made for the impact areas consumers and humans via the 
environment. In addition, the downstream consequences of a lack of exposure estimates were found to 
be significant. Relevant exposure may exist for substances for which REACH does not require 
exposure estimation and risk characterisation, either due to tonnage (i.e. >10 tonnes) or hazard (i.e. 
not PBT, vPvB or dangerous under DSD).  
 
Finally, the report identified major problems associated with DMEL derivation. This final finding was 
also made in an assessment of the quality of registration dossiers for carcinogens141. 

Evaluation  

ECHA and the Member States evaluate the information submitted by companies to examine the 
quality of the registration dossiers and the testing proposals and to clarify if a given substance 
constitutes a risk to human health or the environment. Evaluation under REACH focuses on three 
different areas:  

• examination of testing proposals submitted by registrants;  
• compliance check of the dossiers submitted by registrants; and 
• Substance evaluation 

Once the evaluation is done, registrants may be required to submit further information on the 
substance. 

Testing Proposals 

When testing is needed to fulfil information requirements in dossiers for ≥100-<1000 tonne and 
≥1000 tonne substances, the registrants are obliged to submit a proposal as part of the registration, 
describing the planned test. All such testing proposals have to be evaluated by ECHA prior to testing, 
aiming is to ensure that tests are tailored to the information needs and unnecessary testing, especially 
involving the use of vertebrate animals, is avoided. The number of testing proposals that have been 
check by ECHA are presented in table 8 below, showing a significant increase in 2011.  

                                                      
 
 
141 Rouw, A. (2011) DMEL-Ableitung mit Bezug zu ERBs. Gemeinsamkeiten und Unterschiede. Fachbeitrag für die 
Informationsveranstaltung: "REACH-Methodik zur Abschätzung von Gesundheitsrisiken (Exposition - DNEL - DMEL - 
Biomonitoring)", 22. Sept. 2011, Bundesanstalt für Arbeitsschutz und Arbeitsmedizin, Berlin 
http://www.reach-clp-helpdesk.de/de/Veranstaltungen/pdf/2011/110922/110922-05-
Rouw.pdf?__blob=publicationFile&v=3  

http://www.reach-clp-helpdesk.de/de/Veranstaltungen/pdf/2011/110922/110922-05-Rouw.pdf?__blob=publicationFile&v=3
http://www.reach-clp-helpdesk.de/de/Veranstaltungen/pdf/2011/110922/110922-05-Rouw.pdf?__blob=publicationFile&v=3
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Table 8: Numbers of testing proposals checked by ECHA and resulting decisions, 2009-2011 

Year Examination of 
testing proposals 

Final 
decisions 

Final decisions 
requesting tests 

Final decisions 
modifying tests 

Draft decisions Cases closed 

2009 8 1     
2010 123 4 3 1 11  
2011 472 22 18 4 165 58 
 
The 2012 ECHA report142 on evaluation indicates that during 2011, ECHA focused most of its efforts 
on the examination of proposals to test substances on vertebrate animals. This was necessary, because 
all testing proposals on phase-in substances from the first registration deadline of 1 December 2010 
for Annex IX and X information requirements have to be examined by 1 December 2012.  

Compliance checks: evaluation of REACH dossiers 
 
REACH mandates ECHA to reject the registration of a substance if shortcomings are identified by 
performing a completeness check of all registrations dossiers submitted. This completeness check is 
limited to an automated technical completeness check which verifies whether data fields have been 
filled out, without assessing the quality or relevance of the information. When an inconsistency is 
highlighted by the technical completeness check tool, ECHA does not reject the dossier but gives it a 
priority for a subsequent compliance check. The 2012 EEB report143 on REACH implementation 
argues that a substance could therefore be on the market for years without complying with the 
REACH information requirements and states that “by granting a registration number, the marketing 
and use of a substance for which part of the basic hazard information and the risk management 
measures are missing, or clearly irrelevant, is in breach of the basic principle of REACH of “no data, 
no market””. 
 
ECHA may examine any registration dossier to verify if the information submitted by registrants is in 
compliance with the legal requirements. Compliance checks evaluate the substance identity 
description, the safety information in the dossier including the chemical safety report or specific parts 
of the dossier, for example the information related to the protection of human health. Following 
REACH, ECHA is obliged to check at least 5% of the registration dossiers per tonnage band. Dossier 
selection for compliance check is either random or concern based (targeted). In the targeted 
compliance check, ECHA evaluates only a specific part of the registration dossier (e.g. either specific 
endpoints in IUCLID or in the CSR) based on a specified concern. This allows ECHA to target 
endpoints which are identified as relevant for the safe use of substances.  
 
In follow up to a compliance check, ECHA may:  
 

• Decide to take no action towards the registrant;  
• Identify shortcomings and send a Quality Observation Letter (QOBL); or 
• Decide to request additional information from the registrant, though a draft decision. 

 
ECHA may combine issuing a draft decision with the sending of a QOBL. 
 
To meet the 5 % target for compliance checks for the dossiers submitted for the 2010 deadline, up to 
1000 dossiers will be selected by ECHA for compliance checks to be concluded by the end of 2013. 
ECHA has reported that so far, these initial checks have indicated that a significant proportion of 
dossiers have shortcomings and still need to be improved with further information.  

                                                      
 
 
142 ECHA (2012) Evaluation under REACH: Progress Report, ECHA, Helsinki 
143 EEB and Client Earth (2012) identifying the bottlenecks in REACH: the role of ECHA in REACH’s failing implementation, 
EEB and Client Earth, Brussels 
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Based on the annual ECHA reports on progress with evaluation from 2008-2011144, table 9 provides 
an overview of the numbers of dossiers subject to compliance checks and the resulting actions. The 
outcome of 2011 compliance checks suggests that the quality of the evaluated dossiers is poor, since 
72% of the checks were concluded with a final decision and another 13% with a QOBL. The annual 
evaluation reports provide recommendations to industry on how to improve their dossiers.  
 
Table 9: Numbers of dossiers checked for compliance and resulting actions, 2008-2011 

Year Compliance checks 
completed 

Decision requesting 
additional information 

Recommendations 
through QOBL 

No action 

2008 1    
2009 14  7 7 
2010 70 12 22 25 
2011 146 105 19 12 
 
The 2012 EEB report145 on REACH implementation is critical of ECHA’s efforts in evaluating 
dossiers. The report notes that in many cases ECHA has restricted its own powers to require 
registrants to update their dossiers to requesting voluntary improvement of the dossiers through 
QOBL. The report argues that ECHA should exercise the full powers provided to it by REACH and 
require companies to bring their dossiers into compliance through corrections. In addition, the report 
argues that in the interest of transparency ECHA should publish all draft decisions and Quality 
Observation Letters, or at least a list including the names of the substances and the identity of the 
companies. In addition, the report notes that many dossiers that were subject to a compliance check 
have not yet been made public. 
 
In 2010, ECHA also screened 303 dossiers for on-site and transported intermediates to check if the 
registrations fulfilled the requirements to be considered as intermediates, or whether they should have 
been a normal registration. Eleven dossiers for transported isolated intermediates were compliance 
checked and in all cases, Article 36 letters were sent to the registrants requesting further information. 
In 2011 under the verification of intermediate status process, ECHA screen 400 dossiers and sent 40 
letters to registrants requesting further information in order to verify the intermediate status. For 17 
substances screening of the lead registrant dossier revealed concerns on the intermediate status and 
strictly controlled conditions. ECHA’s Evaluation Progress Report for 2011146 indicates that after 
analysing the information received ECHA will consider the need for further action on intermediates, 
where necessary in coordination with the enforcement authorities. EEB has argued that chemicals 
manufacturers and importers are abusing the intermediate status in order to avoid the costs of 
complying with REACH registration, and calls on ECHA to require proof that substances comply 
with the definition of intermediate used in “strictly controlled conditions”147 as clarified in ECHA’s 
Guidance.148   
  
Substance Evaluation  
 
Substance evaluation under REACH started in 2012 and aims at verifying whether a substance 
constitutes a risk for human health or the environment. The evaluation may conclude that the risks are 
sufficiently under control with the measures already in place, or it may lead to the proposal of EU-
                                                      
 
 
144 ECHA (2009-2012) Evaluation under REACH: Progress Reports, ECHA, Helsinki, Finland, available at: 
http://echa.europa.eu/about-us/the-way-we-work/plans-and-reports 
145 EEB and Client Earth (2012) identifying the bottlenecks in REACH: the role of ECHA in REACH’s failing implementation, 
EEB and Client Earth, Brussels 
146 ECHA (2012) Evaluation under REACH: Progress Report 2011, ECHA, Helsinki, Finland 
147 REACH Article 18(4) sets out a list of cumulative conditions that must be fulfilled in order to consider the substance as 
“strictly controlled” 
148  
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wide risk management measures such as restrictions, identification of substances of very high 
concern, harmonised classification, or indeed other actions outside the scope of REACH.  
 
Substances to be evaluated are identified by ECHA, in cooperation with the EU Member States, on 
the basis of risk-based criteria, or in the case of Member States, risk-based grounds of concern 
founded on national priorities. The selection criteria cover hazard information, exposure information 
and tonnage of substances, including the aggregated tonnage of the same substance from multiple 
registrations. The hazard and exposure related criteria are not used independently, but in combination 
to provide a risk-based approach. For example, a hazardous substance with controlled exposure can be 
of less priority than a less hazardous substance of major exposure.  
 
The selected substances are listed by ECHA in the Community Rolling Action Plan (CoRAP) 
following the opinion of ECHA's Member State Committee. For each substance, a Member State is 
designated as responsible for performing the evaluation. The Member State assesses all registration 
dossiers specific to that substance in order to take into account the combined exposure. Other 
available information is also considered. The Member State has 12 months from the publication of the 
CoRAP to determine whether it needs to request further information from the registrants to clarify the 
concern. This request can go beyond the standard information requirements of REACH (Annexes VII 
to X) and it may pertain to the intrinsic properties of the substance or its exposure. For example, 
registrants may need to provide studies on mode of action or monitoring of concentration levels in 
organisms or the environment. 
 
The first CoRAP149 listed 90 substances for evaluation by the Member States Competent Authorities, 
distributed for evaluation in years 2012, 2013 and 2014 between the volunteering Member States. 
Figure 10 below provides the grounds of concern that led to the inclusion of substances in the 
preliminary draft CoRAP. The selection of substances was based mainly on human health hazards 
(35%), environmental exposure (32%), environmental hazards (19%), EDC properties (11%), and 
potential PBT/vPvB properties (9%).   

                                                      
 
 
149 ECHA (2012) Community Rolling Action Plan, 29 Februry 2012, ECHA, Helsinki, available at: 
http://echa.europa.eu/information-on-chemicals/evaluation/community-rolling-action-plan  

http://echa.europa.eu/information-on-chemicals/evaluation/community-rolling-action-plan
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Figure 10: Ground of concern leading to inclusion of substances in the preliminary draft CoRAP, including substances proposed by ECHA and MSCAs 
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This list has subsequently been updated by the second CoRAP150, published in October 2012 and 
expanded to include 116 substances. It includes 63 substances newly allocated to the Member States 
and 53 substances that were already included in the first CoRAP. The substances are tentatively 
divided for evaluation in years 2013, 2014 and 2015. Draft Member State decisions on substances 
evaluated during 2012 must be submitted to ECHA by 28 February 2013. These will include 
evaluations of the controversial plastics ingredient bisphenol A and new car refrigerant HFO-1234yf. 
 
The 2012 Client Earth/EEB publication criticises the CoRAP as being insufficiently ambitious. It 
notes that the original target was to have 950 substances evaluated by 2021151, implying that an 
average of 95 substances per year would need to be evaluated. ECHA has subsequently lowered its 
expectations regarding the number of substance evaluations that are feasible to 50 per year.152    

Advancing methodologies for risk assessment 
 
It is an aim of REACH to promote alternative methods for hazard assessment. In completing their 
registration dossier, the registrant has to gather information and identify any information gaps. These 
gaps can be filled by data sharing and by using different sources of information other than in vivo 
testing. The registrant may use a variety of alternative methods such as (Q)SAR, in vitro tests, 
grouping of substances/a category approach and a read across approach. Included in the ECHA 
Guidance on information requirements and chemical safety assessment is a section on QSARS and 
grouping of chemical, other approaches for evaluating the intrinsic properties of chemicals and their 
use within REACH (R6). This document serves to document EU experience and best practice on 
alternative methods.   
 
The REACH process has triggered extensive discussions about what types of testing and how much 
testing is necessary to characterize hazards and to make science-based risk decisions. This includes the 
development of novel approaches to data generation and principles on how to combine different tests 
into integrated test systems and how to manage remaining uncertainties and data limitations. 153 
Schaafsma et al (2010) argue that a change in mind set is needed, whereby risk assessment should 
move away from a labour-intensive and animal-consuming approach to intelligent and pragmatic 
testing, by combining exposure and hazard data effectively and trying to group chemicals (category 
approaches). They argue that the focus should be on reducing the overall uncertainties of 30,000 
chemicals while acknowledging the existence of the uncertainty paradox, whereby reducing 
uncertainty following the classical chemical-by-chemical approach will prolong uncertainty for the 
group of 30,000 chemicals as a whole. They call for optimal use of experimental exposure and hazard 
data generated under REACH.154 

Promoting alternatives to animal testing 
 
As mentioned in the discussion of the baseline, the promotion of non-animal testing was one of the 
objectives of REACH identified under the 2001 Strategy for a Future Chemicals Policy.  At the time,  

                                                      
 
 
150 ECHA (2012) Community Rolling Action Plan update for years 2013-2015, 23 October 2012, ECHA, Helsinki 
151 As reported by ChemicalWatch (2011) ECHA publishes list of 91 substances for evaluation, 21 October 2012, available 
with subscription at: http://chemicalwatch.com/8803/echa-publishes-list-of-91-substances-for-evaluation  
152 ENDS Europe (2012) ECHA expands REACH evaluation list, 24 October 2012, Brussels 
153 Rudén C and Hansson SO (2010) Registration, Evaluation, and Authorization of Chemicals (REACH) Is but the First Step–
How Far Will It Take Us? Six Further Steps to Improve the European Chemicals Legislation, Environmental Health 
Perspectives, Vol. 118(1): 6–10 
154 Schaafsma G, Kroese ED, Tielemans ELJP, Van de Sandt JJM, Van Leeuwen CJ. REACH, non-testing approaches and the 
urgent need for a change in mind set. Regul Toxicol Pharmacol. 2009;53:70–80; 

http://chemicalwatch.com/8803/echa-publishes-list-of-91-substances-for-evaluation
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legislation on the protection of animals used for experimental and other scientific purposes was 
already in place under Council Directive 86/609/EEC155,  replaced in 2012 by Directive 
2010/63/EU156. The new Directive aims to strengthen legislation, and improve the welfare of 
laboratory animals, as well as to firmly anchor the principle of the Three Rs, to Replace, Reduce and 
Refine the use of animals, in EU legislation. 
 
Nevertheless, given the increase in testing resulting from REACH implementation, an increase in the 
use of laboratory animals was anticipated. REACH therefore requires companies to share data in order 
to avoid unnecessary animal testing. Registrants that are required to perform tests in order to meet data 
requirements must present proposed tests to ECHA and obtain approval before carrying them out. 
Under REACH, animal testing is to be avoided in favour of alternative methods and registrants can 
only carry out tests involving the use of animals as a last resort.  

Challenges remains for specific endpoints. REACH registration requirements include reproductive and 
developmental toxicity testing in experimental animals for 10 tonne + substances. While, alternative 
methods are encouraged, ECHA’s technical guidance indicates that in vitro and QSARs are not 
adequate to replace reproductive and developmental toxicity testing in whole animals. A 2012 article 
suggests that the most practical opportunity for the avoidance of whole animal testing for these 
endpoints may be `read-across,' a process in which gaps are filled using data from related compounds. 
A method called `weight of evidence' may also replace whole animal reproductive and developmental 
toxicity testing, based on existing data in regulation and non-regulation studies and based on factors 
such as chemical structure and anticipated exposure. It is also possible that thresholds of toxicological 
concerns will be accepted as a method to avoid vertebrate animal testing. Further clarification is 
required in the ECHA guidance regarding the acceptability of these alternatives.157  

ECHA's Article 117(3) report158 on alternative methods to testing on animals made the following 
conclusions regarding the use by registrations of options under REACH to reduce and/or avoid testing:  
 

• 90 % registration dossiers have been submitted jointly and there is good progress with the 
sharing of data;  

• registrants have extensively used available provisions to waive tests;  
• the quality of the justifications for not conducting animal tests is of concern;  
• registrants in general did not propose unnecessary testing;  
• the procedure of providing testing proposals works well;  
• fewer testing proposals than expected were received, although in part due to the 

inappropriate adoption of alternative approaches; and  
• 107 higher tier animal tests seem to have been conducted without a testing proposal.  

 
Under CLP, animal testing should be undertaken only where no other alternatives which provide 
adequate reliability and quality data exist.159

 However, CLP does not describe which alternative 
methods could be used to avoid animal testing. CLP specifically prohibits human testing and refers to 
the old Directive 86/609/EEC on animal experiments, now construed as a reference to the new 
Directive 2010/63/EU on animal experiments. Specific rules apply for non-human primates, on which 
tests are prohibited for the purpose of the CLP Regulation. CLP does not expressly prohibit 
duplication of tests. However, in practice, new testing under CLP will be limited to physical-chemical 

                                                      
 
 
155 Council Directive 86/609/EEC, OJ L 358, 18.12.1986, p. 1 
156 Directive 2010/63/EU of the European Parliament and of the Council of 22 September 2010 on the protection of animals 
used for scientific purposes, OJ L276/33, p 33-79  
157 Scialli AR and Guikema AJ (2012) REACH and developmental and reproductive toxicology: still questions, Systems Biology 
in Reproductive Medicine Vol.58(1): 63-69 
158 ECHA (2011) The use of alternatives to testing on animals for the REACH Regulation, ECHA, Helsinki, Finland 
159 Article 7(1) of CLP   
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tests and is unlikely to involve additional animal testing in addition to what will already be provided 
for by REACH. 
 
Under PPPR, the use of non-animal test methods and other risk assessment strategies should be 
promoted under pesticide assessment. Animal testing for the purposes of this Regulation should be 
minimised and tests on vertebrates should be undertaken as a last resort. 
 
The 7th amendment to the EU Cosmetics Directive prohibits placing animal-tested cosmetics on the 
market in Europe after 2013. For five toxicological areas, i.e. toxicokinetics, repeated dose toxicity, 
carcinogenicity, skin sensitisation, and reproductive toxicity, the 2013 deadline could be further 
extended in case alternative and validated methods are not be available in time. Time horizons 
estimated at a recent stakeholder consultation suggest that extensions will be made use of, with 
estimates of 7-9 years to replace skin sensitisation tests, 5-7 years for toxicokinetics and no estimate 
made for repeated dose toxicity, carcinogenicity and reproductive toxicity.160 

Tier 3 Questions 
 

• Is data sufficient for the hazard classification of chemical substances? 
• Reduced risk to human health and the environment? 

 

REACH data in hazard classification 
 
It is one of the purposes of REACH to generate data on the toxicity and ecotoxicity of substances in 
order to feed into hazard assessment and substance classification. CLP sets the criteria by which 
available hazard data should be assessed and specifies the corresponding hazard classification 
categories and the warning labels that apply to each classification. In addition, CLP also specifies 
standardized test methods for different end points. The connection between REACH and CLP and the 
subsequent effect that hazard classification has on the application to substances of downstream 
legislation aimed at protecting the environment, workers and consumers from exposure to chemicals 
makes it important to compare the data required by REACH with the data that are required for hazard 
assessment of different end points.  
 
Rudén and Hansson (2010)161 undertook an analysis of the data yields delivered under REACH against 
the data requirements for classification under different endpoints. The outcome of their analysis is 
presented in box 9 below. The analysis is based on hazard criteria as specified according to the 
Dangerous Substances Directive. It suggests that data for effective hazard assessment will be lacking, 
in particular for substances produced and on the market at <10 tonnes. The results of the analysis are 
summarised in table 10 below, where a + indicates that the data requirements for classification under 
an endpoint are met and – indicates that they are not met.  
 
  

                                                      
 
 
160 Adler S et al (2011) Alternative (non-animal) testing methods for cosmetics testing: current status and future prospects -
2012, Arch Toxicology, Vol. 85; 367-485 
161 Rudén C and Hansson SO (2010) Registration, Evaluation, and Authorization of Chemicals (REACH) Is but the First Step–
How Far Will It Take Us? Six Further Steps to Improve the European Chemicals Legislation, Environmental Health 
Perspectives, Vol. 118(1): 6–10 
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Box 8: Comparison of data yield under REACH against requirements for hazard classification 

 
 
 
  

Acute toxicity  
1-10 tonnes: 1–10 tonne substances that will be categorized either as non-phase-in (i.e. substances placed on the market 
after REACH went into force) or as prioritized phase-in substances, REACH data will enable application of the classification 
criteria for acute (mammalian) toxicity. For phase-in substances that are not prioritized, no data that can be used for 
toxicity classification will be generated under REACH.  
10 tonnes +: REACH data will be enough to apply the classification criteria for skin and eye irritation and acute (mammalian) 
toxicity. This is one of the most important open issues in the implementation of REACH, because classification according to 
irritation and acute toxicity is fundamental for the safe handling of chemicals, especially in the workplace. 
 
Sub-acute toxicity  
1-10 tonnes: REACH data will not be sufficient for classification according to the criteria for sub-acute toxicity.  
10–100 tonnes: REACH data may suffice to apply these classification criteria. However, this is among the data requirements 
that can be waived. Decisions yet to be made will thus determine to what extent the requirement of the 28-day study will 
be implemented or waived.  
100 tonnes +: data from the 28-day study will be mandatory. 
 
Mutagenicity  
REACH introduces a tiered approach to mutagenicity testing, which means that the ultimate test requirements are 
determined based on the results from initial testing in a stepwise procedure. Classification as a mutagenic compound can 
be based on either human or animal data. Human data are required for a category 1A classification (substances known to 
be mutagenic to humans), but for a classification as a category 1B or 2 mutagen, animal data are sufficient. The criteria are 
applicable only to in vivo data. Hence, a hazard assessment will be possible only to the extent that positive results are 
obtained by in vitro tests initially required by REACH and, as a consequence, further in vivo testing is proposed and 
performed. 
 
Carcinogenicity  
Classification as a carcinogen can be based on either human or animal data. Human data are required for a category 1A 
classification (substances known to be carcinogenic to humans), but for classification as a 1B or 2 carcinogen, animal data 
are sufficient. In practice, this usually requires data obtained from a standardized long-term carcinogenicity study. For 
substances produced or imported in quantities of < 1,000 metric tons/year, the data required in REACH will not suffice to 
apply the classification criteria for carcinogenicity. For substances produced or imported in quantities of ≥ 1,000 metric 
tons/year, such data can be required within REACH, but this requirement can also be waived. Again, the extent to which 
this requirement will be implemented depends on future decisions. 
 
Reproductive toxicity  
The test methods applicable to the classification criteria for reproductive toxicity are not specified in the classification and 
labelling directive (European Commission 2001). However, in practice, the prenatal developmental toxicity study (OECD test 
guideline 414; OECD 2001a) is needed to apply the criteria for developmental toxicity, and the two-generation reproduction 
toxicity study (OECD test guideline 416; OECD 2001b) is needed for classification of effects on fertility. The reproductive 
toxicity screening test that may be required by REACH for chemicals in the ≥ 10 tonne bands is thus usually not sufficient for 
classification. A hazard assessment for reproductive toxicity will only be possible with the REACH data required for 
substances in the ≥ 100 tonne bands and only to the extent that these test requirements are proposed and approved by the 
industry and the authority. 
 
Ecotoxicity  
Classification of aquatic toxicity requires, at a minimum, short-term toxicity data from fish, algae, or Daphnia. For 
classification of long-term effects, these data must be used in combination with degradation data (ready biodegradability 
test), data on lipophilicity (log P), or data on bioconcentration (BCF). A hazard classification for aquatic toxicity will thus be 
possible for substances in the ≥ 10 tonne bands. Whether this will also be possible for the ≥ 1 tonne band depends on the 
outcome of the REACH prioritization procedures, whereby for phase-in substances that are not prioritized, no data that can 
be used for ecotoxicity classification will be generated under REACH. 
 
PBT and vPvB  
The criteria for identifying PBT and vPvB substances are specified under REACH Annex XIII. Application of these criteria will 
be possible only for substances in the ≥ 100 metric tonnage bands and only to the extent that the tests in the high-tonnage 
bands will be proposed and approved by industry and the authority. (The criteria are based on BCF, long-term toxicity, or 
ecotoxicity tests and the half-lives of the substances in different compartments. To determine half-lives, simulation testing 
is needed.) 
 
Source: Rudén C and Hansson SO (2010) Registration, Evaluation, and Authorization of Chemicals (REACH) Is but the First 
Step–How Far Will It Take Us? Six Further Steps to Improve the European Chemicals Legislation, Environmental Health 
Perspectives, Vol. 118(1): 6–10 
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Table 10: Summary of REACH data yields by tonnage against data demands of classification criteria 

Endpoint Tonnage band 
1-<10tonnes 10-<100tonnes 100-<1000 tonnes ≤1000 tonnes  

Acute toxicity +  
- for non Annex III 
phase in 

+ + + 

Sub-acute toxicity - + + + 
Mutagenicity Test requirements determined in a stepwise procedure based on initial testing 
Carcinogenicity - - - + 
Reproductive 
toxicity 

- - + + 

Ecotoxicity +  
- for non Annex III 
phase in 

+ + + 

PBT and vPvB - - + + 
 
CLP classifications are based on available data, which in many instances may be limited to that 
generated under REACH. It should be noted that Article 5 (1) of the CLP Regulation provides a list of 
other data sources, which may include pre-existing data, and/or data generated under independent 
studies or under other EU legislation (i.e. Biocides, PPPR, Cosmetics, Food Contact Materials 
Regulation). With the exception of data on physico-chemical properties, there is no requirement under 
CLP for the generation of additional information solely for the purposes of classification, although it 
cannot be excluded that companies may choose to generate new data to inform classification. 
However, for the majority of chemical substances manufactured or imported into the EU, REACH 
represents the main tool for generating data. The analysis reported above suggests that data will be 
lacking for some endpoints to allow classification under CLP.   

Reduced risk to human health and the environment 
 
The 2003 impact assessment162 for REACH assessed the potential benefits to health and environment 
expected to arise from REACH. As stated in the 2013 General Report on REACH, “the health and 
environment objective of REACH is expected to be achieved through (1) better knowledge on the 
properties and uses of chemicals which results in better safety and control measures, reducing 
exposure and hence, the negative impacts on human health and the environment; and (2) the use of 
less dangerous alternatives to those substances of very high concern”. The positive effects of REACH 
on public health were assumed to start to accrue 10 years after the start of REACH implementation, 
i.e. in 2018, and would be fully observed 30 years after the start. Total health benefits due to REACH 
were estimated to be in the order of magnitude of EUR 50 billion over the 30 years period (after 
discounting). Another study estimated the long-term benefits of REACH on the environment to be up 
to EUR 50 billion over the 25 years period (after discounting).163 Five years into the implementation 
of REACH it remains too early to quantify benefits to health and the environment. Despite this, two 
reports have attempted to tease out initial trends at EU level based on available qualitative data and 
qualitative indicators, the 2012 Eurostat report and a 2012 report by RPA, and these are briefly 
reviewed below. A final report looks at benefits in the UK context. 
 
The 2012 Eurostat report mentioned under tier 2 questions on data quality also assessed risks to 
humans and the environment resulting from chemicals. The report generated risk scores for 62 
substances, as well as risk characterisation ratios. The report finds that the proportion of substances 
with a risk characterisation ratio below 1 has increases, and argues that this is an indication for a better 
                                                      
 
 
162 European Commission (2003) Commission Staff Working Paper [REACH] Extended Impact Assessment, 29.10.2003, 
{COM(2003)644}, Brussels 
163 DHI (2005) The impact of REACH on the environment and human health, DHI, The Netherlands 
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control of risks resulting from the REACH CSA. Box 9 provides a summary of information generated 
under REACH that was found by the report to contribute to risk reduction.  
 
Box 9: Information generated under REACH that has been found to contribute to risk reduction 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
The methodology developed in the original REACH baseline and repeated in the 2012 study can be 
employed for the analysis for in the 10 years update and the 15 years update, so generating a 
comparable time-series.   
 
In addition, a 2012 RPA report164 reviews the benefits of REACH, including the economic value of 
human health (mainly workers and the general public) and environmental benefits. While the report 
concludes that that it remains too early to quantify benefits, it provides a methodology for a more 
quantitative assessment in the future. The assessment relied on qualitative information together with a 
limited set of quantitative indicators to identify drivers of human health and environmental benefits, as 
well as enhancers. Drivers included registration, requirements concerning information through the 
supply chain, authorisation, and restriction. Elements of REACH found to enhance the benefit drivers 
are the provision of guidance, evaluation, inspections and enforcement activities. Key benefits include: 
an increase in the available information on chemicals resulting in changes in classification, the 
majority being to more stringent classifications; increased information in the supply chain and the use 
of safety data sheets leading to better risk management and risk reduction; and moves towards the 
substitution of SVHC in the supply chain.  
 
Finally, a 2013 survey165 by the British trade association EEF of REACH implementation amongst 
manufacturers in the UK suggest that awareness of REACH requirements remains low and throws 
some of the benefits into doubt. The survey of 250 firms found that one fifth of respondents thought 
that REACH did not apply to them at all, while a further 30% said REACH was not important to their 
                                                      
 
 
164 2012, RPA, Assessment of health and environmental benefits of REACH, ENV.D.3/SER/2011/0027r, available at: 
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm  
165 EEF (2012) REACH: Awareness, activity and perceptions, EEF, UK 

Availability of DNELs to inform risk management in the workplace. 
 
DNELs also serve to confirm existing OELs, or to highlight the lack of an EU level OEL for a specific substance. The 2011 
analysis revealed individual cases, where a substantially lower DNEL for workers was derived compared to existing OELs. 
 
For the impact area consumers, data on uses, toxicity and exposure were very incomplete in 2007. In 2011, the first 
improvement has been a clarification of intended uses. Also in this impact area, toxicity estimates (DNELs or analogues) 
are clearly of better quality in 2011 than in 2007 thanks to DNEL derivation from experimental data in the CSRs. 
 
Improved exposure assessments can also be seen as a result of REACH. Although problems associated with the exposure 
assessment remain, many registrants have put much effort in performing exposure assessments and risk 
characterisations, resulting in a detailed description of risk management measures and specific conditions of use 
necessary to ensure control of risk and safe use.  
 
Identification of supply chains and downstream uses that were sometimes unknown to them prior to REACH. 
 
Apart from exposure assessments performed in the context of CSRs, the information gathered by registrants on the 
different uses of a substance is valuable as such. This became evident in the case of substances, for which an exposure 
estimate was not available and had to be modelled by the authors of this 5 years update (37% of substances for the 
impact area workers). 
 
Similar to the findings for workers, analysis in the impact area environment showed improved knowledge on the uses of 
chemicals (e.g. less wide dispersive uses), better exposure assessments and improved toxicity estimates for substances 
for which a CSR was required. 
 

http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm
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business. On a more positive note, the EEF survey found that where there is awareness of REACH, 
firms are taking action. Nearly four fifths of those aware of REACH had substituted or considered 
substituting chemicals (in particular, SVHC) as a result, it found. More than half of those aware of 
REACH were changing work practices and redesigning processes in response. This suggests that 
information being conveyed through the Safety Data Sheets is having a positive effect. The results 
indicate that a significant amount of work remains to raise awareness of REACH, provide clarify of 
requirements and make guidance user-friendly.   
 
The 2013 General Report on REACH therefore concludes that “progress towards meeting the human 
health and environment objective of REACH is therefore materialising” and anticipates that this trend 
will accelerate. The report does identify a number of shortcomings which may reduce benefits, 
including:  
 

• many registration dossiers have been found to be non-compliant, including with regard to 
substance identity;  

• insufficient assessments by registrants of persistent, bioaccumulative and toxic (PBT) and 
very persistent, and very bioaccumulative (vPvB) properties;  

• problems with regard to the content and format of the extended safety data sheets.  

Summary 
 
In summary, it can be confidently stated that the requirements for risk assessment under EU legislation 
deliver on the demands of the JPOI and Chapter 19. Following REACH implementation, there has 
been a significant increase in the availability of information on chemicals produced and marketed in 
EU market, both in terms of hazard data and in cases where a full CSA is undertaken, exposure data. 
Valuable data on uses and downstream users has become publically available. In addition, the 
generation of DNELs in CSAs is particularly valuable for risk management in occupational exposures.    
 
It must be noted however, that the criteria determining data requirements is volume based, rather than 
hazard based, with the CSA conducted only for substances that are produced and marketed in the at 
≥10 t/yr. The requirement for a full CSA, i.e. including exposure and risk assessment, is hazard based. 
It can be assumed that hazardous chemicals are produced and marketed in the EU at <10 t/yr and 
CSAs are not available for these substances.  
 
In terms of possible gaps in risk assessment, data gap remains for <1 t/yr substances, with low data 
availability for the 1-10 tonne substances, in particular for phase-in substances that do not meet the 
Annex III criteria. Important decisions remain to be made, particularly on triggers for testing of low-
volume substances and on practices concerning the waiving of testing for substances in the high 
tonnage bands. In terms of exemption, polymers are receiving justified attention and further controls 
seem relevant on exemptions claimed by industry for intermediates. The lack of consideration of the 
combination effect of exposure to multiple chemicals is not considered under REACH, with calls for 
the development of a possible methodology.  
 
Regarding nanomaterials, methods for a robust risk assessment have not yet been agreed and 
researchers suffer from severe data limitations. Planned work on an EU registry should address some 
of the data concerns, although details of data requirements and the mandatory or voluntary nature of 
the scheme are not yet available.   
 
In providing guidance for EU industry and regulators, the EU agencies and the Commission have 
contributed significantly to the international toolbox for risk assessment. All publications are available 
online for public accessibility.  
 
Regarding risk assessment under other EU legislation, the main areas include pesticides, biocides, 
medicinal products and veterinary products and cosmetics. For medicinal products, gaps remain in the 
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assessment of environmental impacts and there are no mechanisms to withdraw medicinal products 
from the market should environment impacts be identified.  
 
With regards to the role of industry, REACH, CLP and the PPR all make industry responsible for 
supplying the EU regulator with the data required to assess the risks associated with the chemicals that 
they supply. It should be noted that a 2012 Client Earth/EEB report accuses industry of undermining 
the REACH system by the provision of poor and/or inadequate information and by falsely classifying 
substances as intermediates. 
 
In evaluating the quality of registration dossiers, ECHA conducts an automated completeness check of 
every dossier and aims to check compliance of 5% of dossiers in each tonnage band. It has been 
argued that the automated completeness check is inadequate and awards registration numbers to 
substances for which dossier may not be in compliance. With regards to the manual compliance check, 
checks will need to accelerate considerable to meet the required 1,000 dossier to be checked by the 
end of 2013. Although ECHA has received criticism for a light touch in taking decision on dossier, in 
2011 ECHA decisions requested additional information for 71% of the dossiers checked. On the other 
hand, this figure suggests that the average dossier is inadequate in terms of complying with data 
requirements.  
 
The substance evaluation programme under CoRAP is evaluating a lower number of substances than 
originally foreseen, largely due to an unwillingness to commit resources in the Member States in this 
time of austerity. However, 2012 saw the launch of the programme and as such it remains too early to 
draw fixed conclusions. Certainly the evaluation will need to accelerate to meet the target of 
evaluating 951 substances by 2021. 
  
In terms of alternative testing methods, the REACH process has triggered extensive discussions about 
what types of testing and how much testing are necessary to characterize hazards and to make science-
based risk decisions. This includes the development of novel approaches to data generation and 
principles on how to combine different tests into integrated test systems and how to manage remaining 
uncertainties and data limitations. Under REACH, animal testing is to be avoided in favour of 
alternative methods and registrants can only carry out tests involving the use of animals as a last 
resort, with specific mechanisms in place to ensure that this is the case. However, for specific 
endpoints, adequate alternative tests have not yet been recommended in REACH Guidance. ECHA 
reports a positive trend in the management of animal testing by industry.  
 
In terms of other EU legislation involving possible testing on animals, under CLP, animal testing 
should be undertaken only where no other alternatives which provide adequate reliability and quality 
data exist. In practice, new testing under CLP will be limited to physical-chemical tests and is unlikely 
to involve animal testing. Under PPPR, animal testing should be minimised and tests on vertebrates 
should be undertaken as a last resort, while the new EU Cosmetics Directive prohibits placing animal-
tested cosmetics on the market in Europe after 2013. However, should test methods not be available, 
the deadline will be extended and this extension is seen as likely.  
 
The connection between REACH and CLP and the subsequent effect that hazard classification has on 
the application to substances of downstream legislation aimed at protecting the environment, workers 
and consumers from exposure to chemicals makes it important to compare the data required by 
REACH with the data that are required for hazard assessment of different end points. Data supplied 
under REACH registrations are not sufficient to meet the data requirements for all endpoint 
assessments, in particular for 1-10 tonne substances.   
 
To conclude, a recent assessment suggests that there is a better control of chemical risk resulting from 
increased availability of data on chemicals resulting from REACH registrations and the REACH CSA. 
Although it remains too early in REACH implementation to make a firm judgement, recent reports 
identify a trend towards increasing benefits to human health and the environment from REACH.   
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Review against SMART Criteria 
 
Specific Specific information is available to describe relevant REACH procedures, and specific data is 

available on the number of substances registered under REACH. ECHA provides quantitative 
data on the evaluations and an assessment of the uptake of alternatives to animal testing. 
Specific information is available on procedures for risk assessments under other legislation.   

Measurable Data is available against which to measure the procedural aspects of REACH, i.e. numbers of 
registrations. It was not possible to find data on the number of substances for which CSA 
performed thus far. A report was available detailing improvements in the quality of publically 
available information on chemical substances under REACH.  

Achievable Data was available to answer both tier 1 and 2 questions. Regarding tier 3 questions, while it 
remains too early to measure the impacts of REACH on health and the environment using 
quantitative data, qualitative data suggests a positive trend for the EU.    

Relevant A wide range of highly relevant data is available on the website of ECHA, Eurostat and the 
Commission for all tiers of questions for the EU region.  

Timed Baseline data is available for 2003 in the impact assessment for REACH, which can be 
considered relevant for the baseline year of 2002. Reports on the operation of REACH were 
published in 2012 as part of the REACH Review and provide data from 2011-2012.    
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7.2.2 EU Progress under Indicator 2: Information Availability, Awareness 
Raising and Training  

Baseline 2002 
 
A European Pollutant Emission Register (EPER) was set up at EU level by Commission Decision 
2000/479/EC166 on the basis of Article 15(3) of Council Directive 96/61/EC167 concerning integrated 
pollution prevention and control. EPER, hosted by the European Environment Agency (EEA), was a 
web-based register enabling the public to view data on emissions to water and air of 50 key pollutants 
from large and medium-sized industrial point sources in the EU.  According to the EPER Decision, 
Member States had to report every three years. The first reporting year was 2001 (published in 2004) 
and covered 9,400 facilities in the EU-15, Hungary, and Norway. The EPER website was officially 
launched in 2004. 
 
Before REACH, the only comparable database of information on chemicals was contained in the 
European Chemical Substance Information System168 (ECIS), which included basic information on the 
so-called existing and notified substances according to the former regulation on chemicals (Directive 
67/548/EEC169). Some of the inventories under the ECIS have now been taken over by the European 
Chemicals Agency. 

Tier 1 Questions 
 

• PRTRs   
• Chemical safety databases 
• Data base of hazardous waste types, sites and risks 
• Awareness raising activities for communities and consumers 
• Training programmes 

 

PRTRs 
 
Introduced in 2006 by Regulation (EC) No 166/2006170, the European Pollutant Release and Transfer 
Register (E-PRTR)171 replaced and improved the EPER, thus contributing to increased transparency 
and public participation in environmental decision-making. The E-PRTR Regulation implements for 
the European Community the United Nations Economic Commission for Europe PRTR Protocol to the 
Aarhus Convention172.  
 
The E-PRTR represents a step forward in relation to EPER as it contains all the substances listed in the 
EPER Decision as well as some additional ones. While EPER provided information on the emissions 

                                                      
 
 
166 2000/479/EC: Commission Decision of 17 July 2000 on the implementation of a European pollutant emission register 
(EPER) according to Article 15 of Council Directive 96/61/EC concerning integrated pollution prevention and control (IPPC) 
(notified under document number C(2000) 2004) (Text with EEA relevance) OJ L 192, 28.7.2000, p. 36–43 
167 Council Directive 96/61/EC of 24 September 1996 concerning integrated pollution prevention and control OJ L 257, 
10.10.1996, p. 26–40 
168 ESIS website : http://esis.jrc.ec.europa.eu/  
169 Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws, regulations and administrative provisions 
relating to the classification, packaging and labelling of dangerous substances. OJ 196, 16.8.1967, p. 1–98 
170 Regulation (EC) No 166/2006 of the European Parliament and of the Council of 18 January 2006 concerning the 
establishment of a European Pollutant Release and Transfer Register and amending Council Directives 91/689/EEC and 
96/61/EC (Text with EEA relevance). OJ L 33, 4.2.2006, p. 1–17. 
171 E-PRTR website: http://prtr.ec.europa.eu/  
172 United Nations Economic Commission for Europe, Kiev Protocol on Pollutant Release and Transfer Registers. Available 
at : http://www.unece.org/env/pp/prtr.html  

http://esis.jrc.ec.europa.eu/
http://prtr.ec.europa.eu/
http://www.unece.org/env/pp/prtr.html
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of 50 substances, the E-PRTR contains information on the releases and transfers of 91 substances, 
including heavy metals, pesticides and chlorinated organic substances.   
 
The information is reported annually by some 28,000 industrial facilities covering 65 economic 
activities across Europe. For each facility, information is provided concerning the amounts of pollutant 
releases to air, water and land as well as off-site transfers of waste and of pollutants in waste water. 
The E-PRTR sets thresholds for each specific pollutant, above which installations have to report 
releases.  The actual thresholds have been set with the intention of covering for each specific pollutant 
about 90% of the total mass emissions from facilities regulated under E-PRTR. Some information on 
releases from diffuse sources is also available and will be gradually improved. 
 
The E-PRTR Regulation explicitly mentions that “the Commission, assisted by the European 
Environment Agency, shall make the European PRTR publicly accessible by dissemination free of 
charge on the Internet” (Article 10.1). It also includes specific provisions to increase awareness-raising 
of the public (Article 15).  

Chemical Safety Databases 
 
Article 77 of REACH introduced an obligation for ECHA to disseminate information through 
“database/s with information on all registered substances, the classification and labelling inventory 
and the harmonised classification and labelling list”. The article also states that ECHA shall make the 
information in the database publicly available, free of charge and over the Internet, except when a 
confidentiality claim request is made. Article 119 lists the minimum information to be made available 
by ECHA. This includes the IUPAC number, the classification and labelling, the results of 
toxicological and ecotoxicological studies, tonnage bands etc.  However, a number of exceptions to 
disclosure of documents are foreseen for information that is “deemed to undermine the protection of 
commercial interests, unless urgent action is essential to protect human health, safety and the 
environment”.  
 
In accordance with Article 77, ECHA set up a portal including information on chemicals173. The 
ECHA website also hosts a Classification and Labelling (C&L) inventory174. This database contains 
classification and labelling information on notified and registered substances received from 
manufacturers and importers, according to Article 42 of the Regulation on Classification Packaging 
and Labelling175.  
 
In relation to EU Regulation 1107/2009176 on the authorisation of plant protection products, the 
European Commission also set up a database on pesticides177. The same website hosts a database on 
Pesticide EU Maximum Residue Levels pursuant to Regulation (EC) 396/2005178.  On biocides, the 
new Regulation (EC) 528/2012 provides for electronic public access in Article 67. The information 
flow is managed by the European Chemicals Agency. 
                                                      
 
 
173 The ECHA database is available at : http://echa.europa.eu/information-on-
chemicals;jsessionid=907495C8033AAB3877C8D82BEA8114D8.live2  
174 The C&L inventory is available at : http://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory 
175 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, 
labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and 
amending Regulation (EC) No 1907/2006 (Text with EEA relevance). OJ L 353, 31.12.2008, p. 1–1355 
176 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing 
of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC. OJ L 309, 
24.11.2009, p. 1–50 
177 The pesticides database is available on the DG SANCO website at : 
http://ec.europa.eu/sanco_pesticides/public/index.cfm  
178 Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on maximum residue 
levels of pesticides in or on food and feed of plant and animal origin and amending Council Directive 91/414/EECText with 
EEA relevance. OJ L 70, 16.3.2005 

http://echa.europa.eu/information-on-chemicals;jsessionid=907495C8033AAB3877C8D82BEA8114D8.live2
http://echa.europa.eu/information-on-chemicals;jsessionid=907495C8033AAB3877C8D82BEA8114D8.live2
http://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory
http://ec.europa.eu/sanco_pesticides/public/index.cfm
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RAPEX 
 
With regards to information on product safety, Directive 2001/95/EC on general product safety 
provides for an alert system, known as the Community Rapid Information System (RAPEX), which 
ensures that the relevant authorities are rapidly informed of dangerous products, including products 
containing unexpected hazardous substances. It ensures that information about dangerous products 
withdrawn from the EU market and/or recalled from consumers is quickly circulated between Member 
States and the European Commission, with the aim of preventing or restricting the selling of these 
products on the market. National authorities notify the Commission, via the RAPEX system, of 
measures taken to prevent or restrict the marketing or use of non-food products posing a serious risk to 
various public interests, mainly the health and safety of consumers, environment, and public security. 
The Commission publishes weekly overviews of RAPEX notifications on products posing a serious 
risk to consumers on its RAPEX internet page. These overviews provide information on the notified 
product, the nature of the risk it poses and the measures that were taken to prevent these risks.179  
 
In addition, consumers may learn about the risks posed by a product, either from the company which 
sold the product, the national enforcement authority, and/or from the media. In most cases, 
information is provided to the consumer in one of the following ways: warnings posted on the 
company's, enforcement authority's or Commission's websites; recall notices published in newspapers 
and magazines and/or posters displayed in shops. For product recalls where purchase requires 
registration of consumer's contact details (ex. motor vehicles) consumers are notified about the safety 
problems by individual letters sent by companies. RAPEX is further discussed under indicator 7 on 
cleaner production and clean products, and under indicator 18 on illegal traffic in hazardous chemicals 
and products.    

Databases of hazardous waste types, sites and risks 
 
Another relevant act for public access to information about pollutants is Directive 2010/75/EU180 on 
industrial emissions (IED). As further explained under Indicator 7, the IED brings together Directive 
2008/1/EC (the “IPPC Directive”) and six other Directives in a single text. It aims at minimising 
pollution from various industrial sources throughout the EU. Operators of industrial installations 
dealing with activities defined in Annex I to the Directive (i.e. energy industries, production and 
processing of metals, mineral industry, chemical industry, waste management, etc.) are required to 
meet certain obligations, including preventive measures taken against pollution, application of Best 
Available Techniques (BAT) and prevention of accidents. Fulfilling these obligations and putting in 
place the necessary measures to minimise pollution represent the basic requirement to obtain a permit 
from the authorities in the EU countries. Access to information and public participation are key 
elements under the IED. As a matter of fact, the public has a right to participate in the decision-making 
process by having access to information on: 1) permit applications in order to give opinions, 2) 
permits, 3) results of the monitoring of releases, and 4) to the above-mentioned E-PRTR.  
 
The Waste Framework Directive 2008/98/EC181 requires, inter alia, that waste be managed without 
endangering human health and harming the environment, and in particular without risk to water, air, 
soil, plants or animals, as further explained under Indicator 8. In particular, the Directive lays down a 
strict control regime for hazardous waste and stipulates that hazardous waste must be recorded, 
identified and kept separated from other types of hazardous and non-hazardous waste. Data and 

                                                      
 
 
179 See: www.ec.europa.eu/rapex 
180 Directive 2010/75/EU of the European Parliament and of the Council of 24 November 2010 on industrial emissions 
(integrated pollution prevention and control) Text with EEA relevance. OJ L 334, 17.12.2010, p. 17–119 
181 Directive 2008/98/EC of the European Parliament and of the Council of 19 November 2008 on waste and repealing 
certain Directives (Text with EEA relevance). OJ L 312, 22.11.2008 
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statistics on hazardous waste are available on the website of the Environmental Data Centre on Waste 
(Eurostat)182, which is the central entry point for reporting of data under EU legislation.  
 
If the transfer of hazardous waste originates from industrial facilities, access to information is possible 
through the above-mentioned E-PRTR. A map tool is also available to search the amount of hazardous 
waste transferred by specific industrial site.  For example, the E-PRTR shows that more than 54 
million tons of hazardous waste was transferred from E-PRTR facilities in 2007. It also shows that 
most hazardous waste is recovered or disposed of within the country where it originates; just a small 
fraction of it (approximately 6 %) is transported across borders183. 
 
No other EU-wide databases provide information to the public on hazardous waste including 
information on types of hazardous waste, hazardous waste sites and contaminated sites, health risks 
and exposed population. 

Awareness raising activities for communities and consumers 
 
Several initiatives have been taken at EU level to raise awareness on the hazardous effects of 
chemicals. In particular, ECHA has published an online toolkit for the new hazard pictograms in the 
CLP Regulation, in collaboration with the EU Agency on Occupational Health and Safety (EU-
OSHA)184. The toolkit includes a film (“Danger: chemicals!”), a poster and a leaflet alerting 
employers and workers to the meaning of the new hazard pictograms introduced by the CLP 
Regulation and aiming to promote the safe use of chemicals in the workplace.   
 
Another initiative concerning workers is the joint campaign of ECHA, EU-OSHA and the European 
Trade Unions (ETUC) on employers’ obligations under REACH. It aims to raise awareness about the 
key elements in the Safety Data Sheets that aim to enhance the protection of workers185. 
 
Also, the European Commission is funding numerous NGOs in the area of environment and health 
through the LIFE+ Programme. Many of these NGOs (for example the Health and Environment 
Alliance, the European Environment Bureau, W/WF, Women in Europe for a Common Future, 
Friends of the Earth etc.) carry out awareness raising campaigns on toxic chemicals. Some examples 
of EU co-funded projects during the period 2002-2012 to raise awareness of consumers are: 
 

• Chemicals Health Monitor186, a project by the Health and Environment Alliance (HEAL) 
aiming to provide information on the latest scientific evidence linking chemicals and ill-
health; 

• Detox Campaign – campaigning for safer chemicals187, a project by W/WF to raise 
awareness of citizens as well as policy-makers of the lack of safety information for many 
chemicals used in everyday life; 

• Safe Toys Coalition188, a project by Women in Europe for a Common Future (WECF) 
aiming to raise consumers’ awareness of toxic chemicals in toys; 

                                                      
 
 
182 Eurostat database : http://epp.eurostat.ec.europa.eu/portal/page/portal/waste/introduction/  
183 EEA Press release, 9 November 2009 : http://www.eea.europa.eu/pressroom/newsreleases/pollution-new-european-
register-shows-what-where-and-how-much-is-emitted-by-industrial-
facilities?utm_source=EEASubscriptions&utm_medium=RSSFeeds&utm_ca  
184 The toolkit is available at : http://echa.europa.eu/web/guest/press/press-material  
185 See website : http://echa.europa.eu/en/view-article/-/journal_content/f2128fee-eb37-4efd-9048-68f7d3458962 
186 Chemicals Health Monitor website : www.chemicalshealthmonitor.org 
187 Detox Campaign website : 
http://wwf.panda.org/what_we_do/how_we_work/policy/wwf_europe_environment/initiatives/chemicals/detox_campaig
n/  
188 Safe Toys Coalition website : http://www.wecf.eu/english/campaigns/2010/safetoys-coalition.php  

http://epp.eurostat.ec.europa.eu/portal/page/portal/waste/introduction/
http://www.eea.europa.eu/pressroom/newsreleases/pollution-new-european-register-shows-what-where-and-how-much-is-emitted-by-industrial-facilities?utm_source=EEASubscriptions&utm_medium=RSSFeeds&utm_ca
http://www.eea.europa.eu/pressroom/newsreleases/pollution-new-european-register-shows-what-where-and-how-much-is-emitted-by-industrial-facilities?utm_source=EEASubscriptions&utm_medium=RSSFeeds&utm_ca
http://www.eea.europa.eu/pressroom/newsreleases/pollution-new-european-register-shows-what-where-and-how-much-is-emitted-by-industrial-facilities?utm_source=EEASubscriptions&utm_medium=RSSFeeds&utm_ca
http://echa.europa.eu/web/guest/press/press-material
http://www.chemicalshealthmonitor.org/
http://wwf.panda.org/what_we_do/how_we_work/policy/wwf_europe_environment/initiatives/chemicals/detox_campaign/
http://wwf.panda.org/what_we_do/how_we_work/policy/wwf_europe_environment/initiatives/chemicals/detox_campaign/
http://www.wecf.eu/english/campaigns/2010/safetoys-coalition.php
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• Women and their Toxic World and Shoppers Guide189, two publications by (WECF) 
highlighting practical ways to avoid hazardous chemicals in products.  

In addition, the LIFE+ Regulation provides for funding of "operational activities of NGOs that are 
primarily active in protecting and enhancing the environment at European level and involved in the 
development and implementation of Community policy and legislation"190. One of the priority areas of 
work is environment and health, including chemicals and pesticides. Another area of work is waste 
and natural resources. 31 NGOs were funded in 2012. In 2002, the funded NGOs were only 20191. 
 
On waste, the European Commission published in 2009 a brochure entitled “Being wise with waste: 
the EU’s approach to waste management”192, which is addressed to the general public and includes 
information on hazardous waste containing heavy metals and other toxins. The level of awareness 
raising activities on hazardous waste is however much lower than for chemicals in products. 

Training programmes 
 
ECHA promotes several training programmes through training materials and online webinars193, 
guidance and information toolkits194 and various publications195. However, most of these activities 
focus on how REACH and the registration procedures function, rather than on how to assess and 
manage the risks related to hazardous substances.  
 
The Commission also runs a wide range of training activities, aiming to enhance the capacities of 
Member State competent authorities in implementing EU legislation on chemicals. For example, the 
Better Training for Safer Food initiative covers food and feed law, animal health and welfare and plant 
health rules. It trains Member State and candidate country national authority staff involved in official 
controls in these areas.196 

Tier 2 Questions 
 

• Public use of information tools: what are the access levels of websites providing information on chemicals? 
 

Public use of information tools 
 
According to the implementation report on the E-PRTR prepared by the Austrian Environment 
Agency for the European Commission in 2012197, the E-PRTR website fulfils the requirements set out 
in the E-PRTR Regulation and provides for easy access to information. In particular, during the time 
period 1 March 2010 to 30 June 2011 a total of 288,375 visitors accessed the E-PRTR website (ca. 590 
visitors per day). The average viewing interval over the 1.5 years period was 4.3 minutes. Access 
peaked in the week of 25 May to 2 June 2011 after publication of the new E-PRTR data set. 
 

                                                      
 
 
189 Women and Their Toxic World website: http://www.wecf.eu/english/campaigns/2004/reach.php  
190 Regulation (EC) No 614/2007 of the European Parliament and of the Council of 23 May 2007 concerning the Financial 
Instrument for the Environment (LIFE+) - Commission statement OJ L 149, 9.6.2007, p. 1–17 
191 http://ec.europa.eu/environment/ngos/list_ngos97_07.htm  
192 The publication is available online at : http://ec.europa.eu/environment/waste/pdf/WASTE%20BROCHURE.pdf  
193 http://echa.europa.eu/support/training-material/webinars;jsessionid=72170C50C82B05DEA83FC1047F8BD42C.live1 
194 http://echa.europa.eu/support/information-toolkit 
195 http://echa.europa.eu/publications 
196 http://ec.europa.eu/food/training_strategy/ 
197 Environment Agency Austria, Final report (2012) Three years of implementation of the E-PRT: Supporting study for the 
European Commission, ENV.C.3/SER/2010/0056, April 2012, Environment Agency Austria, Vienna 

http://www.wecf.eu/english/campaigns/2004/reach.php
http://ec.europa.eu/environment/ngos/list_ngos97_07.htm
http://ec.europa.eu/environment/waste/pdf/WASTE%20BROCHURE.pdf
http://echa.europa.eu/support/training-material/webinars;jsessionid=72170C50C82B05DEA83FC1047F8BD42C.live1
http://echa.europa.eu/support/information-toolkit
http://echa.europa.eu/publications
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Compared to website access levels of the previous EPER website, the new E-PRTR shows substantial 
improvements. According to the 2007 EPER Review Report198, the EPER website received a total of 
218,195 visits between January 2004 and December 2006, i.e. approximately 300 visits per day. This 
means that visits per day to the current E-PRTR have almost doubled. Also, the average viewing 
interval of the EPER website during the two years was 2 minutes and 43 seconds – almost half of the 
time that people are spending on average on the E-PRTR website. These figures suggest that public 
access to information has improved with the introduction of the E-PRTR. 
 
ECHA has published two databases on chemicals: the classification & labelling inventory with 5.3 
million notifications, and the database of registered substances containing information on over 27,000 
registrations199.  Overall visits to the ECHA website were 1,561,012 from June till December 2008 and 
1,919,609 in 2009. The figure went up to a total of 2,944,903 in 2012, showing a substantial increase 
in website access levels over the past four years.200 Regarding the search for chemicals201, during the 
period 15 December 2011 – 25 November 2012, this part of the website received 255,345 visits. For 
the same period, the CLP inventory received 168,723 visits. These data represent a good baseline to 
assess progress in the next period 2012-2020. 
 
According to the European Environment Bureau and ClientEarth’s publication “Identifying the 
Bottlenecks in REACH implementation”202, ECHA’s portal on the dissemination of information on 
chemicals is not useful for consumers or civil society at the moment as little or no information about 
substances in consumer products can be gathered from the information which ECHA disseminates. For 
example, in March 2012203, ECHA disseminated information regarding 203 notifications received in 
the second half of 2011 in a report. However, the information contains little or no indication of where 
a consumer would realistically expect to find the Substances of Very High Concern in a product as no 
information is provided about the notifier or the product.  
 
According to the same publication, ECHA has made a large amount of information available, but this 
information has so far been neither user friendly or easy to understand. Therefore, the NGOs argue 
that the database set up by ECHA does not fulfil the basic requirements that can be derived from the 
provisions of REACH or the “Aarhus Regulation” (EC) 1367/2006204 that requires public institutions 
“to place the environmental information that they hold on databases and equip these with search aids 
and other forms of software designed to assist the public in locating the information they require”.  
According to the NGO analysis, the C&L inventory also needs to be made more user-friendly to allow 
the public to effectively access the information they need. 

Tier 3 Questions 
 

• Has the public perception on chemicals changed as a result of information availability and awareness raising? 
• Uptake of clean products, i.e. non-chemical products and products involving non-chemical alternatives such 

as organic products 
 

                                                      
 
 
198 TNO, AEA Energy & Environment, EPER Review Report 2004. Contract number : 070402/2006/440841/MAR/C4. May 
2007. Available at : http://www.irz.cz/dokumenty/eper/eper_review_2004_version_16-5-2007.pdf  
199 ECHA press release: 
http://echa.europa.eu/documents/10162/13556/response_to_eeb_and_clientearth_20121026_en.pdf 
200 Personal communication with ECHA 
201 This went live only on 15 December 2011. These data are not publicly available but have been sent through personal 
communication with an ECHA official. 
202 European Environment Bureau and ClientEarth, “Identifying the Bottlenecks in REACH implementation”, October 2012. 
203 ECHA Press Release of 5 March 2012 
204 Regulation (EC) No 1367/2006 of the European Parliament and of the Council of 6 September 2006 on the application of 
the provisions of the Aarhus Convention on Access to Information, Public Participation in Decision-making and Access to 
Justice in Environmental Matters to Community institutions and bodies. OJ L 264, 25.9.2006, p. 13–19 

http://www.irz.cz/dokumenty/eper/eper_review_2004_version_16-5-2007.pdf
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Has the public perception on chemicals changed as a result of information availability 
and awareness-raising? 
 
In 2005, the Special Eurobarometer 217205 on concerns about the environment in the EU-25 showed 
that 35% of the population was concerned about the impact on our health of chemicals used in 
everyday products and 26% about the use of pesticides/fertilizers. In 2009, the Special Eurobarometer 
314 on Europeans’ attitudes toward chemical products206 showed that the population was increasingly 
concerned about the impacts of pesticides and herbicides. Respondents were asked, according to what 
they know, which consumer products contain chemicals posing a risk to the users. Pesticides and 
herbicides for home use (in gardens and greenhouses) received the most mentions, with seven in ten 
respondents (70%) considering these products to pose a risk. This was followed by bleach and heavy-
duty cleaners, mentioned by just over six in ten respondents (61%).  
 
Particularly relevant for the purpose of this study is Special Eurobarometer 360 on “Consumer 
understanding of labels and the safe use of chemicals”, published in 2011207.  The report shows that 
EU citizens are generally aware of the hazardous properties of chemicals with 68% of respondents 
regarding them as “dangerous”, and 51% as “unhealthy”. It underlines little understanding of CLP 
hazard symbols, with most respondents feeling only moderately informed or not well informed about 
the risks associated with chemical products. Among the available sources of information about the 
potential dangers of chemicals, only 13% of respondents regard the EU and its agencies as 
trustworthy. Most respondents trust poison centres as the most reliable source of information, followed 
by doctors. Across the EU, half of the respondents feel that they are only moderately informed about 
the potential risks of chemicals in various products, including cleaning products and pesticides. 
 
Although many hazardous substances, such as pesticides, are widely recognised both to be chemical 
products and to be dangerous, the report concludes that more information and education about 
chemical products and related safety issues is needed in the EU so that people know where to look for 
information and how to interpret it. In addition, many EU citizens do not seem to know where to turn 
for trustworthy information about chemicals and chemical-related safety matters.  
 
ECHA’s own assessment208 on communication on the safe use of chemicals, published in January 
2012 and based on two surveys, concludes that the new CLP labels (pictograms) are scarcely 
understood by the general public; only a few pictograms are recognised for what they actually 
symbolise and misunderstandings are clearly evident. The ECHA’s evaluation acknowledges that 
“even if the new labelling legislation is currently only mandatory for chemical substances and not yet 
for mixtures, it is important to increase public awareness and promote the understanding of hazard 
labels”.  
 

Uptake of clean products, i.e. non-chemical products and products involving non-
chemical alternatives, such as organic products  
 
The 2010 EU report on organic agriculture209 indicate a dynamic increase of organic food 
consumption in EU Member States during the 2000s. In particular, on the four largest EU markets 
(Germany, the United Kingdom, Italy and France) the increases are impressive: average annual 
increase of 18.1% for France in the period 2005-2009, 14.0% for Germany in the period 2000-2008, 
                                                      
 
 
205 Special Eurobarometer 217. Available at : http://ec.europa.eu/public_opinion/archives/ebs/ebs_217_sum_en.pdf 
206 Special Eurobarometer 314. Available at : http://ec.europa.eu/public_opinion/archives/ebs/ebs_314_en.pdf 
207 Special Eurobarometer 360. Available at : http://ec.europa.eu/public_opinion/archives/ebs/ebs_360_en.pdf 
208 ECHA, Communication on the safe use of chemicals,2012: 
http://echa.europa.eu/documents/10162/13559/clp_study_en.pdf 
209 European Commission, DG agriculture, An analysis of the EU organic sector, June 2010. Available at : 
http://ec.europa.eu/agriculture/analysis/markets/organic_2010_en.pdf  
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http://echa.europa.eu/documents/10162/13559/clp_study_en.pdf
http://ec.europa.eu/agriculture/analysis/markets/organic_2010_en.pdf
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8.7% in Italy in the  period 2001-2009 and 11.9% for the United Kingdom in the period 2000-2008. 
Data are not yet available to cover the period until 2012. Also, it remains difficult to build time series 
given the lack of suitable data at Member States and at EU level. However, the trends highlighted in 
the report are likely to continue and indicate a raised awareness of consumers on chemicals and 
pesticides. As a matter of fact, the report acknowledges that awareness of consumers regarding organic 
products counts among critical factors for the development of the market.  
 
Other than organic products, data on sale/consumption of clean products are currently very difficult to 
find. 

Summary 
 
In terms of outputs, the requirements for information availability generally conform to the demands of 
Paragraph 23, which identifies PRTRs as tools for providing coherent and integrated information on 
chemicals. In this respect, the EU has established a comprehensive E-PRTR, as well as chemical 
databases under ECHA. However, looking at Chapter 20, the EU lags behind in the establishment of 
databases on hazardous waste, contaminated sites and health risks.  The EU has also taken some action 
to proactively raise awareness of communities and workers on the risks related to chemicals and 
chemicals use, particularly through ad hoc campaigns or co-funding NGO initiatives. Less has been 
achieved so far on training and specific activities on hazardous waste issues. 
 
Regarding outcomes, the E-PRTR and the chemicals databases set up by ECHA are being widely used 
by the public as indicated by the website statistics. In particular, website access levels of the E-PRTR 
have increased substantially compared to the previous EPER. Baseline data are also available on 
website access levels of the ECHA databases. However, the chemical safety databases set up under 
ECHA have to be made more user-friendly, adequate and appropriate to the needs of stakeholder to 
fulfil the requirements of SAICM OPS. Information should be more easily accessible and 
understandable. Also, the format of the public database should be improved on the basis of more 
powerful search functions on the properties and uses of chemicals.  
 
In terms of impact, an analysis of environment-related Eurobarometers over the period 2002-2012 as 
well as of trends in the uptake of organic products shows that the public is increasingly concerned and 
aware of the impacts of chemicals, particularly pesticides, on health. However, it is difficult to draw 
from these sets of data how much EU policies and activities have contributed to increasing awareness. 
Although information on chemicals is made available, the institutions’ own analysis actually suggests 
that more targeted education and awareness–raising of the public is needed to explain where to look 
for information and how to interpret it.  

Review against SMART Criteria 
 
Specific Tier 1 questions are specific to this indicator in that they assess the establishment of tools at EU 

level to ensure information availability on chemicals, as well as the promotion of awareness-
raising and training initiatives. Tier 2 questions clearly measure to what extent the tools have 
been used by the public. Tier 3 questions are also concretely showing if and where the change 
in public awareness is happening.  

Measurable Tier 1 and Tier 2 questions are measurable in that tools can be quantified and statistics are 
available on public use of websites and online databases. Tier 3 questions are more qualitative 
in nature as they measure changes in public perception, although some quantitative data can 
be found e.g. on trends in the uptake of organic products. 

Achievable The data for the three Tiers can be all derived from EU sources, reports and websites, or from 
NGO reports. 

Relevant Tier 1 questions are relevant in that they clearly indicate whether the appropriate tools and 
measures have been set up in terms of policy output. Tier 2 questions clearly associate the 
establishment of the tools with the actual outcome in terms of public use. Although trends in 
public perception effectively demonstrate that the desired change has taken place, Tier 3 
questions are less relevant as it is more difficult to attribute increased public awareness solely 
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to policy implementation. 
Timed As the E-PRTR and the ECHA databases have been set up recently, no data is available for the 

baseline year. Statistics on consumption of organic products are available for different time 
intervals in the 2000s. Data on website access levels and information on public perception of 
chemicals are available for today.  
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7.2.3 EU Progress under Indicator 3: GHS 

Baseline 2002 
 
At the baseline year of 2002, the EU had a system in place for the classification and labelling of 
chemicals in the Dangerous Substances Directive 67/548/EEC210 and the Dangerous Preparations 
Directive 1999/45/EC211. The Dangerous Substances Directive sets out harmonised EU rules for 
classification, packaging and labelling of dangerous chemical substances, while the Dangerous 
Preparations Directive extends these rules to dangerous preparations.These acts established a self-
classification system for enterprises. These directives are only concerned with the assessment of the 
intrinsic hazards of chemicals. They do not cover do not cover certain special types of chemicals, such 
as medicines, pesticides, biocides, cosmetics and foodstuffs, for which stricter control regimes exist. 

Tier 1 Questions 
 

• Establishment and implementation, by 2008, of GHS 

Establishment and Implementation of GHS 
 
The Globally Harmonised System of Classification and Labelling of Chemicals (GHS) provides a 
harmonised basis for globally uniform physical, environmental and health and safety information on 
hazardous chemical substances and mixtures. It establishes a system to classify hazardous chemicals, 
to inform uses about hazards through standardised symbols (pictograms) and phrases on the packaging 
and to provide additional information regarding safe use in Safety Data Sheets (SDS). GHS provides 
for a building block approach, whereby countries of regions can adapt the system to suit their needs.  
 
The EU system was aligned with the international requirements through the adoption of Regulation 
(EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on 
classification, labelling and packaging of substances and mixtures212 (CLP Regulation/CLP). CLP 

entered into force on 20 January 2009 and repeals and replaces, with transitional periods, the 
Dangerous Substances Directive and the Dangerous Preparations Directive. For substances, 
classification and labelling had to be consistent with the CLP rules from 1 December 2010, while for 
mixture the deadline is 1 June 2015. In this discussion, we identify key elements of CLP and consider 
progress to date in implementing the system.  
 
While aiming to keep the scope as close as possible to that of the former Dangerous Substances 
Directive and Dangerous Preparation Directive, CLP uses the terminology of the GHS, referring to 
“mixture” instead of “preparation” and “hazardous” instead of “dangerous”.  
 
Under CLP, manufacturers, importers and downstream users are obliged to classify the substance or 
mixture that they place on the market on the basis of hazard, through a process called self-
classification. This involves four basic steps, namely: the collection of available information; 
evaluation of the adequacy and reliability of the information; review of information against the 
classification criteria; and a decision on classification. As such, the hazard classification generally 

                                                      
 
 
210 Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws, regulations and administrative provisions 
relating to the classification, packaging and labelling of dangerous substances, OJ L196, 16.8.1967, pp. 1–98 
211 Directive 1999/45/EC of the European Parliament and of the Council of 31 May 1999 concerning the approximation of 
laws, regulations and administrative provisions of the Member States relating to the classification, packaging and labelling 
of dangerous preparations, OJ L200, 20.7.1999, pp. 1–68 
212 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, 
labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and 
amending Regulation (EC) No 1907/2006, OJ LJ353, 31.12.2008, pp.1-1355 
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does not generated new data, but rather relies upon relevant available information213. This is very 
likely to include data generated under REACH, and may also include publically available scientific 
research and research undertaken independently (and voluntarily) by the private sector. For the 
purpose of determining whether a substance or a mixture entails a health, physical or environmental 
hazard, the supplier may be required to undertake additional testing on physico-chemical properties214. 
As such, data generation under CLP is restricted to data on physico-chemical properties in cases where 
adequate data is not available. The information gathered and generated must then be evaluated by the 
duty holders for the purpose of self-classification of substances against the criteria for hazard 
classification as set out in Annex I to CLP.  
 
CLP has been subject to three Adaptations to Technical Progress (ATP), with the aim revising 
classification criteria and introducing new hazard categories and sub-categories, as well as updating 
the list of substances with harmonised classifications. In addition to self-classification, CLP provides a 
procedure for legally-binding EU harmonisation based on proposals to ECHA submitted by competent 
authorities or duty holders. ECHA assesses the proposal and forwards its opinion to the Commission 
who may draft a decision on harmonised classification and labelling for inclusion in Annex VI of 
CLP. All previously harmonised substances classifications under the Dangerous Substances Directive 
have been converted into CLP harmonised classifications. There are currently 4,472 substances with 
harmonised classifications.  
 
CLP puts in place a Classification and Labelling Inventory (C&L Inventory)215, to which all 
substances placed on the market and those subject to registration under REACH, must be notified. The 
notification is made to ECHA and includes elements provided for in REACH registration dossiers. An 
in-built mechanism avoids double regulation by exempting from notification to the inventory 
information already submitted as part of registration under REACH. Notifications can only be 
submitted electronically via the REACH-IT portal on the ECHA website.  
 
Information submitted as part of registration or notification is directly included in the C&L Inventory, 
which is maintained by ECHA in the form of a database. The information in the inventory corresponds 
to the information listed in REACH Article 119(1) and is publicly accessible. The database also 
includes the list of harmonised classifications (Table 3.1 of Annex VI to the CLP Regulation). 
 
Reflecting GHS, CLP also sets rules for the labelling of substances and mixtures according to any 
hazard identified, as well as requirements for the packaging of hazardous substances or mixtures. 
 
Regarding the classification of nanomaterials under CLP, a paper produced by the CARACAL 
subgroup on nanomaterials (CASG Nano)  clarifies that hazard classification under CLP should be 
based on the intrinsic properties of the forms or physical states in which the substance is placed on the 
market and in which it can reasonably be expected to be used. If substances are produced in the 
nanoform, a separate classification and labelling may be required if available data on intrinsic 
properties indicates a difference in hazard class between the nanoform and the bulk form. As 
mentioned above, requirements for additional testing in cases where available data is inadequate is 
limited to physic-chemical properties. 
 
Finally, CLP goes beyond GHS in some areas, by including one additional hazard class, namely 
hazardous to the ozone layer, and by including additional hazard phrases, EUH014 (reacts violently 
with water) and EUH066 (in use may form flammable/explosive vapour/air mixture).  
 

                                                      
 
 
213 CLP Articles 5(1), 6(1) and 8(6) 
214 CLP Article 8(1-2)  
215 The C&L Inventory is available at: http://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory-database  

http://echa.europa.eu/web/guest/information-on-chemicals/cl-inventory-database
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The requirements regarding SDS are contained in REACH (Title IV: Information in the supply chain 
and Annex II: Guide to the compilation of SDS) and aim to ensure that not only manufacturers and 
importers but also their downstream users have enough information to use chemical substances safely. 

Tier 2 Questions 
 

• Self-classification under CLP 
• Provision and use of Safety Data Sheets  
• Programme for awareness raising, capacity building and training on the GHS 
• Enforcement and inspections to ensure there are harmonised labels on all hazardous substances and mixtures 

Self-Classification under CLP 
 
The C&L Inventory contains classification and labelling information on notified and registered 
substances received from manufacturers and importers. It also includes the list of harmonised 
classifications (Table 3.1 of Annex VI to the CLP Regulation). While ECHA maintains the Inventory, 
it does not review or verify the accuracy of the information.  
 
The self-classification process should feed into the procedures for setting harmonised classifications, 
in particular since self-classification is resulting in many more substances being classified under 
specific endpoints. For example, in the C&L Inventory 3,535 substances are classified as R1A, 1B or 
2, with only 661 of these having a harmonised classification216. It is too early to undertake a 
quantitative assessment of how self-classification is affecting the number of substances for which 
there are harmonised classifications.  
 
The self-classification process has resulted in multiple self-classifications, which is giving rise to 
problems for formulators. However, it is expected that these should reduce over time as more 
substances go through registration.217 

Provision and Use of Safety Data Sheets 
 
The principle of communication between the actors of the supply chain is a pillar of REACH and 
crucial to ensuring that anyone use a substance or mixture has all the information require to manage 
risks. The main instrument of communication in the supply chain is SDS, a well-known document for 
enforcement authorities who are well-experienced at controlling it. Under REACH, inspectors must 
take into account new elements, including exposure scenarios annexed to safety data sheets, along 
with information requirements when a SDS is not needed, information about SVHC in articles, and 
requirements to pass information back up the supply chain in certain circumstances.  
 
Regarding the requirements for the provision and use of SDS, we were unable to find quantitative data 
on levels of non-compliance for the EU. Given that the transition to implementation of the CLP 
Regulation is still underway, we do not consider it feasible to measure impacts on the ground, for 
examples in terms of reductions in the number of chemical-related occupational accidents.  
 
However, a 2012 RPA report218 found benefits to human health from increased information in the 
supply chain and the use of safety data sheets leading to better risk management and risk reduction, 
providing evidence of positive impacts and suggesting high compliance levels.  

                                                      
 
 
216 Data drawn from the C&L Inventory as updated on 4 January 2013 
217 RPA and Okopol (2012) Technical assistance to prepare the Commission Report on the Operation of REACH, Final Report 
under contract 70307/2010/584820/SER/D3, RPA, UK 
218 2012, RPA, Assessment of health and environmental benefits of REACH, ENV.D.3/SER/2011/0027r, available at: 
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm 
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Programme for awareness raising, capacity building and training on the GHS 
 
In supporting implementation, ECHA is responsible for providing both industry and regulators with 
industry with technical and scientific guidance and tools on CLP, as well as support to the CLP 
helpdesks219. In terms of guidance, ECHA has developed a range of extensive guidance documents, as 
well as “guidance in a nutshell”, practical guides, factsheets and templates220.  
 
ECHA’s Risk Communication Network (RCN), established in autumn 2008, has the mandate to 
establish a mechanism for the exchange of information, experience, case studies and good practice 
among those in charge of coordinating risk communication221.  The network could help members to 
communication with the general public on risks and the safe use of chemicals, avoiding conflicting 
messages from public authorities and establishing best practice in risk communication. 

Enforcement and inspections to ensure there are harmonised labels on all hazardous 
substances and mixtures  
 
According to the CLP Enforcement Strategies, once enforcement priorities are set, the enforcing 
authorities of Member States should adopt enforcement measures. Enforcement programs should 
comprise of compliance promotion activities complemented with appropriate, proactive and reactive, 
compliance monitoring (inspections and investigations). As such, enforcement, including inspections 
to ensure compliance, is the responsibility of the Member State and will not be further considered 
here.  
 
The first CLP implementation reports should cover enforcement and were submitted by the Member 
States in January 2012, however they were not found to be publically available. The 2013 General 
Report on REACH notes that overall 26 Member States submitted reports, with large variations in the 
level of detail and the issues addressed. The reports showed that most Member States co-operate, co-
ordinate, and exchange information and have appropriate sanctions in place to enforce the CLP 
Regulation. Following CLP implementation, the total number of inspections concerning particular 
products and individual duty holders has steadily increased over the last three years. In terms of areas 
where further improvements are required, compliance with the legal requirements could be 
substantially improved (generally the compliance rates amounted to 70%), and the reporting by 
Member States needs further harmonisation. 
 
At the same time, ECHA’s Forum for Exchange of Information on Enforcement (the Forum) is 
charged with coordinating REACH and CLP enforcement at the European level.  The Forum has 
developed Strategies for enforcement of REACH and CLP,222 as well as Minimum criteria for 
REACH and CLP inspections.223  
 
A recent study224 by Milieu considers enforcement practices for REACH and CLP and identifies a 
number of possible roles for the Commission, including:  
 

                                                      
 
 
219 ECHA Helpdesk available at: http://www.echa.europa.eu/web/guest/support/helpdesks/echa-helpdesk  
220 ECHA Guidance is available at: http://www.echa.europa.eu/web/guest/support/guidance-on-reach-and-clp-
implementation  
221 ECHA website: http://echa.europa.eu/about-us/partners-and-networks/risk-communication-network  
222 Strategies for enforcement of Regulation (EC) no. 1907/2006 concerning the Registration, Evaluation,  Authorisation and 
Restriction of Chemicals (REACH) and of Regulation (EC) no. 1272/2008 on the classification, labelling and packaging of 
substances and mixtures (CLP) (latest version adopted at the 9th meeting of the Forum on 1-3 March 2011). 
223 Minimum Criteria for REACH and CLP Inspections 1 March 2011, First version adopted at the 6th meeting of the Forum on 
8/10 December 2010. 
224 Milieu (2012) Report on penalties applicable for infringement of the provisions of the REACH Regulation  
in the Member States, Study Contract No 07.307/2008/520090/ETU/D1, Milieu, Brussels 

http://www.echa.europa.eu/web/guest/support/helpdesks/echa-helpdesk
http://www.echa.europa.eu/web/guest/support/guidance-on-reach-and-clp-implementation
http://www.echa.europa.eu/web/guest/support/guidance-on-reach-and-clp-implementation
http://echa.europa.eu/about-us/partners-and-networks/risk-communication-network
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• preparing guidance on categories of duty holders, with the aim of bringing about more 
harmonised approaches to reporting on enforcement;  

• enhancing reporting templates for Member State reporting on CLP enforcement; and 
• developing technical guidance concerning a possible expanded role for REACH and CLP 

inspectorates in checking compliance with other EU legislation, including in the areas of 
worker health and safety, industrial pollution control and product requirements.     

Tier 3 Questions 
 

• Public recognition of hazard pictograms and understanding of labels 

Recognition of hazard warning symbols 
 
A 2012 Commission report225 on the safe use of chemicals describes the outcomes of a 2010 Europe-
wide Eurobarometer survey of European citizens’ capacity to understand labels and hazard 
pictograms, together with a more targeted study on risk perception. Results show that recognition and 
understanding of the new hazard pictograms vary across Member States, with low public 
understanding of safety measures required when using chemical products. In particular, certain 
pictograms that are new under CLP had very low recognition and understanding rates (see figure 11).  
 
Figure 11: CLP pictogram for “Serious health harm” (left) had very low recognition rates (20%) and understanding 
rates (12%), while the CLP pictogram for “Acute Toxicity” has a 33% understanding rate 

 

                           
 

 
In addition, most respondents felt only moderately informed or not well informed about the hazards 
associated with chemical products. Regarding behaviour, in the EU, the most common means of 
understanding possible hazards associated with a product are to read the safety instruction, although 
this was more common for certain products (pesticides, insecticides) than for others (car care products, 
household detergents).  
 
The report emphasised the need to increase public awareness and promote the understanding of hazard 
labels and associated safety measures through awareness raising activities and training. Such activities 
should take into account national hazard perception patterns and should be targeted at the general 
public, as well as at specific audiences such as families, single households and school children using a 
range of tools tailored to the audience.  
 
In addition, the report suggested that industry could undertake voluntary efforts to align product 
packaging with the hazard message in the label content, in order to raise awareness and improve safe 
use of chemicals. In addition, labels should be simplified with key messages promoted.  
 
                                                      
 
 
225 European Commission (2012) Report from the Commission to the European Parliament and the Council on 
communication on the safe use of chemicals, COM(2012) 630 final, Brussels 
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A new analysis of the impact of the CLP pictograms on EU citizens’ behaviour and understanding will 
be undertaken after June 2015.  

Summary 
 
The pre-existing EU system for the classification and labelling of hazardous substances and 
preparations was aligned with the GHS through the adoption of the CLP Regulation in 2008, which 
entered into force in 2009. For substances, classification and labelling had to be consistent with the 
CLP rules from 1 December 2010, while for mixture the deadline is 1 June 2015. 
 
CLP effectively implements the requirements for the classification of chemicals, including self-
classification as well as harmonised classifications. It also implements the requirements for hazard 
communication pictograms and labelling. The requirements regarding SDS are implemented through 
REACH. Industry is required to notify chemicals and their classifications to ECHA, with data included 
in a publically available database, the C&L Inventory. As such, the key elements of GHS have been 
implemented by the EU. CLP goes beyond GHS in some areas, by including one additional hazard 
class, namely hazardous to the ozone layer, and by including additional hazard phrases, EUH014 and 
EUH066. 
 
Regarding the provision and use of SDS under REACH, we were unable to find quantitative data on 
compliance levels for the EU. However, a 2012 RPA report find evidence of positive impacts on 
human health and the environment through the transmission of information to downstream users in 
SDS, suggesting high levels of compliance. In addition, a recent Commission publication suggests 
compliance levels of 70% across the EU for CLP in general. 
 
ECHA provides industry and regulators with technical and scientific guidance and tools on CLP, as 
well as support to the CLP helpdesks and a range of guidance materials. ECHA’s RCN could useful be 
involved in communication and awareness-raising. CLP enforcement is the responsibility of the 
Member States, with support provided by the Forum. The Commission could play an enhanced role in 
the future.  
 
In terms of impacts on the ground, a 2012 Commission report suggests that public recognition and 
understanding of the new CLP hazard symbols remains low and that targeted awareness raising 
activities are required. In addition, is it suggested that industry might work to voluntarily develop 
product packaging that is consistent with the relevant hazard message.  

Review against SMART Criteria 
 
Specific Specific information is available to answer tier 1, 2 and 3 questions from a number of 

independent and institutional reports 
Measurable The extent to which the GHS has been transposed into EU law can be measured based on an 

analysis of the legislation. Given the CLP implementation remains in the early phases, it is 
difficult to measure the impacts of implementation through tier 2 and 3 questions. In 
particular, quantitative data is not available on compliance with requirements for supplying 
and using SDSs. An estimate of EU wide compliance with CLP in general is available.  

Achievable Data was available to allow for an assessment of progress under the three tiers of questions, 
although some data was qualitative in nature, not quantitative 

Relevant Relevant reports were available to address all three tiers of questions at EU level.  
Timed While the status of legislation can be assessed for the baseline year 2002, quantitative data 

with which to compare the impacts of DSD against CLP is not available. Some quantitative data 
on hazard recognition is available for the tier 3 question.  
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7.2.4 EU Progress under Indicator 4: Chemical Management 
Infrastructure 

Baseline 2002 
 
In 2002, a range of infrastructures were in place in order to implement and enforce sound chemical 
management. Table 8 below gives an overview of the most relevant, indicating when and where they 
were created, and including a brief description of activities relevant to chemicals management.  
 
In 2002, the European Chemicals Bureau (ECB) was the focal point for the data and assessment 
procedure on dangerous chemicals within the European Union. The ECB was located in Ispra, Italy, 
under the responsibility of the Institute for Health and Consumer Protection (IHCP) of the Joint 
Research Centre (JRC) of the European Commission.  
 
Table 11: Chemical management infrastructures in place in 2002 

EFSA – European Food Safety 
Authority 

When:  founded in 2002  
Where: Parma, Italy  
Description: EU chemical risk assessment regarding food and feed safety, including plant protection 
products and residues 
Website: w/ww.efsa.europa.eu  

EU-OSHA - European Agency for 
Safety and Health at Work 
 

When:  founded in 1994 
Where: Bilbao, Spain 
Description: Chemical safety in the workplace  
Website: osha.europa.eu  

EEA – European Environment 
Agency 

When: founded in 1990 (operational in 1994) 
Where: Copenhagen, Denmark 
Description: Provides information on chemical risks to the environment, hosts E-PRTR and Eionet 
Website: w/ww.eea.europa.eu  

JRC - Institute for Prospective 
Technological Studies (IPTS) 

When: founded 1994 
Where: Seville, Spain 
Description: EIPPCB, SUSPROC 
Website: ipts.jrc.ec.europa.eu  

JRC - Institute for the Protection 
and Security of the Citizen (IPSC)  

When: founded  in 1959 
Where: Ispra, Italy 
Description:  Scientific and technological support, including laboratories. Hazard Assessment Unit, 
Major Accident Hazards Bureau (MAHB) 
 
Website: ipsc.jrc.ec.europa.eu   

JRC - Institute for Health and 
Consumer Protection (IHCP) 

When: founded  1959  
Where: Ispra, Italy 
Description: Scientific and technical support on chemical assessment and testing, in particular in 
food, consumer products, chemicals and public health.  
Website: ihcp.jrc.ec.europa.eu  

JRC - Institute for Reference 
Materials and Measurements 
(IRMM) 

When: founded in 1957, operational in 1960 
Where: Geel, Belgium 
Description: Analytical measurement and analysis tools for chemicals  
Website: irmm.jrc.ec.europa.eu  

JRC - Institute for Environment 
and Sustainability (IES) 

When: founded  in 1959 
Where: Ispra, Italy 
Description: Monitoring of pollutants in environmental media 
Website: ies.jrc.ec.europa.eu  

EAPCCT - The European 
Association of Poisons Centres 
and Clinical Toxicologists 

When: founded in 1964  
Where: Brussels, Belgium 
Description: Physicians and scientists advancing knowledge and understanding of the diagnosis and 
treatment of all forms of poisoning. 
Website: w/ww.eapcct.org   

EMA – European Medicines 
Agency  

When: founded in 1995 
Where: London, UK 
Description: Risk assessment for medicinal and veterinary products medicines developed by 
pharmaceutical companies for use in the European Union. 
Website: w/ww.ema.europa.eu  

http://www.efsa.europa.eu/
http://osha.europa.eu/
http://www.eea.europa.eu/
http://ipts.jrc.ec.europa.eu/
http://ipsc.jrc.ec.europa.eu/
http://ihcp.jrc.ec.europa.eu/
http://irmm.jrc.ec.europa.eu/
http://ies.jrc.ec.europa.eu/
http://www.eapcct.org/
http://www.ema.europa.eu/
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Tier 1 Questions 
 

Review the existence of a range of infrastructures, including: 
• Central agency for chemicals management 
• Accident prevention and control centres (and emergency response centres) 
• Information exchange centres  
• Laboratory facilities for chemical testing 
• Centres on clean technologies/clean production centres 
• Poison control centres 

 
Between 2002 and 2012 several types of infrastructure have been created in the EU that contribute to 
chemical safety by coordinating information exchange, promoting collaboration between a range of 
governmental, non-governmental actors and industry, overseeing chemical risk assessment and 
implementing and enforcing legislation.  
 
In 2008 the abovementioned ECB completed its mandate. Some of its activities were taken over by the 
ECHA, while others remained within the Joint Research Centre's Institute for Health & Consumer 
Protection (IHCP). 
 
Tasks of the former ECB that are still managed by JRC-IHCP include: 

• the Review Programme on the risk assessment of Biocides,  
• the development of a methodology for the determination of Environmental Quality Standards 

(EQS); and 
• the harmonisation of testing methods and non-testing methods (e.g. QSARs). 

 
Established in June 2007, ECHA is the key agency responsible for chemicals management legislation 
in the EU. ECHA helps companies to comply with relevant legislation, in particular REACH and CLP, 
advances the safe use of chemicals, provides information on chemicals and addresses chemicals of 
concern. In addition to EU-level organisations, ECHA cooperates closely with the Member States 
Competent Authorities in many of its processes, exchanging information, providing support and 
training to the Member States.  
 
Table 12 below provides an overview of ECHA’s main activities and identifies the Committees that 
are supported by the ECHA Secretariat. A management board is responsible for financial planning, the 
work programme and annual reporting, while a Board of Appeal takes decision regarding appeals 
against decisions taken by the Agency. The current Executive Director of ECHA is Geert Dancet.    
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Table 12: Overview of ECHA’s main activities and structure 

ECHA – European 
Chemical Agency  

When: founded in 2007  
Where: Helsinki , Finland  
Website: echa.europa.eu  
Organisation/activities relevant to WSSD goals: 
The main activities of the Central agency for chemicals management are: 

• Coordination of information exchange on chemicals 
• Promotion collaboration between a range of governmental and non-governmental 

actors 
• Overseeing risk assessment 
• Implementing and enforcing legislation  
• advance the safe use of chemicals  
• address chemicals of concern 
• provide information on chemicals 

Committees:  
• Member State Committee 
• Risk Assessment Committee 
• Committee for Socio-economic Analysis 
• Forum 

 
 
Following REACH and CLP (Article 124(2) of REACH and Article 44 of CLP), the Member States 
have established national REACH and CLP helpdesks to provide advice and assistance on REACH 
and CLP obligations. Their national helpdesks are the first point of contact for companies. ECHA has 
no enforcement responsibilities, since it is a Community-level institution. However, ECHA does host 
the Forum for Exchange for Information on Enforcement (Forum). The Forum is a body composed of 
representative of national enforcement authorities, which works towards coordinating the enforcement 
of REACH and CLP in the EU Member States, Norway, Iceland and Liechtenstein. Enforcement of 
REACH and CLP means, generally, a range of actions that national authorities initiate to verify the 
compliance of the duty holders with REACH and CLP Regulations226.  
 
The European Food Safety Authority (EFSA) is the keystone of European Union (EU) risk assessment 
regarding food and feed safety. In close collaboration with national authorities and in open 
consultation with its stakeholders, EFSA provides independent scientific advice and clear 
communication on existing and emerging risks. The European Agency for Safety and Health at Work 
(EU-OSHA) works to improve chemical safety in the workplace, through chemical risk assessment 
and risk management measures, including substitution.  
 
Regarding pesticides and poison control, Member States competent authorities are responsible for 
setting up certification systems as well as a monitoring system that gather information on acute 
poisoning incidents and chronic poisoning developments. The European Association of Poisons 
Centres and Clinical Toxicologists (EAPCCT) participates in EU decision making regarding the 
notification of hazardous mixtures and of cosmetic products. Article 45(4) of the CLP Regulation 
requires the Commission to carry out a review by January 2012, to assess the possibility of 
harmonising the information provided to poison centres for formulating preventive and curative 
measures in the event of emergency health responses227. 
 
Other infrastructures fully dedicated to chemical safety have also been created in the timeframe 
between 2002 and 2012. Table 13 below provides information on EU reference laboratory facilities 
created to support the European Union work in the field of chemical management.  
 
  

                                                      
 
 
226 National inspectorates : http://echa.europa.eu/web/guest/regulations/enforcement/national-inspectorates  
227 DG Enterprise website   

http://echa.europa.eu/
http://echa.europa.eu/web/guest/regulations/enforcement/national-inspectorates
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Table 13: EU reference laboratory facilities in place in 2012 

European Union 
Reference Laboratory for 
Alternatives to Animal 
Testing (EURL ECVAM) 

When: founded 2011 
Where: Ispra, Italy, hosted by IHPC 
Description: validation of methods which reduce, refine or replace the use of animals for 
safety testing and efficacy/potency testing of chemicals, biologicals and vaccines. EURL 
ECVAM also promotes the development and dissemination of alternative methods and 
approaches, their application in industry and their acceptance by regulators. 
Website: ihcp.jrc.ec.europa.eu/our_labs/eurl-ecvam  
Organisation/activities relevant to WSSD goals: 

• Topical Toxicity 
• Systemic Toxicity 
• Special Aspects 
• Ecotoxicity and Strategic Activities 

European Union 
Reference Laboratory 
food contact materials 

When: founded 2006 
Where: Ispra, Italy 
Description: ensures specific testing to see whether the potential transfer of constituents 
from materials such as packaging materials, kitchen articles, cutlery and crockery is in 
conformity with imposed limits. Provides analytical methods and reference substances, 
laboratory training on migration measurement and analytical testing, and promotes exchange 
of information and expertise between the EU NRLs and other national expert laboratories. 
Website: ihcp.jrc.ec.europa.eu/our_labs/eurl_food_c_m   
Organisation/activities relevant to WSSD goals: 

• monitoring of target contaminants 
• interaction between food and migrants  
• exposure assessment 
• method development and harmonisation  
• participation in EU projects  
• dissemination of results and of information by dedicated websites, courses, and 

expert workshops  
• Reference substances database 

European Union 
Reference Laboratory for 
heavy metals in feed and 
food 

When: founded in 2004 
Where: Geel, Belgium 
Description:  controls of heavy metal content in food and feed as a result of environmental or 
industrial contamination 
Website: irmm.jrc.ec.europa.eu/EURLs/EURL_heavy_metals    
Organisation/activities relevant to WSSD goals: 

• interlaboratory comparisons 
• advice to the European authorities and the NRLs 
• Development and validation of standardised analytical methods 
• training 

European Union 
Reference Laboratory for 
mycotoxins in food and 
feed  

When: founded in 2006 
Where: Geel, Belgium 
Description: aims to facilitate the implementation of European legislation related to 
monitoring of mycotoxins in food of plant origin and animal feed 
Website: irmm.jrc.ec.europa.eu/EURLs/eurl_mycotoxins  
Organisation/activities relevant to WSSD goals: 

• assist laboratories across the EU Member States with the development and 
validation of analytical methods 

• organise comparative test 
• help harmonise official controls, and 
• help co-ordinate and develop further the analysis of all PAHs 

European Union 
Reference Laboratory for 
polycyclic aromatic 
hydrocarbons 

When: founded in 2008 
Where: Geel, Belgium 
Description: assists the national laboratories of the member states by developing and 
validating methods of analysis of polycyclic aromatic hydrocarbons (PAHs) chemicals, and by 
helping harmonise official controls. 
Website: irmm.jrc.ec.europa.eu/EURLs/EURL_PAHs  

 
  

http://ihcp.jrc.ec.europa.eu/our_labs/eurl-ecvam
http://ihcp.jrc.ec.europa.eu/our_labs/eurl_food_c_m
http://irmm.jrc.ec.europa.eu/EURLs/EURL_heavy_metals
http://irmm.jrc.ec.europa.eu/EURLs/eurl_mycotoxins/Pages/index.aspx
http://irmm.jrc.ec.europa.eu/EURLs/EURL_PAHs/Pages/index.aspx
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Tier 2 Questions 
 

• Review of ECHA’s performance 
 
ECHA activities encompass several WSSD goals, including coordination of information exchange, 
promoting collaboration between a range of governmental and non-governmental actors, overseeing 
risk assessment and implementing and enforcing legislation. In terms of ECHA’s performance to date, 
the overarching message from ECHA 2011 Evaluation Report228 is that the implementation of 
REACH and CLP Regulation is proceeding as planned. Table 14 below provides an overview of 
ECHA activities up until 2011. 
 
Table 14: Development of ECHA activities up to 2011 

 2007 2008 2009 2010 2011 
Registration 

Pre-registrations n/a > 2 750 000 143 000 n/a n/a 
Registration dossier received n/a 68 498 23 768 25 300 
Proposals for harmonised C&L n/a 14 33 81 60 

Evaluation 
Testing proposal initiated n/a 0 8 574 565 
Compliance check initiated n/a 3 27 151 239 
Substance evaluation n/a n/a n/a n/a n/a 
Examination of testing proposals 
(initiated) 

n/a n/a 8 123 587 

Authorisation 
Proposals for SVHC from MS n/a 15 15 46 40 
Restriction dossiers n/a n/a working 

procedures and 
training staff 

6 10 

Budget € 15.294.000 66 425 000 EUR 71.6 million EUR 71 276 483 88 869 164 
Staff 102 224 325 430 456 

Publications 
Administrative 2 3 3 3 1 
Guidance 9 39 6 14 6 
IT manuals 1 10 3 15 4 
Practical guides 0 1 0 10 1 
Fact sheets 0 8 10 5 3 
Q&A / FAQ 0 0 3 5 2 
Leaflets 2* 10 7* 9* 2 

General enquiries and media services provided 
General enquiries 388 1 620 1 821 2 600 462 
Press enquiries 195 1 401 1 251 2 979 622 
Interviews 20 50 70 67 20 
Press Releases 6 59 17 29 7 
News Alerts 0 0 37 82 12 
Newsletters 0 6 6 6 1 
Subscribers of news 0 4 713 8 851 12 000 13 000 

Overview of stakeholder activities 
Stakeholder 
Days 

0 1 2 2 1 

Number of participants 
(on site & web stream) 

0 800 1 400 1 700 800* 

Workshops in Brussels 0 1 1 0 1 
Number of participants 0 25 25 0 25 - 35* 
Webinars 0 0 3 14 0 
Number of viewings 0 0 6 200 7 000 0 
ECHA speakers in external 
events 

20 100 90 90 80* 

*In cooperation with the Commission                    Data Source: Evaluation Progress Reports 2008, 2009, 2010, 2011229 

                                                      
 
 
228 ECHA (2011), Report on the Operation of REACH and CLP 2011, ECHA, Helsinki 
229 http://echa.europa.eu/web/guest/about-us/the-way-we-work/plans-and-reports  

http://echa.europa.eu/web/guest/about-us/the-way-we-work/plans-and-reports
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In particular, ECHA supports a network of national helpdesks to foster cooperation among Member 
State REACH and CLP helpdesks and to harmonise replies they give to enquirers. To support the 
Member State REACH helpdesks, ‘HelpNet’ was established. HelpNet promotes a common 
understanding of REACH and CLP obligations through the harmonisation of feedback to the private 
sector.  
 
In addition, ECHA has developed a number of IT tools to facilitate implementation of REACH and 
CLP and these are presented in table 10 below. In particular, REACH-IT system provides for the 
implementation of the REACH and CLP Regulations, enabling ECHA to receive 25 000 registration 
dossiers by the first registration deadline in 2010 and over 3 million C&L notifications by the 3 
January 2011 deadline. ECHA has also developed tools for industry to help them prepare and submit 
their dossiers, including the International Uniform Chemical Information Database (IUCLID) and the 
chemical safety assessment and reporting tool (Chesar).  
 
Table 15: IT Tools developed by ECHA for REACH and CLP 

IT tools provided for 
industry to fulfil its 
obligations under 
REACH and CLP 

REACH-IT for receiving submission for REACH and CLP and invoicing. 
IUCLID 
IUCLID plug-ins for Technical Completeness Check, fee calculation, dissemination, chemical 
safety report. 
CHESAR for preparing chemical safety reports. 
OECD QSAR Toolbox in support of alternative test methods. 
C&L notification tools: on-line notification tool embedded into REACH-IT, notification with 
IUCLID and a bulk XML tool for high volume submissions. 
SCBC system as backup in case REACH-IT would not be available. 

IT Tools provided for 
the Agency to improve 
efficiency 

REACH-IT for processing submissions and income management. 
IUCLID 
CASPER for prioritisation of dossiers for evaluation and reporting on substance, dossier and 
processes related information. 
ODYSSEY for supporting dossier evaluation. 
First phase of Enterprise Content Management system to manage the SVHC process and 
documents. 
QSAR Toolbox and other scientific applications for supporting computational methods in 
evaluation. 

IT Tools for Member 
States 

REACH-IT 
IUCLID 
Portal for enforcement authorities (RIPE) will be released in June 2011. 

IT Tools for general 
public 

Dissemination portal for publication of information on registered substances and C&L 
inventory. 
OECD eChemPortal for publication of information on substances from several publicly available 
databases outside the Agency. 

Source: ECHA (2011), Report on the Operation of REACH and CLP 2011 

A PWC report230 published in March 2012 and reviewing ECHA’s performance finds that Agency 
should be more transparent in reporting on its contribution to most of the objectives of REACH and 
CLP. The report notes that ECHA should explicitly set goals on each objective and report on progress, 
noting that the quality of ECHA’s goal setting has improved. The evaluation recommends that this 
information be included in the Agency’s publically available annual Work Programmes and General 
Reports in future years. In general, stakeholders report satisfaction with ECHA’s the achievements of 
ECHA during the review period and the amount of work achieved in a relatively short time. While, 
unforeseen circumstances and complementary activities reduced overall efficiency, ECHA is seen as 
responding flexibly to challenges. Finally, the report concludes that the perceived independence of the 
Agency could be improved, noting that intensive collaboration with industry results in costs for the 
Agency’s credibility as an independent agency. 
                                                      
 
 
230PWC, (2012), Final Report the Review of the European Chemicals Agency Main report 
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A 2012 Client Earth/EEB report is considerably more critical, arguing that ECHA has taken a number 
of decisions that have seriously undermined its own ability to achieve REACH objectives. The report 
argues that ECHA has chosen to effectively support industry efforts to withhold data and to limit the 
transparency of REACH processes, making it more difficult for NGOs to participate in the 
implementation of REACH and reinforcing the perception of an Agency lacking independence from 
the chemical industry. 
 
Regarding the performance of ECHA’s governance bodies and committees, the Client Earth/EEB 
report argues that the Risk Assessment Committee (RAC) and to a limited extent the Committee for 
Socio Economic Assessment (SEAC) have ignored REACH’s mandate to apply a precautionary 
approach in protecting human health and the environment and become entrenched in “paralysis by 
analysis” non-decision-making, so serving the less responsible elements in the chemical industry. 
They notes that while stakeholder participation has been guaranteed in all bodies to a certain extent, 
decisions on what meetings and documents are of a confidential nature has often been arbitrary. 
 
Another concern raised in late 2012 is whether ECHA will have sufficient budget to deliver on its 
responsibilities in the face of budget cuts for 2013. The agreed EU budget leaves the agency with a 
shortfall of at least €1m.231 
 

Summary 
 
Chemical management infrastructures provide the capacity for and enable the implementation and 
enforcement of sound chemical management. Between 2002 and 2012 several types of infrastructure 
have been created in the European environment that contribute to chemical safety by means of 
different activity including coordination of information exchange, promotion collaboration between a 
range of governmental, non-governmental actors and industry, oversee risk assessment and 
implementation and enforcement of legislation. ECHA, EFSA and EU-OSHA are the main agencies 
dealing with sound chemical managements. In addition, several agencies of the Joint Research Centre 
(JRC) contribute.  
 
ECHA activities include coordination of information exchange, promoting collaboration between a 
range of governmental and non-governmental actors, overseeing risk assessment and implementing 
and enforcing legislation. The success thus far of the legislation is to a large extent attributable to the 
effective collaboration between the key actors: industry, other stakeholder organisations, the Member 
States, the European Commission and the Agency. ECHA has been criticised for a lack of 
transparency in some areas and has been called upon to improve its credibility as an independent 
agency. In addition, it has been suggested that ECHA may face budget constraints in 2013.  
  

                                                      
 
 
231 ENDs Europe (2012) 2013 budget deal leave ECHA underfunded, 14 December 2012, Ends Europe, Brussels  
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Review against SMART Criteria 
 
Specific Tier 1 question is specific to this indicator in that it gives an overview of existing chemical 

management infrastructures and their development over the time period 2002-2012. The tier 2 
question is specific to this indicator because it tries to give some more extensive knowledge on 
the implementation and performance of ECHA. 

Measurable Tier 1 is measurable in the sense that it shows the change in the type and organisation of 
chemical management infrastructures. Tier 2 question is measurable thanks to some qualitative 
reports on ECHA’s performance to date.   

Achievable The data for the two Tiers can be all derived from the Agencies website and their annual 
reports. For Tier 2, external evaluations of ECHA are available.  

Relevant Both tiers of questions under this indicator focus directly on the existence and performance of 
EU chemical management infrastructures. 

Timed For Tier 1 questions data are available for the period 2002-2012, Tier 2 questions concern 
ECHA’s performance and hence date from 2008  
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7.2.5 EU Progress under Indicator 5: Research and Monitoring 

The analysis under indicator 5 is split into two sections; the first on research and the second on 
monitoring.  

RESEARCH 

Baseline 2002 
 
Launched in 1984, the Community Framework Programmes have played a leading role in 
multidisciplinary research and cooperative activities in Europe and beyond. EU Framework 
Programmes on Research have been giving increasing attention to environment and health issues. 
Especially regarding research on human health impacts of environmental risk factors, the EU has 
encouraged and supported research, the aim of which has been to expand the understanding of the 
complex linkages between environmental risk factors and their effects on human health.  
 
The Fifth Framework Programme for Research (FP5) ran from 1998 to 2002 and included a specific 
environment and health. In particular, projects funded under the FP5 contributed to the formulation of 
the European Environment and Health Strategy232 adopted in 2003. Its long-term visions to address the 
links between health and environmental, and to reduce diseases linked to environmental factors. 
 
Tier 1 Questions 
 
• Research programmes on aspects of sound chemicals management, including: 
– Hazard assessment procedures and alternatives to animal testing 
– Impacts of chemicals on human health and the environment and synergistic effects 
– Cleaner production 
– Best practice in waste management 
– Monitoring techniques for environmental exposure 
– Legal requirements for monitoring:  
– pollutants (including pesticides) in the environment (air, water, groundwater, drinking water, soil) 
– pesticides residues on food 
 

Research Programmes on aspects of sound chemicals management 
 
Environment and Health in FP6 (2002 – 2006) 
 
The EC contribution to the FP6 environment and health projects was € 316 million (€79 per 
annum)233, a substantial increase on FP5, where approximately €40 million per annum were allocated 
to environment and health research. Environment and health research funded by FP6 has fed and has 
the potential to feed into a large number of policy initiatives such as The European Environment and 
Health Action Plan, the EU Sustainable Development Strategy, the Community Strategy for Endocrine 
Disrupters, the REACH regulation on chemicals and the three Rs (replacement, reduction, 
replacement) principle in animal experimentation234. 
 

                                                      
 
 
232 COM(2003) 338 final, “A European Environment and Health Strategy” and its Executive Summary 
233 It should be noted that projects which have only a minor or indirect health and/or environmental component have been 
included for the sake of completeness and relevance to environment and health relevant policies.  
234European Commission (2012), European Research on Environment and Health Funded by the Sixth Framework 
Programme, Snapshots of finals results 
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A lack of knowledge regarding the impact of chemicals on human health and the environment has 
been a cause for concern in the EU in the past couple of decades and for this reason, the Commission 
has continued supporting research in this area under FP6.  
 
A total of 37 FP6 projects addressed aspects of sound chemicals management, including exposure, 
alternative testing methods, life cycle assessment and health effects. Regarding the substances under 
study, there was a large variety, ranging from heavy metals, cosmetics and POPs to pharmaceutical 
products.  
 
EU Funding of Research on Environment and Health in FP7 (2007 – 2013) 
 
Running from 2007 to 2013, FP7 has a budget of 53,2 billion euros over its seven-year lifespan, the 
largest funding allocation yet for the EU research framework programmes. The main funding for 
research has come from the specific ‘Environment and Health’ sub-activities, embedded in the 
Environment theme235. The Environment and Health sub-activity is divided into three areas, namely: 
health impacts of climate change; health effects of environmental stressors other than climate change; 
and tools and methods for environmental health risk assessment. 
 
In addition, chemicals-related projects are being financed by other themes in the Cooperation 
programme such as Health, Biotechnologies/Agriculture/Food, and Industrial Technologies.  
 
Under FP7, 25 projects address the issue of chemical pollution in the environment, with an EU 
contribution of €87M. The array of chemicals addressed in these projects is wide, ranging from 
pharmaceuticals to ultra violet filters. The study of 'classical' persistent organic pollutants such as 
PCBs remains popular, but there are also an increasing number of projects addressing emerging 
pollutants such as perfluorinated compounds. 
 
Air pollution is addressed by 21 projects, amongst which two large-scale integrating projects ESCAPE 
and TRANSPHORM. The main aims of the former are to develop a methodology for assessment of 
long-term population exposure to air pollution and to investigate exposure-response relationships in 
epidemiological studies to estimate risk for adverse perinatal health outcomes, and the development of 
diseases such as asthma in children, respiratory disease in adults, cardiovascular disease and cancer.  
 
18 projects address the environmental and human health impacts of nanoparticles, an area that has 
emerged as an important sub-area due to public concerns and political initiatives such as the European 
strategy for nanotechnology and the nanotechnology Action Plan, adopted in 2004. The health issues 
addressed by the projects range from impacts on the immune system (NANOMMUNE) to 
neurogenerative diseases (NEURONANO). Other projects look at impacts on the aquatic or other 
ecosystems or attempt to improve exposure assessment and devices for detection of nanoparticles. A 
large number of FP7 projects belong to the EU NanoSafety cluster, the aim of which is to maximise 
the synergies between the existing FP6 and FP7 projects addressing all aspects of nanosafety including 
toxicology, ecotoxicology, exposure assessment, mechanisms of interaction, risk assessment and 
standardisation. 
 
The following figures provide an overview of the focus of projects addressing issues of sound 
chemicals management under FP6 and FP7, including projects on environmental stressors (Figure 11), 
projects on hazard identification (figure 12) and project on exposure assessment (figure 13).  
 
  

                                                      
 
 
235 European Commission (2011), European Research on Environment and Health Funded by the Seventh Framework 
Programme Volume 1 
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Figure 12: Number of FP6 and FP7 projects on different environmental stressors  

 
Source: EC (2012), European Research on Environment and Health Funded by the Sixth Framework Programme and 
EC (2012), European Research on Environment and Health Funded by the Seventh Framework Programme 

In figure 11 we see a shift in the focus of research projects on environmental stressors. Focus on 
environmental and food chemical contaminants has decreased from FP6 to FP7 research areas, leaving 
space for research on chemical water pollution and on emerging issues such as nanoparticles and 
ultrafine particles.  
 
Figure 12 also presents a shift in the focus of research on particular aspects of hazard assessment. 
While FP6 projects had a strong focus on epidemiology, in the current framework programme these 
have been replaced by projects on alternative testing methods and QSAR, with growth in research 
projects on ecotoxicology.   
 
Figure 13: Numbers of FP6 and FP7 projects on aspects of hazard assessment 

 
 

Source: European Commission (2012), European Research on Environment and Health Funded by the Sixth 
Framework Programme and European Commission (2012), European Research on Environment and Health Funded 
by the Seventh Framework Programme 
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In terms of FP7 projects on hazard assessment, 20 projects funded from the first three calls of FP7 are 
further developing in vitro methods for testing which can contribute to the general goal of reduction of 
animal testing. Fourteen projects are developing and/or employing in silico models and QSAR 
(Quantitative Structure Activity Relationship) modelling in their work. 21 projects are carrying out 
hazard identification using environmental and molecular epidemiological (cohort) studies and/or 
animal studies. 
 
Figure 14 provides an overview of projects focussed on exposure assessment under FP6 and FP7, 
showing a growth in the total number of projects focussed on exposure assessment, with the inclusion 
of projects on human exposure to chemicals in food under FP7.  Over half of the projects in the 
environment and health area funded in FP7 are carrying out exposure estimations. Initial steps are also 
being taken to establish a Europe-wide biomonitoring programme via the funding of the large 
COPHES coordination action. Many projects are developing new detection methods, e.g., for food 
contaminants. A small number of projects are looking at the issue of mixture toxicity of chemicals 
(e.g., CONTAMED). Over twenty projects are developing new biomarkers including those to estimate 
exposures, some being based on advances in 'omics' technologies. A number of projects are dealing 
with the issue of uncertainty in risk assessments. 
 
The issue of EDC remains high on the agenda due to persisting scientific uncertainties and public 
concern. Based on initiatives such as the CREDO cluster, funded by FP5, and the CASCADE Network 
of Excellence, funded by FP6, a new impetus to advance our knowledge in this area is being provided 
by the NECTAR cluster of projects funded with €12.4M from the EU.  
 

Figure 14: Numbers of FW6 and FP7 projects on chemical exposure assessment 

 
Source: EC (2012), European Research on Environment and Health Funded by the Sixth Framework Programme and 
EC (2012), European Research on Environment and Health Funded by the Seventh Framework Programme 
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exposure, and a relatively high consumption of animals in the currently used test methods. Therefore, 
developing alternatives to existing repeated dose systemic toxicity testing was placed high on the 
research agenda in the past and current framework programmes. In order to tackle this problem, an 
experts group was created in winter 2008/2009 by the Directorate General for Research (DG RTD) 
and The European Cosmetics Association (COLIPA), with the task of drafting a specific research 
strategy addressing this topic. 
 
New or alternative testing methods should be at least as predictive as the methods currently used. 
Faster, cheaper and more reliable methods would constitute real progress in safety assessment and a 
significant increase in the competitiveness of European industry. Furthermore, it can be expected that 
the process of developing such alternative methods will demand innovative techniques, generate 
technological progress, and result in an overall increase of knowledge, opening new doors for science 
and business. This new paradigm should facilitate evaluating the susceptibility of different life-stages 
and genetic variations in the population, understanding the mechanisms by which toxicity occurs, and 
considering the risks of concurrent, cumulative exposure to multiple and diverse chemicals, while at 
the same time significantly reducing reliance on animal testing for assessing human risk.’ 
 
Table 12 below an overview of the research projects on alternative testing methods funded by the EU 
framework research programmes is provided.  
 
Table 16: Overview of FP6 and FP7 projects on ‘Alternative Testing Strategies’ 

Projects’ technologies and approaches Projects Framework 
programme 

Cell-based technologies ReProTect FP6 
VITROCELLOMICS FP6 

MEMTRANS FP6 
EXERA FP6 

INVITROHEART FP6 
LIINTOP FP6 
ARTEMIS FP6 
ESNATS FP7 

Integrated testing strategies ACuteTox FP6 
-omics, bioinformatics and 
computational biology 

Predictomics FP6 
Sens-it-iv FP6 

carcinoGENOMICS FP6 
PREDICT-IV FP7 

Computational modelling and 
estimation techniques 

OpenTox FP7 

High throughput techniques TOXDROP FP6 
COMICS FP6 

NanoTEST FP6 
Forums and workshops CONAM FP6 

SCARLET FP6 
ForInViTox FP6 

InViToPharma FP6 
START-UP FP7 
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Tier 2 Questions 
 

• Are research results publically accessible? 

 

Are research results publically accessible? 
 
As regards the results of research carried out under the Framework Programme, the Regulation236 lays 
down rules for the “disclosure of foreground by any appropriate means other than that resulting from 
the formalities for protecting it, and including the publication of foreground in any dissemination 
activity”.  
 
Moreover, article 28 sets rules for information to be made available. It states that the Commission 
shall, upon request, make available to any Member State or associated country any useful information 
in its possession on foreground arising from work carried out in the context of an indirect action, 
provided that the following conditions are met: 
 
(a) the information concerned is relevant to public policy; 
(b) the participants have not provided sound and sufficient reasons for withholding the information 
concerned. 
 
The provision for making results publically available is strengthened in sub section 2 of the 
Regulation, on protection, publication, dissemination and use: “each participant shall ensure that the 
foreground of which it has ownership is disseminated as swiftly as possible. If it fails to do so the 
Commission may disseminate that foreground. The grant agreement may set out time-limits in this 
respect. Dissemination activities shall be compatible with the protection of intellectual property rights, 
confidentiality obligations, and the legitimate interests of the owner of the foreground”. Prior notice of 
any dissemination activity shall be given to the other participants concerned. Following notification, 
any of those participants may object if it considers that its legitimate interests in relation to its 
foreground or background could suffer disproportionately great harm. In such cases, the dissemination 
activity may not take place unless appropriate steps are taken to safeguard these legitimate interests.  
 
It is common practice that participants set up a dedicated website for the EU research funded projects 
where results, organised by work packages, are made available.  
 
Moreover, the CORDIS237 website managed by the European Commission DG Research, a section on 
research results for FP5, FP6 and FP7 is accessible.  

Tier 3 Questions 
 
• Long term impacts of European funding for research on chemicals 

Long term impacts of European Funding for Research on Chemicals 
 
A 2010 study238 on the longer-term impact of EU funded research concluded that research has taken 
place in all prioritised areas in the Environment and health Strategy from 2003. Still some gaps remain 
both in the coverage of new research areas and in the way research results are communicated to/used 
                                                      
 
 
236 Regulation (Ec) No 1906/2006 of the European Parliament and of the Council of 18 December 2006 laying down the rules 
for the participation of undertakings, research centres and universities in actions under the Seventh Framework Programme 
and for the dissemination of research results (2007-2013) 
237 Community Research and Development Information Service http://cordis.europa.eu/home_en.html  
238 COWI (2010) Study on the longer-term impact of European Union funding of research in the field of Environment and 
Health, COWI, Denmark 

http://cordis.europa.eu/home_en.html
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by policymakers and in the research-policy dialogues. EU-level stakeholders identified chemical 
policies and consumer and product safety as one of the major EU policy areas to which research has 
contributed significantly. The timing of the funded research projects/activities has been in line with the 
policy needs. In particular, the report identified combined exposure as a research area needing 
methodological development to inform policy making.  
 
There are two important policy initiatives in the environment and health area that have stimulated a lot 
of research funding at the EU and national levels: the European Environment and Health Strategy and 
Action Plan 2004-2010239 and the Nanotechnologies action Plan240. A large number of projects 
contribute to the general aims of these initiatives. The preparation of a new action plan for 
nanotechnologies in Europe for 2010 to 2015 is in progress. As regards the European Environment and 
Health Action Plan, it is not clear at the moment whether a second phase will follow after the 
expiration of the first phase at the end of 2010. 
 
Figure 15 shows the percentage of stakeholders that identified research as contributed significantly to 
major EU policy initiatives by area.  
 
Figure 15: EU policy initiatives/actions in the area of environment and health to which the projects/activities funded 
to have made significant contribution.  

 
Source: COWI (2010) Study on the longer-term impact of European Union funding of research in the field of 
Environment and Health, COWI, Denmark  
 
However, barriers remain to the use of the results of the funded research projects/activities in the 
policy process, with calls for improved communication structures, transparency and differentiation. In 
particular, environmental policy is a science-driven policy area and the increasing complexity of EU 
environment policy, as well as emerging trends in policy governance and public demand for full and 
transparent information, demand a stronger scientific foundation. The recently released 7EAP241 
identifying significant gaps in knowledge and uncertainties related to the human health and 
environmental implications of endocrine disruptors, mixtures, chemicals in products and 
nanomaterials.  
 

                                                      
 
 
239 Communication of 9 June 2004 from the Commission: "The European Environment & Health Action Plan 2004-2010" 
[COM(2004) 416 - Official Journal C 49, 28.02.2006]  
240 "Nanosciences and nanotechnologies: An action plan for Europe 2005-2009" (COM(2005) 243) 
241 http://ec.europa.eu/environment/newprg/7eap.htm  
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A 2011 report242 by Milieu and Collingwood Environmental Planning found that a gap exists between 
the results of research EU funding and the policy needs for environmental policy in particular. The 
report notes that under FP7, the Commission has made important efforts to strengthen the policy 
relevance of the research projects, for example, through requiring a policy interface component for 
each FP7 project, as well as meetings that bring together researchers and policy makers. Moreover, the 
European Commission’s Green Paper243 on the next phase of research and innovation funding, 
Horizon 2020, emphasises greater policy relevance as an objectives. A notable exception is seen in the 
case study on floods, where EU research projects had a prominent role, with a summary overview 
presented in box 10 below.  
 

Box 10: The science/policy interface for flood policy 

In the area of flooding, a number of mechanisms have been used to bring scientific knowledge into the 
policy sphere. For example, the Exchange Circle for Information on Flood Forecasting (EXCIFF) brought together 
EU bodies, Member State agencies and research centres as well as individual experts to compare flood 
approaches, review forecasting methods and identify needs and gaps. A separate Exchange Circle covered 
information on flood mapping. Both these bodies worked on the development of the new Floods Directive 
(2007/60/EC). The network among Member States officials and experts was maintained through a working 
group under the Common Implementation Strategy (CIS) developed for the Water Framework Directive. 
Several EU funded projects – such as FLOODSITE, an integrated project on flood risk management funded under 
FP6 – fed into the overall process. In addition to these and other formal networks in this policy area, a broad 
array of informal relationships link together scientists and policy makers at both European and Member State 
levels. 
 

Summary 
 
The lack of knowledge about the impact of many chemicals on human health and the environment has 
been a cause for concern in the EU in the past couple of decades. For this reason, the Commission has 
continued supporting research in this area in FP6, following a substantial investment in previous 
framework programmes. 
 
Environment and health research funded by FP6 and FP7 has fed and has the potential to feed into a 
large number of policy initiatives such as the European Environment and Health Action Plan, the EU 
Sustainable Development Strategy, the Community Strategy for Endocrine Disrupters and the REACH 
regulation on chemicals. Emerging studies on nanomaterials and endocrine disruptors are addressing 
existing gaps in knowledge. 
 
In general research has demonstrated to have positive results in feeding into EU policy-making, 
however a gap was identified between the results of research on environmental issues and the 
information needs of environmental policy making. There is a need for further efforts to continue 
closing this gap, including through changes to the design of Commission research funding 
programmes and improved awareness.  Further progress is required to make research transparent and 
effectively communicating results.  
 
  

                                                      
 
 
242 Milieu and Collingwood Environmental Planning (2011) Assessing and strengthening the EU science and policy interface, 
Milieu, Brussels 
243 European Commission, Green Paper: From Challenges to Opportunities: Towards a Common Strategic Framework for EU 
Research and Innovation funding, 9 February 2011. Available at: 
http://ec.europa.eu/research/horizon2020/pdf/com_2011_0048_csf_green_paper_en.pdf#page=2  
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Review of analysis under indicator 5 against SMART objectives 
 
Specific Tier 1 question is specific to this indicator in that it gives an overview of existing research projects funded 

by the European Commission. Tier 2 questions specifically ask about public access to results. Tier 3 
explains how research results are used in EU policy-making.  

Measurable Tier 1 is measurable in the sense that it shows the number of projects for each priority action as well as 
the amount of money allocated to them. The tier 2 question addresses formal requirement for making 
results available and is qualitative, while Tier 3 is qualitative statements on the impacts of research.  

Achievable The data for Tier 1 and 2 can be found on the CORDIS database, while the data for Tier 3 are available 
through an independent study.  

Relevant All three tiers of questions under this indicator are highly relevant to demonstrate the how research 
projects funded by the European Commission contribute to define EU policy in delivering sound chemicals 
management. 

Timed For all Tiers questions, data are available for the whole period 2002-2010.  
 

MONITORING 
 

Baseline 2002 
 
In 2002, requirements for monitoring both emissions of chemicals substances to the environment from 
industrial installations and concentrations of chemicals in environment media (in particular, water) 
were in place under different legislative acts. All of these acts have been amended, complemented or 
strengthened in subsequent years. Legislative requirements for monitoring chemicals in food, products 
and air only started developing after 2006, with the exception of biocidal products. 

Emissions from industrial installations and waste water treatment plants 
 
With regards to monitoring emissions industrial installations, in 2002 requirements were set under 
Directive 96/61/EC on integrated pollution prevention and control (IPPC Directive)244, as codified by 
Directive 2008/1/EC245. Member States are responsible for issuing permits for the operation of 
industrial installations and ensuring they comply with the Directive. The permit contains release 
monitoring requirements, specifies measurement methodology and frequency and evaluation 
procedure. Operators are required to regularly supply the competent authority with monitoring data to 
allow for compliance checking, with data to be made publically available. Directive 2008/1/EC is 
replaced by Directive 2010/75/EU on industrial emissions. However, its provisions remain applicable 
until 6 January 2014. 
 
Regulation (EC) No 166/2006 established a European Pollutant Release and Transfer Register (PRTR) 
and harmonises the rules whereby Member States have to regularly report information on pollutants to 
the Commission. The PRTR is considered under indicator 2 (section 7.2.2). In addition, Directive 
91/689/EEC on hazardous waste246 contains monitoring obligations for hazardous waste.  
 
Finally, the Directive on Urban Waste Water247 treatment regulates the collection, treatment and 
discharge of urban waste water and the treatment and discharge of waste water from certain industrial 
sectors. The Directive sets monitoring requirements for a range of parameters, including chemical 
oxygen demand. 

                                                      
 
 
244 Council Directive 96/61/EC of 24 September 1996 concerning integrated pollution prevention and control OJ L 257, 
10.10.1996, pp. 26 
245 Directive 2008/1/EC of the European Parliament and of the Council of 15 January 2008 concerning integrated pollution 
prevention and control (Codified version) of 29/01/2008, OJ L24, pp. 8-29 
246 OJ L 377, 31.12.1991, p. 20 
247 Urban Waste Water Treatment Directive 91/272/EEC, OJ L 135, 30.05.1995, p.40 
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Monitoring chemicals in the environment 
 
Water 
 
Before 2002, the Directive on the quality of water intended for human consumption and the Urban 
Waste Water Directive were in place and set monitoring requirements that apply for the verification of 
specific parameters. The Drinking Water Directive also requires Member States to regularly monitor 
their drinking water quality and provide consumers with adequate and up-to-date information on the 
drinking water quality. 
 
On 23 October 2000, the Directive 2000/60/EC of the European Parliament and of the Council 
establishing a framework for the Community action in the field of water policy248, the Water 
Framework Directive, was adopted. Its ultimate objective is to achieve “good ecological and chemical 
status” for all Community waters by 2015. This requires the establishment of a list of priority 
substances and the designation of a subset of priority hazardous substances, for which environmental 
quality standards (EQS) or thresholds must be set. Decision 2455/2001/EC established the First list of 
Priority Substances. Member States are required to take actions to meet quality standards for priority 
substances by 2015 as part of chemical status, and in doing so must monitor their concentrations in 
surface waters. In addition, Member States must designate substances of national or local concern 
(river basin specific pollutants) for control at the relevant level. The river basin specific pollutants are 
considered as part of ecological status. 
 
Although the legislative requirements were in place for the baseline, time was required for 
implementation. The outputs of the Water Framework Directive monitoring requirements are therefore 
considered under tier 1 below.   
 
Directive 98/83/EC on the quality of water intended for human consumption sets out quality standards 
for drinking water, as well as specifying the parameters (including chemical parameters) that must be 
monitored to ensure that quality is maintained.  
 
Air 

The 1996 Air Quality Framework Directive249 describes the basic principles as to how air quality 
should be assessed and managed in the Member States. It has been complemented by a number of 
daughter directives, and was repealed and replaced by the new Air Quality Directive 2008/50/EC in 
2008. The second daughter Directive 2000/69/EC250 relating to limit values for benzene and carbon 
monoxide in ambient air established numerical criteria relating to the assessment and management of 
benzene and carbon monoxide in air.  

Council Decision 97/101/EC251 established a reciprocal exchange of information and data from 
networks and individual stations measuring ambient air pollution within the Member States. This 
"Exchange of Information Decision" describes the procedures for the dissemination of air quality 
monitoring information by the Member States to the Commission and to the public. Drawing on 
information from the continuous monitoring of air quality, collected under the Exchange of 
Information Decision and the EEA priority data flows, the EEA established AirBase252, a public air 
                                                      
 
 
248 OJ L 327, 22.12.2000, p1-82 
249 Council Directive 96/62/EC of 27 September 1996 on ambient air quality assessment and management, OJ L 296, 
21.11.1996, p. 55–63 
250 Directive 2000/69/EC of the European Parliament and of the Council of 16 November 2000 relating to limit values for 
benzene and carbon monoxide in ambient air, OJ L 313, 13.12.2000, p. 12–21  
251 97/101/EC: Council Decision of 27 January 1997 establishing a reciprocal exchange of information and data from 
networks and individual stations measuring ambient air pollution within the Member States, OJ L 35, 5.2.1997, p. 14–22 
252 See: http://acm.eionet.europa.eu/databases/airbase/  
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quality database system. It contains information submitted by the participating countries throughout 
Europe. 

Monitoring chemicals in products  
 
Directive 98/8/EC on the placing on the market of biocidal products requires that Member States shall 
take the necessary arrangements to ensure that biocidal products placed on the market are monitored to 
establish whether they comply with the requirements of the Directive. 

Tier 1 Questions 
 

Legal requirements for monitoring:  
• Emissions of chemicals from industrial installations 
• Monitoring chemical pollutants in the environment 
• Monitoring chemicals in products 
• Monitoring chemicals in food, in particular pesticide residues 

 

Emissions from industrial installation  
 
Under IPPC, Best Available Technique Reference Documents (BREF) are drawn up at European level 
to provide technical guidance for competent authorities when setting permits. A BREF on “General 
Principles of Monitoring” was adopted in 2003 and a review of this document to update it to technical 
progress began in 2012.  
 
The Industrial Emissions Directive 75/2010/EC253 is the successor of the IPPC Directive and was to be 
transposed into national legislation by 7 January 2013. Operators of industrial installations are 
required to obtain an integrated permit from the authorities in the EU countries, report monitoring data 
to the authorities to be made publically available. Permits contain a number of measures regarding 
monitoring, including: waste monitoring and management measures; requirements concerning 
emission measurement methodology, frequency and evaluation procedure; and an obligation to inform 
the competent authority of the results of monitoring, at least annually. Measurements for the 
determination of concentrations of air and water polluting substances shall be carried out 
representatively, with a list of polluting substances provided in Annex II of the IED. 
 
An important change in monitoring requirements from IPPC Directive is the obligation to monitor on-
site soil and groundwater. Member States are to ensure periodic monitoring of relevant hazardous 
substances likely to be found on the site and causing possible soil and groundwater contamination. The 
minimum frequency for monitoring frequency for soil is at least every 10 years, and groundwater 
every five years, unless it is based on a systematic appraisal of the risk of contamination.  
 
By 2016 the Commission shall make an assessment of the need to establish or update Union-wide 
minimum requirements for rules on monitoring and compliance (European Safety Net) for IPPC 
activities that have been subject to BAT conclusions during the period 2013-2016.  
  

                                                      
 
 
253 Directive 75/2010/EC on Industrial Emissions, OJ L 334, 17.12.2010, 17-119 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31998L0008:EN:NOT
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Monitoring chemicals in the environment 
 
Water 
 
Following the requirements of the Water Framework Directive, Member States were required to 
establish programmes for the monitoring of water status by December 2006 that ensure a 
comprehensive and coherent view of water status within each river basin, including inter alia the 
ecological and chemical status for surface waters and the chemical status for groundwater. In order to 
improve the quality of the monitoring data obtained under the Water Framework Directive, the 
Commission adopted Directive 2009/90/EC254 laying down technical specifications for chemical 
analysis and monitoring of water status. The Directive establishes minimum performance criteria for 
methods of analysis to by applied by Member States when monitoring water, sediment and biota, as 
well as rule for demonstrating the quality of analytical results, with the aim of ensuring the 
comparability of chemical monitoring results. 
 
In terms of the quality elements to monitor, Member States must monitor all priority substances and 
other pollutants discharged in significant quantities. The First list of Priority Substances was replaced 
in 2008 by Directive 2008/105/EC255 (EQSD). The EQSD states that on the basis of the monitoring 
data required by the Water Framework Directive, the need for additional controls will be reviewed. In 
2011, the Commission published proposal256 for a revised (second) list of priority substances. The 
proposal includes, inter alia, 15 additional priority substances, 6 of them designated as priority 
hazardous substances, as well as stricter EQS for four existing priority substances and slightly revised 
EQS for three others.   
 
For surface waters, Member States must carry out surveillance monitoring and operational monitoring 
programmes and where relevant, investigative monitoring. Operational monitoring is conducted at 
frequencies determined by the Member State in order to establish water status and assess changes 
resulting for the programme of measures. Again, quality elements to monitor include all priority 
substances discharged and other pollutants discharged in significant quantities. Investigative 
monitoring seeks to establish the cause of an exceedance of EQS or the magnitude and impacts of 
accidental pollution, with the aim of informing a programme of measures designed to remedy the 
effects of accidental pollution. Member States are required to arrange for the long-term trend analysis 
of concentrations of those priority substances that tend to accumulate in sediment and/or biota. The 
frequency of monitoring should provide sufficient data for a reliable long-term trend analysis and 
should as a guideline take place every three years. Arrangement of long-term monitoring furthermore 
entails a responsibility on Member States to take measures that such concentrations do not 
significantly increase in sediment and/or relevant biota. 
 
The components of the Water Framework Directive dealing with groundwater cover a number of 
different steps for achieving good quantitative and chemical status of groundwater by 2015. This 
includes establishing groundwater monitoring networks by 2006 based on the classification of 
groundwater bodies so as to provide a comprehensive overview of groundwater chemical and 
quantitative status. The Groundwater Directive (2006/118/EC)257 establishes a regime which sets 
groundwater quality standards and introduces measures to prevent or limit inputs of pollutants into 
groundwater. The directive establishes quality criteria that take account of local characteristics and 
allow for further improvements to be made based on monitoring data and new scientific knowledge. 
                                                      
 
 
254 Commission Directive 2009/90/EC of 31 July 2009 laying down, pursuant to Directive 2000/60/EC of the European 
Parliament and of the Council, technical specifications for chemical analysis and monitoring of water status, 1.8.2009, OJ L 
201, p.36-38 
255 Directive 2008/105/EC on environmental quality standards in the field of water policy, OJ L 348, 24.12.2008, p84-97 
256 Proposal for a Directive of the European Parliament and of the Council amending Directives 2000/60/EC and 
2008/105/EC as regards priority substances in the field of water policy, 31.1.2012, COM(2011) 876 final 
257 Directive 2006/118/EC on the protection of groundwater, OJ L 327, 22.12.2000, p1-82 

http://ec.europa.eu/environment/water/water-framework/index_en.html
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The directive requires the identification and reversal of significant and sustained upward trends in 
pollutant concentrations.  
 
Following Member State implementation reports from 2007, 2009 and 2012, collated EU-wide data is 
now available on the website of DG Environment.258 This includes, inter alia, designated river basin 
districts and surface water bodies and groundwater bodies not at risk of failing to meet the 2015 
objectives, as well as maps showing the percentage of river and lakes and in coastal and transitional 
waters affected by point and diffuse source pollution. In addition, maps are available showing both 
surface water and groundwater monitoring stations in 2012.    
 
Data received from the Member States in reporting on chemicals in water under the Water Framework 
Directive is available on the Water Information System for Europe (WISE) database of the EEA.259 In 
addition, a range of monitoring data is presented on the website of the JRC, including both monitoring 
and modelling data on the fate and impact of pollutants in terrestrial and aquatic systems.260  
 
Air 
 
The Air Quality Directive 2008/50/EC261 defines and establishes objectives for ambient air quality 
designed to avoid, prevent or reduce harmful effects on human health and the environment. It sets 
common methods and criteria for assessing ambient air quality in Member States. It establishes 
requirements for obtaining information on ambient air quality in order to monitor compliance with 
limit and target values for pollutants in ambient air.  

Additional daughter directive have been enacted since 2002. The third daughter Directive 
2002/3/EC262 relating to ozone in ambient air describes certain monitoring requirements relating to 
volatile organic compounds and nitrogen oxides in air. The fourth daughter Directive 2004/107/EU263 
sets target values for arsenic, cadmium, mercury, nickel and polycyclic aromatic hydrocarbons in 
ambient air with the aim of avoiding preventing or reducing harmful effects on the environmental and 
human health. Monitoring requirements are set only for mercury.  

Monitoring POPs in the environment 
 
Under Regulation (EC) No 850/2004 on persistent organic pollutants, environmental monitoring of 
polychlorinated dibenzo-p-dioxins and dibenzofurans (PCDD/Fs) and PCBs is established in most 
Member States. However, there is no EU level database enabling evaluation of time trends in the 
environment, nor is the information provided by Member States sufficient to evaluate policy 
effectiveness at EU level. A more comprehensive and detailed compilation of comparable monitoring 
data at EU level and establishment of a common information system is needed.264 The 2007 
Community Implementation Plan for the Stockholm Convention265 called for the establishment of a 
common EU methodology for continuous monitoring of POPs.  

                                                      
 
 
258 See: http://ec.europa.eu/environment/water/water-framework/facts_figures/index_en.htm  
259 See: http://www.eea.europa.eu/themes/water/dc  
260 See: http://fate.jrc.ec.europa.eu/monitoring/monitoring-overview  
261 Directive 2008/50/EC on ambient air quality and cleaner air for Europe, OJ L 152, 11.6.2008, p. 1-44 
262 Directive 2002/3/EC of the European Parliament and of the Council of 12 February 2002 relating to ozone in ambient air, 
OJ L 67, 9.3.2002, p. 14–30 
263 Directive 2004/107/EC of the European Parliament and of the Council of 15 December 2004 relating to arsenic, 
cadmium, mercury, nickel and polycyclic aromatic hydrocarbons in ambient air, OJ L 23, 26.1.2005, p. 3–16 
264 Communication from the Commission to the Council, the European Parliament, the European Economic and Social 
Committee on the implementation of the Community Strategy for dioxins, furans, and polychlorinated biphenyls 
(COM(2001)593) – Third progress report, COM(2010) 562 final, 15.10.2010, Brussels, Belgium 
265 European Commission (2007) Commission Staff Working Document, Community Implementation Plan for the Stockholm 
Convention on Persistent Organic Pollutants, SEC(2007) 341, 9.3.2007, Brussels, Belgium 
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Numerous monitoring activities for POPs have taken place within the context of the 6th and 7th EU 
Research Framework Programmes, including exposure and biomonitoring. In addition, the JRC has 
undertaken a number of relevant research projects involving monitoring activities.   

Monitoring chemicals in products 
 
Regulation (EU) No 528/2012 of the European Parliament and of the Council concerning the making 
available on the market and use of biocidal products was adopted on 22 May 2012. It will repeal and 
replace Directive 98/8/EC, and will be applicable as of 1 September 2013. Member States shall make 
arrangements for the monitoring of biocidal products and treated articles placed on the market to 
establish whether they comply with requirements, including official controls. 

Monitoring chemical residues in foods 
 
Since 2002, measures have been taken at EU level to control a range of chemical contaminants in 
food, including: mycotoxins (aflatoxins, ochratoxin A, fusarium-toxins, patulin), metals (cadmium, 
lead, mercury ,inorganic tin), dioxins and PCBs, polycyclic aromatic hydrocarbons (PAH), 3-
monochloropropane-1,2-diol (3-MCPD) and nitrates. These measure involve a range of monitoring 
activities and provisions for the sampling and analysis for the official control of the maximum levels 
for contaminants have been laid down as follows: 
 

• for levels of mycotoxins: Commission Regulation (EC) 401/2006 as amended by Commission 
Regulation (EU) 178/2010 

• for levels of heavy metals, 3-MCPD, inorganic tin and benzo(a)pyrene levels in: Commission 
Regulation (EC) No 333/2007.  

• for dioxin and PCBs levels : Commission Regulation (EC) No 1883/2006.  
 
Under Commission Regulation (EC) No 1881/2006 setting maximum levels for certain contaminants 
in foodstuffs, Member States must report annually to the Commission results of investigations and 
progress with regard to the application of prevention measures to avoid food contamination by 
ochratoxin A, deoxynivalenol, zearalenone, fumonisin B1 and B2, T-2 and HT-2 toxin. 
 
In addition, EFSA is collecting monitoring programmes for a number of contaminants in food in order 
to establish whether further action at EU level is necessary, including furans, ethel carbamate and 
PFAS.   
 
Legislation establishing maximum and action levels for dioxins and furans in feed and food has been 
in place since 2002 and for dioxins, furans and dioxin-like PCBs since 2006.266 EFSA has compiled all 
occurrence data in the report "Results of the monitoring of dioxin levels in food and feed"267. The data 
contained in this report are the basis for the discussion with the experts from the Member States in the 
Expert Committee "Persistent Organic Pollutants (POPs) in Food" regarding new maximum and action 
levels. 
 
With regards to pesticide residues in foods, Maximum Residue Limits (MRLs) are set at EU level, 
with a common EU assessment scheme for monitoring all agricultural products for food or animal 
                                                      
 
 
266 For feed: Directive 2002/32/EC of the European Parliament and of the Council on undesirable substances in animal feed 
as amended by Commission Directive 2006/13/EC of 3 February 2006 as regards dioxins and dioxin-like PCBs(OJ L32, 
4.2.2006, p. 44); For food: Commission Regulation (EC) No 1881/2006 of 19 December 2006 setting maximum levels for 
certain contaminants in food. (OJ L364, 20.12.2006, p. 5) and Commission Recommendation 2006/88/EC of 6 February 2006 
on the reduction of the presence of dioxins, furans and PCBs in feedingstuffs and foodstuffs (OJ L42, 14.2.2006, p. 26) 
267 European Food Safety Authority; Results of the monitoring of dioxin levels in food and feed. EFSA Journal 2010; 
8(3):1385 [35 pp.]. doi:10.2903/j.efsa.2010.1385. Available online: http://www.efsa.europa.eu/en/scdocs/doc/1385.pdf 

http://eur-lex.europa.eu/JOHtml.do?uri=OJ:L:2012:167:SOM:EN:HTML
http://eur-lex.europa.eu/JOHtml.do?uri=OJ:L:2012:167:SOM:EN:HTML
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feed. In setting MRLs, EFSA assesses the safety for consumers based on the toxicity of the pesticide, 
the maximum levels expected on food, and the different diets of Europeans and provides an opinion to 
the Commission, who then sets the MRL. The MRL regime is set under Regulation (EC) No 
396/2005268, which harmonized and simplified the preceding system. MRLs are established to ensure 
the safety of all consumer groups and apply to 315 fresh products (including oilseeds and oilfruits and 
animal products) and to the same products after processing, adjusted to take account of dilution or 
concentration during the process. The limits apply to pesticides currently or formerly used in 
agriculture in or outside the EU, covering approximately 1,100 pesticides. A general default MRL of 
0.01 mg/kg applies where a pesticide is not specifically mentioned.  
 
National authorities enforce MRLs by taking samples and checking pesticides levels under the EU 
Coordinated Multi-Annual Control Programmes, a coordinated Community monitoring programme for 
pesticide residues in food and feed, with the current programme for 2013-2015 carried out under 
Implementing Regulation (EU) No 788/2012269.  The programme identifies the main pesticide-crop 
combinations to monitor and the minimum number of samples for each EU country. Results of 
monitoring are published in annual reports, which are publically available.  
 
The Rapid Alert System for Food and Feed (RASFF) alerts countries when pesticide residues are at a 
worrying level for consumers so that they can take measures. RASFF was put in place to provide food 
and feed control authorities with an effective tool to exchange information about measures taken 
responding to serious risks detected in relation to food or feed, enabling Member States to act more 
rapidly and in a coordinated manner in response to a health threat caused by food or feed. 
 
Tier 2 Questions 
 
• Is monitoring comprehensive in geography and in the range of pollutants covered? 

Comprehensiveness of monitoring 
 
With regards to industrial emissions, geographically comprehensive monitoring data is publically 
available from monitoring in the E-PRTR. However, the IPPC Directive is limited in scope to 
industrial installations covered by Annex I of the Directive, approximately 50,000 installations. As 
such, some industrial activities are not covered and emissions are not monitored. The IED extended 
the scope to include some additional activities and we can therefore expect this figure to increase. DG 
Environment has currently commissioned a report into the scope and impacts of industrial emissions 
not covered by the IED Directive and the outcomes of this project will inform further decision making 
on uncontrolled emissions. In terms of the pollutants monitored, polluting substances are listed under 
Annex I, with monitoring requirements then specific to the type of installation and further elaborated 
in the relevant BREF. It is notable that nanomaterials are not yet addressed in the BREF, apart from as 
dust (particulate matter).    
 
Regarding monitoring stations established under the Water Framework Directive, available data 
suggests that geographical coverage is comprehensive, although there are gaps in reporting for certain 
Member States. In terms of the substances covered, the list of priority substances is currently being 
revised by a second list and it is notable that this list included three medicinal products. The 
procedures for including substances as priority substances are based on a combined approach, 
including both monitoring data and modelling data. The use of modelling data opens the door to 

                                                      
 
 
268 Regulation (EC) No 396/2005 of the European Parliament and of the Council on maximum residue levels of pesticides in 
or on food and feed of plant and animal origin, OJ L 70, 16.3.2005, p. 1–16  
269 Commission Implementing Regulation (EU) No 788/2012 of 31 August 2012 concerning a coordinated multiannual 
control programme of the Union for 2013, 2014 and 2015 to ensure compliance with maximum residue levels of pesticides 
and to assess the consumer exposure to pesticide residues in and on food of plant and animal origin, OJ L235, p.8-27 
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substances for which monitoring data is not available, as they have not previously been recognised as 
pollutants. However, data requirements may still be too high to allow for the inclusion of emerging 
pollutants, such as nanomaterials. The proposal for a new EQSD includes a provision for a watch-list 
mechanism designed to allow targeted EU-wide monitoring of substances of possible concern to 
support the prioritisation process in future reviews of the priority substances list. Again, for 
nanomaterials this may pose problems since techniques for in situ monitoring are not yet available.270  
 
In 2007, the EEA published a report271 investigating activities to monitor chemicals in the Member 
States and aiming to act as a database for EU chemical monitoring activities. The study provides an 
overview of existing monitoring efforts within the countries associated with the EEA, and assesses 
whether available data is representative, comparable and useful. The main finding of this study is that, 
with the exception of air, data is patchy in nature. In some countries the data are not available, while in 
others cooperation was insufficient and more coordinated action is needed to collate information at the 
national level. Table 17 below provides an overview of monitoring programmes identified in the EEA 
report. The report notes that in most countries monitoring programmes are carried out at a regional or 
even local level, and that often a national overview is lacking. In addition, in most countries 
monitoring substances in different environmental media is usually organised in a media-specific 
manner and cross-media comparisons are not undertaken.  

                                                      
 
 
270 Ganzleben C and Hansen SF (2012) Nanomaterials as priority substances under the Water Framework Directive, Elni 
Review, (2), 38-45 
271 EEA (2007) Towards a European chemicals information system: A survey on reported monitoring activities of chemicals 
in Europe, EEA Technical Report No 6/2007, EEA, Copenhagen, Denmark 
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Table 17: Overview of the status of monitoring activities identified  

Programme Description Substances under 
consideration 

Applied in 
Member State(s) 

International cooperative programme 
(ICP) — integrated monitoring 

The programme is a homogeneous environmental monitoring approach consisting of several sub-parts. Typical air 
pollutants including heavy metals are balanced by measuring the input and output for previously defined areas (such 
as water catchment areas). In addition to the transport and fate in the environment, an effects assessment is 
performed for the chemical substances.  

Cd, Cu, Pb, Zn, Ni, As, Cr, Hg, 
Fe 

A, DK, FIN, D, I, P, 
E, S, NL, UK 

International Cooperative Programme 
(ICP) — forests 

The programme has been established in the course of discussion on forest damages. It comprises long-term field 
observations aiming at the description of impacts by air pollution on forests.  

Heavy metals, air pollutants EU‑wide 
monitoring 
programme 

European monitoring and evaluation 
programme (EMEP)  

Monitoring of atmospheric heavy metal deposition in Europe using bryophytes and humus samples as indicators 
monitored by moss analyses. The moss monitoring programme aims at measuring the spatial input by the elements 
and reporting time trends in the pollution. The European programme is under the auspices of the Nordic Council of 
Ministers.  

Arsenic, cadmium, 
chromium, copper, iron, 
nickel, lead, titanium and 
zinc 

A, CZ, DK, EE, FI, 
DE, LV, LT, PL, PT, 
RO, SK, ES, SE, NL, 
UK (1998) 

European monitoring and evaluation 
programme (EMEP): monitoring 
ambient air pollution 

A network has been established surveying typical air pollutants. The information exchange between the EU Member 
States has been established by Council Decision 97/101/EEC of 27 January 1997 establishing a reciprocal exchange of 
information and data from networks and individual stations measuring ambient air pollution within the Member 
States. 

Gaseous compounds EU‑wide 

Network of permanent observation 
plots for intensive, continuous 
surveillance 

Protection of the Community's forests against atmospheric pollution 
 

Al, Cd, Cu, Pb, Zn, Ni, Cr, Hg, 
Fe, VOCs 

EU‑wide 

State of the environment reporting to 
the EEA 

Member States are obliged to report their state of the environment to the European Environment Agency. On the EEA 
homepage, the national information is presented under Eionet. 

 EU‑wide 

Self-surveillance and official control of 
industrial and agricultural activities 

Limit values fixed and surveyed: cd, cr, cu, hg, ni, pb and zn. Organic and inorganic substances to be controlled 
according to ippc directive 

 EU‑wide 

Application/application rates of 
pesticides regulated under 91/414/EEC 

Monitoring of application rates of pesticides All admitted pesticides EU‑wide 

Application/application rates of 
pesticides regulated under Regulation 
(EC) No 369/2005 and Implementing 
Regulation (EU) No 788/2012 

Coordinated Multi-Annual Control Programmes to ensure compliance with maximum residue levels of pesticides and 
to assess the consumer exposure to pesticide residues in and on food of plant and animal origin 

Comprise foodstuffs, food 
additives, vitamins, mineral 
salts, trace elements and 
other additives 

EU‑wide 
obligatory 

Monitoring of certain substances 
having a hormonal or thyrostatic action 
and of ß-agonists 

Council Directive 96/22/EC of 29 April 1996 concerning the prohibition on the use in stockfarming of certain 
substances having a hormonal or thyrostatic action and of ß-agonists, and repealing Directives 81/602/EEC, 
88/146/EEC and 88/299/EEC 

certain substances having a 
hormonal or thyrostatic 
action and of ß-agonists 

EU‑wide 
obligatory 

Monitoring of residues in live animals 
and animal products 

Council Directive 96/23/EC of 29 April 1996 on measures to monitor certain Substances and residues thereof in live 
animals and animal products and Decision 97/747/EC of 27 October 1997 fixing the levels and frequencies of sampling 
provided for by Council Directive 96/23/EC for the monitoring of certain Substances and residues thereof in certain 
animal products 

Annex I EU‑wide 
obligatory 

Surveillance of substances in food/ 
imported food of animal origin  

Surveillance of substances in terrestrial animals and their products, including animal meat, milk, eggs, honey — and 
fish 

Banned substances, 
veterinary drugs, 
environmental and natural 
substances (heavy metals, 
pesticides, DDT, HCHs, PAHs, 
PCBs) 

BE, FR, IT, PR, SE, 
ES, UK  
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With data also having been drawn from the 2007 EEA study, table 18 provides an overview of the 
geographical coverage of chemical monitoring activities in the EU. The table shows that while air and 
water compartments are fairly well covered, coverage is patchier for the other environmental 
compartments.  
 
Table 18: Overview of the number of activities per country, with an 'activity' defined as a series of monitoring 
activities over time at a single monitoring station of a specific substance, data from 2007 

Country Surface 
water 

Sea water Ground 
water 

Sediment Suspended 
matter 

Air Biota Soil 

Austria 1945     917 6  
Belgium 38374 847  79205 23 1272 275  
Bulgaria      281  865 
Czech Republic      352   
Denmark  91  1025 63 336 1176  
Estonia 27   52 4 39 16  
Finland 1   7  139 381  
France 2125 18  2151  2239 2239  
Germany 51 51  1248 33 4120 1833  
Greece 1095   7  202 202  
Hungary 38     61   
Ireland 27   296  88 88  
Italy 3   3 3 2062 1  
Latvia      49 41  
Lithuania 467   488  28   
Luxembourg 70     10   
Netherlands 2496 894  1827 1 981 589 2402 8578 
Poland      226 122  
Portugal 9110 9110 9110 9110  228 228 228 
Romania      75   
Slovakia 5     164   
Slovenia 424 3 280 2594 284  15 148  
Spain    691  2196 1400  
Sweden 895 4  417  93 727  
United Kingdom 111 357  4879 13 1460 714  
EU27 57264 14652 11704 101690 2120 17241 11851 9671 
 
The report identifies a number of emerging monitoring activities, where little or no monitoring is 
taking place, including sampling of indoor air, dust, hazardous waste, recycling materials, as well as 
information on environmental epidemiology (impacts/effects). In addition, monitoring of 
nanomaterials in the environment is not yet being undertaken at a regulatory level.  
 
Finally, a 2012 report272 by KEMI calls for a common EU system for the monitoring of hazardous 
substances in the environment, in order to facilitate uniform control. In particular, the report calls for 
further monitoring of POPs in the environment, in order to raise awareness.  
 
Summary 
 
In 2002, monitoring requirements were in place for emissions from industrial installations and urban 
waste water treatment plants, and for chemicals in drinking water and in ambient air. In 2000, the 
Water Framework Directive was adopted and established monitoring requirements for the monitoring 
of surface water status, groundwater status and protected areas.  
 

                                                      
 
 
272 KEMI (2012) Improved EU rules for a non-toxic environment, KEMI report 1/12, KEMI, Stockholm, Sweden 
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Since 2002, legal requirements for monitoring have increased, in particular with additional 
requirements for monitoring chemical contaminants in foods, including pesticide residues. As such, 
the EU meets the requirements for monitoring pesticide residues in food as specified under the 
SAICM GPA. 
 
Regarding water, additional legislation was adopted to complement the Water Framework Directive, 
including the Groundwater Directive, the Environmental Quality Standard Directive and the Directive 
on technical specifications for chemical analysis and monitoring of water status. In particular, the 
Environmental Quality Standard Directive is important is identifying those priority substances to be 
made subject to EU-wide monitoring. The procedures for identifying priority substances have recently 
been revised to capture a wider range of pollutants, including those for which EU-wide monitoring 
data is not available. A potential gap lies with the difficulty of the prioritisation procedures in allowing 
for the identification of nanomaterials as priority substances, if relevant.    
 
In terms of monitoring chemicals in air, the Air Quality Directive extended monitoring requirements 
and set standards for a number of chemicals, including lead, benzene, arsenic, cadmium, ozone, nickel 
and PAHs. Subsequent daughter directives require monitoring of chemical substances, namely 
mercury and volatile organic substances. 
 
With regards to the geographical comprehensiveness of monitoring activities in the Member States, 
with the exception of the air compartment, monitoring in the various environmental compartments 
across Europe is patchy in nature. In terms of the chemicals covered, no monitoring is currently 
conducted for nanomaterials in situ in environmental compartments in the EU.  
 
Review of analysis against SMART objectives 
 
Specific Data is specific to this indicator in that it gives an overview of existing monitoring provision for 

pollutants in the environment, products and food. Data is available regarding the status of 
European monitoring activities and their geographical cover.  

Measurable The change in the legal requirements for monitoring in different sectors is a measurable 
output. Some qualitative data is available to measure the comprehensiveness of monitoring.  

Achievable The data for the two Tiers can be all derived from EU sources: EU legislation for Tier 1 and EEA 
website for Tier 2.  

Relevant Relevant data was available under this indicator to demonstrate the changes in EU legislation 
for monitoring pollutant in the environment.  

Timed For Tier 1 question data are available for the period 2002-2012, while for Tier 2 relevant data 
was available only for 2007.  

 
  

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32006L0007:EN:NOT
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 EU Progress on Risk Reduction 7.3

7.3.1 EU Progress under Indicator 6: Substitution and Phase Out 

Baseline 2002 
 
At the baseline year, the EU employed a range of legislative tools to promote the substitution of 
hazard chemicals, including:  
 

• The generic introduction of the substitution concept in legislation without specifying 
implementation; 

• Strict legislation such as ban or restriction of hazardous substances; 
• Softer legislation including substitution as one option of prevention, e.g. by using lists of 

hazardous substances, setting information requirements (e.g. mandatory labelling), or 
financial tools (e.g. incentives or levies), waste management requirements for substances 
identified as hazardous.  

 
A 2003 report273 by Oekopol examined the drivers and barrier to the substitution of hazardous 
chemicals in product and processes and found EU legislation to be one of the most powerful drivers, 
often inducing substitution as a side-effect even where it is not explicitly addressed as the main goal. 
In particular, the report identified EU legislation as a strong driver in a number of case studies, briefly 
reviewed below.  
 

• Legislative controls on emission on volatile solvents drove the substitution of chlorinated 
solvents for water –based cleaners in large installations undertaking metal cleaning processes,  

• A ban in 2000 under Directive 76/769/EC of the use of ‘organostannic’ compounds in ship 
cleaning served to force substitution of organo-tin components, mainly Tributyl-tin (TBT), as 
major marine anti-fouling coating. 

• Strict product controls drove the substitution of lindane by pyrethroides as insecticides and 
the replacement of 1-(1-phenylcyclohexyl)piperidine (PCP) by dichlofluanid as main 
fungicides in wood preservation,   

• Draft Directives in the area of electric and electronic equipment (i.e. Waste Electrical and 
Electronic Equipment Directive 2002/96/EC (WEEE) and Directive 2002/95/EC restricting 
the use of hazardous substances in electrical and electronic equipment (RoHS)) had a strong 
influence on manufacturers in reducing the use of brominated flame retardants in electronic 
and electrical equipment. In addition, tetrabromobisphenol A (TBBA) was subject to a risk 
assessment according to Regulation 793/93/EEC on existing substances. 

• In response to concerns regarding the use of phthalate, in particular Di(2-ethylhexyl)phthalate 
(DEHP), plasticisers in toys and childcare articles, a preliminary ban on the marketing of soft 
polyvinyl chloride (PVC) toys and childcare articles containing six phthalates and intended to 
be put in the mouth was adopted under the emergency procedure of Directive 92/69/EEC.  
The two main substitution strategies are substitution of the plasticising agent by another 
substance with the same functionality, or substitution of soft PVC by other soft materials like 
certain polyolefins. 

 
Serious public concern about perceived chemical risks, often stimulated by NGO campaigns reporting 
environmental concentrations and harm to human health, was identified as another strong driver of 
substitution. The report noted that in the absence of such robust drivers, short term economic 
considerations often prevented substitution, as well as a general tendency of downstream users 
prevails to stick to well-established conventional substances, rather than undergoing any risks with 
                                                      
 
 
273 Oekopol (2003) Substitution of hazardous chemicals in products and processes, Final Report, Oekopol, Hamburg, 
Germany 



158 
 

respect to quality and liability by experimenting with less hazardous substitutes. For example, attempt 
to ban cadmium from batteries through a proposed revision of the Battery Directive 91/157/EEC was 
rejected by the Commission in 2001, due to the high costs of substitutes.  
 
The report stressed that enterprises need clarity about strategic policy goals and legislation on 
substitution of hazardous substances, as well as trust in the enforcement capacity of Authorities, in 
order to invest in innovative substituting technologies. It noted that political visions, like the 
commitment to significantly reduce toxic substances in the environment, can support such trends. 

Tier 1 Questions 
 
• Policies to promote the substitution and phase out of toxic chemicals 
• Hazard-based criteria for identifying substances of very high concern (SVHC) 
• REACH Authorisation 
• REACH Restrictions 

Policies to promote the substitution and phase out of toxic chemicals 
 
In the EU, efforts towards the substitution of hazardous chemicals can be found in numerous pieces of 
legislation, including acts on the environment, product safety, occupational health and safety and 
waste. This reflects a life cycles approach to controlling exposures to hazardous chemicals and implies 
that manufacturers and downstream users are subject to pressures to control and ultimately substitute 
hazardous chemicals. In this section, we focus predominantly on the processes for requiring 
authorisations for the use of hazardous chemicals and for restricting their use under REACH. 
However, in order to be comprehensive, we start with a brief review of other EU legislation that 
generates a drive for substitution.  
 
With regards to products, restrictions are in place for certain hazardous substances under a range of 
product-specific legislation, covering cosmetics, toys, electrical and electronic equipment and 
construction materials, as well as food contact materials and packaging. These restrictions will 
contribute to the substitution of hazard substances within those products and are discussed in detail 
under indicators 7 on cleaner products.  
 
Under the Plant Protection Products Regulation (EC) No 1107/2009, an active substance may be 
identified as a candidate for substitution due to its hazard criteria. Member States should regularly 
examine plant protection products containing candidates for substitution with the aim of replacing 
them by products containing active substances which require less risk mitigation or by non-chemical 
control or prevention methods. When evaluating an application for authorisation for a plant protection 
product containing an active substance approved as a candidate for substitution, a comparative 
assessment of plant protection products containing candidates for substitution shall be performed by 
Member States. Member States shall not authorise or shall restrict the use of a plant protection product 
containing a candidate for substitution for use on a particular crop where the comparative assessment 
demonstrates that:s 
(a) for the uses specified in the application an authorised plant protection product, or a non-chemical 
control or prevention method, already exists which is significantly safer for human or animal health or 
the environment; 
(b) the substitution does not present significant economic or practical disadvantages; 
(c) the chemical diversity of the active substances, or methods and practices of crop management and 
pest prevention are adequate to minimise the occurrence of resistance in the target organism; and 
(d) the consequences on minor use authorisations are taken into account. 
 
In addition, the cut off criteria for the authorisation of plant protection products under Regulation (EC) 
No 1107/2009 act to exclude certain active substances from being placed on the market, implying that 
substitutes must then be found. With a few exceptions, active substances, safeners or synergists that 
are classified as CMR category 1A or 1B under CLP, or as having endocrine disrupting properties, or 
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that are considered as a POP, PBT, or vPvB cannot be approved. Notably, immunotoxic and 
neurotoxic substances are not included in the ban. Further policy actions to drive the substitution of 
hazard pesticides are considered under indicator 9 on sound agricultural practices.  
 
Directive 2009/128/EC establishing a framework for Community action to achieve the sustainable use 
of pesticides274 aims to promote the use of integrated pest management and of alternative approaches 
or techniques such as non-chemical alternatives to pesticides. Member States shall adopt National 
Action Plans to, inter alia, encourage the development and introduction of integrated pest 
management and of alternative approaches or techniques in order to reduce dependency on the use of 
pesticides. National Action Plans shall include indicators against which to monitor the use of plant 
protection products containing active substances of particular concern, especially if alternatives are 
available. On the basis of these indicators, timetables and targets for the reduction of use are to be 
established, in particular for priority items, such as active substances, crops, regions or practices that 
require particular attention.   

With regards to biocidal products, Regulation (EU) No 528/2012 concerning the making available on 
the market and use of biocidal products275 also include provisions that serve to promote substitution. 
Active substances are to be designated as candidates for substitution if they have certain intrinsic 
hazardous properties. In order to allow for a regular examination of substances identified as candidates 
for substitution, the approval period for those substances should not, even in the case of renewal, 
exceed seven years. When preparing its opinion on the approval or renewal of the approval of an 
active substance, ECHA shall make publicly available information on potential candidates for 
substitution. During this time interested third parties may submit relevant information, including 
information on available substitutes. The Agency shall take account of information received when 
finalising its opinion. In the course of granting or renewing the authorisation, the biocidal product 
should be compared with other authorised biocidal products, non-chemical means of control and 
prevention methods with regard to risks they pose and benefits from their use. A biocidal product 
containing active substances identified as candidates for substitution should be prohibited or restricted 
where it is demonstrated that other authorised biocidal products or non- chemical control or prevention 
methods that present a significantly lower overall risk for human health, animal health and the 
environment, are sufficiently effective and present no other significant economic or practical 
disadvantages. Appropriate phase-out periods should be provided for in such cases. 

 
Regarding occupational health and safety, legislation aimed at protecting workers from chemicals in 
the workplace includes a drive for the substitution of the most hazardous chemicals. Specifically, 
Directive 2004/37/EC on carcinogens and mutagens at work276 requires workers' exposure to 
substances categorized under CLP as carcinogens and/or mutagens 1A and 1B to be prevented through 
replacement with a substance not or less dangerous, although where this is not technically possible the 
employer can still use the substances and must reduce exposure to a minimum. This legislation serves 
as a driver for the substitution of carcinogens and mutagens 1A and 1B substances in the EU. Effects 
on workers’ safety are further considered under indicator 10 on occupational health and safety.    
 
Finally, the Waste Framework Directive and the Landfill Directive draw on the harmonised hazard 
categorisations under CLP and set stricter requirements for waste classified as hazardous. These 
stricter requirements serve to increase the waste disposal costs of manufacturers and downstream users 

                                                      
 
 
274 Directive 2009/128/EC of the European Parliament and of the Council of 21 October 2009 establishing a framework for 
Community action to achieve the sustainable use of pesticides, OJ L309, pp.71-86 
275 Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012 concerning the making 
available on the market and use of biocidal products, OJ L396, 30.12.2006, p. 1-123 
276 Directive 2004/37/EC of the European Parliament and of the Council of 29 April 2004 on the protection of workers from 
the risks related to exposure to carcinogens or mutagens at work (Sixth individual Directive within the meaning of Article 
16(1) of Council Directive 89/391/EEC), OJ L 158, 30.04.2004, p.50 
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and generate a financial incentive to use less hazardous materials. In addition, the Water Framework 
Directive calls for measures aimed at the progressive reduction of emission of priority substances and, 
for priority hazardous substances, at the cessation or phasing-out of discharges, emissions and losses.   
 
As an illustration of how these legislative acts can together contribute to generating a drive for 
substitution, box provides an overview of the pressure that led to the development of a substitute for 
Refractory Ceramic Fibres, which are classified as carcinogenic category 1B under CLP.  
 
Box 11: Legislative drivers for the development of a substitute for refractory Ceramic Fibres  

Refractory Ceramic Fibres (RCFs) are classified as category 1B Carcinogens under CLP (and were classified at carcinogens 
category 2 under the Dangerous Substance Directive). This classification triggers a number of downstream regulations that 
require measures to restrict the use of and control exposures to RCFs in order to minimise possible adverse impacts to 
human health and the environment. 
 
REACH (and formerly Dangerous Substances Directive 76/769/EEC) - Prohibits manufacturers and suppliers from placing 
RCFs on the market for use by the general public. 
 
Carcinogens and Mutagens Directive 2004/37/EC - Requires employers using RCFs to seek a substitute which would 
present a lower risk to the health of workers, or to contain the RCFs and implement measures to reduce occupational 
exposure to the lowest technically achievable. Additionally, EU Member States have the right to implement their own 
worker protection measures, such as setting Occupational Exposure Limits.  
 
Waste Framework Directive 2008/98/EC and Landfill Directive 99/31/EC –Waste RCFs is treated as a hazardous substance 
and must be handled by a licensed waste contractor and disposed of in an appropriately licensed landfill. 
 
REACH - In January 2010, RCF was categorised as a Substance of Very High Concern (SVHC) and added to Annex XV of 
REACH. This initiated new controls applying to companies wishing to import articles containing RCF into the EU and also 
started the process of evaluation which may lead to RCF uses requiring authorisation. 
 
These downstream consequences have applied to the marketing and use of RCFs since their classification as category 2 
carcinogens, and have resulted in increased costs of compliance for manufacturers, suppliers and users of RCF. 
 
In response to these pressures, the European High Temperature Insulation Wool Industry Association (ECFIA) ran a Product 
Stewardship Programme. As a participator in this programme, Thermal Ceramics developed a less hazardous substitute, 
Superwool Plus.  
 
Source: w/ww.morganthermalceramics.com/download.php? 
 
Given that a range of EU sector specific legislation set restrictions for certain substances or groups or 
categories of substances, the Commission has noted that it would be useful to have a publicly available 
database that would serve as an inventory of all restrictions laid down in EU legislation for particular 
individual substances.277 
 

Hazard-based criteria identifying Substances of Very High Concern 
 
REACH provides for the identification of certain substances that may have serious and often 
irreversible effects on human health and the environment as Substances of Very High Concern 
(SVHCs). Member State, or ECHA (on request of the Commission), may propose a substance to be 
identified as a SVHC. The process for SVHC can be considered to be the EU’s response to the 

                                                      
 
 
277 European Commission (2013) Commission Staff Working Document Accompanying the document General Report on 
REACH, Report from the Commission to the European Parliament, the Council, the European Economic and Social 
Committee and the Committee of the Regions, Brussels, 5 February 2013, SWD(2013)25, European Commission, Brussels, 
Belgium 
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objective of identifying and managing the risks from chemicals of global concern. Following Article 
57 of REACH, substances proposed as SVHC must meet the criteria set out in box 12 below. 
 
Box 12: Article 57 criteria for substance inclusion in Annex XIV 

 
 
 
 
 
 
 
 
 
 
As such, REACH uses hazard-based criteria to prioritise chemicals considered to be of very high 
concern for risk assessment (as summarised in the proposals to identify SVHC) and ultimately for risk 
management measures. The Article 57 criteria can be compared against the criteria for groups of 
chemicals proposed for assessment under SAICM, namely “persistent, bioaccumulative and toxic 
substances (PBTs); very persistent and very bioaccumulative substances (vPvBs); chemicals that are 
carcinogens or mutagens or that adversely affect, inter alia, the reproductive, endocrine, immune, or 
nervous systems; persistent organic pollutants, mercury and other chemicals of global concern; 
chemicals produced or used in high volumes; those subject to wide dispersive uses; and other 
chemicals of concern at the national level”.  
 
While it was anticipated that the requirement to carry out a PBT assessment as part of the CSA should 
help ensure that SVHC are identified, an analysis of selected substances registered in the first phase-in 
period suggests that registrants have not yet fully responded to the need to provide a clear assessment 
of PBT and vPvB properties. The PBT assessments will become more important in the next 
registration phase, as the lower volume substances are likely to have had less data available on their 
properties prior to registration under REACH than the higher volume substances had pre-REACH.278  
 
It is important to note that the criteria do specifically include substances with endocrine disrupting 
properties. In December 2011, octylphenol was added to the REACH candidate list for fulfilling 
article 57f in REACH, i.e. substances of equivalent concern, representing the first time a chemical has 
been added to the candidate list due to its endocrine disrupting properties. Member states have, based 
on the dossier compiled by Germany, unanimously agreed that octylphenol fulfils article 57f due to its 
endocrine disrupting properties. REACH indicates that the Commission shall develop guidance to 
clarify the criteria for the identification of EDCs in close co-operation with industry, Member States 
and other relevant stakeholders. By 1 June 2013, the Commission has to review whether or not 
substances that have endocrine disrupting properties should still be authorised if a suitable safer 
alternative exists. 
 
It is notable that REACH Article 57 does not specifically mention immunotoxic or neurotoxic 
substances, although these substances could be included as having “probably serious effects on human 
health”, the momentum for their consideration as SVHC is not as forceful as if they were explicitly 
mentioned.   
 
The intention to propose a substance to be identified as an SVHC is made public in the registry of 
intentions before the proposal is submitted so as to give advanced information to industry and other 
stakeholders. Substances proposed by for inclusion on Candidate List are subject to a review 
                                                      
 
 
278 RPA, 2012, Assessment of health and environmental benefits of REACH, ENV.D.3/SER/2011/0027r, available at: 
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm  

• Substances meeting the criteria for classification as carcinogenic, mutagenic or reprotoxic substances category 
1A or 1B; 

• substances which are persistent, bioaccumulative and toxic and substances which are very persistent and very 
bioaccumulative (following REACH Annex XIII); or 

• Substances - such as those having endocrine disrupting properties or those having persistent, bioaccumulative 
and toxic properties or very persistent and very bioaccumulative properties, which do not fulfil the criteria 
above but for which there is scientific evidence of probable serious effects to human health or the environment 
which give rise to an equivalent level of concern to those of other substances listed in the above points and 
which are identified on a case-by-case basis (in accordance with the procedure set out in REACH Article 59) 

http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm
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procedure before being included under Annex XIV. The relevant authority prepares a dossier in 
accordance with REACH Annex XV, and includes two parts, namely: 
 

1. the information on hazards against the criteria in box 10 above, i.e. the justification for 
identifying the substance as an SVHC;  

2. includes information on volumes on the EU market and the uses of the substance, the 
resulting release and exposure, and possible alternatives to the substance. 

 
The proposal should determine whether there is a potential long-term risk to human health or the 
environment justifying the need for further information. 

After publication of the proposal anyone can comment on it or add further information, for example, 
related to the properties, uses and risks of the proposed substance or its alternatives. If not comments 
are received, the substance is included in the Candidate List. Where comments are received, the 
proposals and the comments will be forwarded to the Member State Committee to agree on the 
identification as an SVHC. If the committee does not reach a unanimous agreement, the matter will be 
referred to the European Commission. 

However, MSCAs suffer from a lack of resources for the preparation of dossiers and struggle with the 
identification of suitable substances for further work. The 2012 EEB report on REACH 
implementation suggest that given the limited resources of most of Member States to submit Annex 
XV dossiers, a simplified procedure for the identification of SVHC should be considered. In addition, 
they propose that the RMO analysis should be moved to the prioritisation phase only, where 
substances with high volumes, wide dispersive use or PBT /vPvB properties would normally be 
prioritised for listing within Annex XIV. 
 
In 2013, the Commission presented a Roadmap on SVHC279 including a commitment to have all 
currently known SVHC on the Candidate List by 2020. In addition, the Roadmap sets out a process for 
the identification and assessment of substances meeting the criteria of Article 57 (a) to (f). The process 
includes a screening of registration dossiers and a Risk Management Options (RMO) assessment.  
 
Screening is performed against two criteria: substances registered under REACH; and substances not 
used only as intermediates. The Commission notes that potential SVHCs excluded by the application 
of these criteria could still be considered after 2020 on a case-by-case basis. 
 
The RMO then identifies the best regulatory option to manage risk, either through REACH 
mechanisms (authorisation, restriction or substance evaluation) or through other legislation. In 
particular, the RMO should consider whether based on available information the substance poses a 
risk that is not adequately controlled and needs to be addressed at EU level. For those uses that have a 
demonstrated risk, according to Articles 69(1) and 69(4), a restriction process should be started. IN 
addition, the RMO should assess whether known uses of the substance are not exempted from the 
authorisation requirement, and are not already regulated by specific EU legislation that provides a 
pressure for substitution, leading to the conclusion that no further regulatory action is needed under 
REACH. For substances falling under Articles 57(d) or (e) (PBTs and vPvBs) and substances under 
Article 57(f) for a hazard property without harmonised criteria in Annex I of CLP (for example, 
endocrine disruptors), the Commission notes that an official SVHC identification may be foreseen 
regardless of the RMO assessment, unless the RMO concludes that no further regulatory actions is 
necessary. With regards to endocrine disruptors, the Commission notes that it may be relevant to 
establish an ad-hoc working group to manage the screening and RMO process for these substances.  
 

                                                      
 
 
279 European Commission (2013) Roadmap for SVHCs identification and implementation of REACH Risk Management 
measures from now to 2020, European Commission, Brussels 
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The Commission notes that the involvement of a range of actors will be essential for implementation 
of the Roadmap, including the Member States REACH Competent Authorities, the Commission and 
ECHA. The Roadmap is expected to contribute to progress in other areas of REACH, in particular 
restrictions.   
 
With the aim of fast-tracking chemicals of urgent concern for substitution, ChemSec, in collaboration 
with other NGO s in the EU and US, presented the first SIN List in 2008.280 The SIN List identifies 
Substances of Very High Concern according to REACH criteria through the combined efforts of 
public interest groups, scientists, and technical experts. The list is based on credible, publicly available 
information from existing databases, scientific studies, and new research. The aim of the SIN List is to 
put pressure on legislators to move forward with speed and urgency. In addition, it aims to provide 
progressive retail companies with a helpful list of hazardous chemicals to avoid as they aim for a 
sustainable future. 
 
If there is agreement, the substance is added to the Candidate List, which includes candidate 
substances for possible inclusion in the Authorisation List (Annex XIV). The inclusion of a substance 
in the Candidate List creates legal obligations for companies manufacturing, importing or using such 
substances, whether on their own, in preparations or in articles. Any EU manufacturer or importer of 
an article containing more than 0.1% weight by weight (w/w) of a Candidate List substance must 
notify ECHA as of June 2011, unless the articles manufacturer or importer can clearly demonstrate 
that their use has already been registered. In addition the article manufacturer or importer must now 
provide information to the recipient of that article. As a minimum, recipients, meaning anyone in the 
supply chain from distributors and retailers to professional end-users, need to be told that the article 
contains one or more of the substances. 
 
REACH provides mechanisms for ensuring that the risks resulting from the use of SVHCs are 
controlled and that the substances are replaced where possible through the authorisation process, 
discussed below.  
 

REACH Authorisation 

ECHA must regularly submit proposals for substances that should be subject to authorisation to the 
European Commission. In doing so, ECHA prioritises substances from the Candidate List to determine 
which ones should be included in the Authorisation List (Annex XIV).  

Guidance for prioritising substances is provided in Article 58(3) of REACH, which states that priority 
shall be given to substances with PBT or vPvB properties, or wide dispersive use, or high volumes. 
ECHA’s prioritisation process has recently been revised to include a two tiered-process.281 The first 
step delivers a ranked priority list on the basis of the Article 58(3) criteria. This includes consideration 
of the potential for releases to the environment, for worker exposure and for consumer exposure in all 
steps of the life-cycle.  

In the next step, considerations regarding ‘regulatory effectiveness and coherence’ and any relevant 
further considerations are reviewed to produce a final selection of those substances on the Candidate 
List that should be prioritised for inclusion in the Authorisation List. Decisions are awarded scores and 
the resulting substances assigned final scores, with the aim of making the process more traceable and 
thus more transparent. The total score can be seen as a proxy for potential risk to human health or the 
environment, i.e. the higher the hazard, the volume used and the potential for release of a substance, 

                                                      
 
 
280 See the ChemSec Website at: http://www.chemsec.org/publications/sin-list  
281 ECHA (2010) General Approach for Prioritisation of Substances of Very High Concern (SVHCs) for Inclusion in the List of 
Substances Subject to Authorisation, 28 May 2010, ECHA, Helsinki 

http://www.chemsec.org/publications/sin-list
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the higher its potential risk and thereby its priority. This can be compared against the criterion under 
Agenda 21 for prioritising for phase out substances that pose an “unreasonable and otherwise 
unmanageable risk”. Risk is hazard and exposure, here represented by intrinsic properties (PBT or 
vPvB properties), high production volumes and wide dispersive use.   
 
Stakeholders are able to comment on ECHA’s proposals in a three-month public consultation period, 
which are then revised. The revised draft recommendation is then forwarded to ECHA’s Member State 
Committee for their opinion. Consultations are currently on-going on ECHA’s fourth recommendation 
of substances for the Authorisation list.   
 
When substances are included in the Authorisation List, a sunset date is set, together with a date for 
last applications for authorisations. The sunset date is the date after which placing on the market or use 
is prohibited, unless an authorisation is granted. A manufacturer, an importer or a downstream user 
can apply for an authorisation before the last application date. Applications for authorisation are 
submitted to ECHA. The process includes an eight-week public consultation, during which anyone can 
comment on uses of the substance relevant to the authorisation. At the end of the authorisation 
process, which includes a public consultation and the development of opinions by ECHA's 
Committees on Risk Assessment and Socio-economic Analysis, the European Commission decides on 
whether to grant or refuse the authorisations. 
 
Annex XIV substances are not subject to the authorisation requirements if used in:  

• plant protection products within the scope of Directive 91/414/EEC;  
• biocidal products within the scope of Directive 98/8/EC;  
• motor fuels covered by Directive 98/70/EC;  
• fuel in mobile or fixed combustion plants of mineral oil products and use as fuels in closed 

systems;  
• cosmetics; and  
• food contact materials. 

 

REACH Restrictions 
 
If a chemical poses an unacceptable risk that needs to be addressed on an EU-wide basis, a Member 
State or ECHA (on request of the Commission) may propose a restriction on the manufacturing, 
placing on the market or the use of that chemical of concern. Restrictions limit or ban the manufacture, 
placing on the market or use of certain substances that pose an unacceptable risk to human health and 
the environment. 
 
A proposal to restrict a substance is published and followed by a six-month public consultation. 
Rapporteurs of ECHA's Risk Assessment Committee (RAC) and the Committee for Socio-Economic 
Analysis (SEAC) meet three months after the publication of the proposal, resulting in the publication 
of two draft opinions. The Risk Assessment Committee (RAC) evaluates whether the suggested 
restriction is the appropriate measure to reduce the risk to human health and the environment. SEAC 
balances the pros and cons of the restriction for society, based on the information provided by 
proposals and the comments received. The committee analyses the health and environmental benefits, 
the associated costs and other socio-economic impacts of the restriction. The draft opinion of SEAC is 
subject to a public consultation. ECHA forwards the two opinions of the scientific committees to the 
European Commission, who drafts an amendment to the list of restrictions (Annex XVII of REACH) 
within three months. A new restriction or a revision of an existing restriction will be adopted if the 
European Council of Ministers or the European Parliament do not oppose to the restriction. Two 
consultations are currently on-going, with details available on ECHA’s website282.  
                                                      
 
 
282 See: http://echa.europa.eu/restrictions-under-consideration  

http://echa.europa.eu/restrictions-under-consideration
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A substance on its own, in a preparation or in an article that is classified as CMR 1A or 1B may be 
subject to restrictions for any consumer use more easily than other substances, as Annex XVII can be 
amended in a simplified manner for these substances283. The provisions on restrictions do not apply to 
the use of substances in cosmetic products. 
 
REACH took on the existing provisions under the Dangerous Substances relating to restrictions on the 
marketing and use of certain dangerous substances and preparations, as well as subsequent 
modifications. 

A REACH restriction sets conditions for the prohibition of or concerning, the manufacture, use or 
placing on the market of a substance, preparations and/or articles. As such, restrictions enable 
harmonized EU-level risk management measures beyond those already implemented by 
manufacturers, importers and downstream users. Restrictions apply to all manufacturers, importers, 
downstream users and distributors of a substance if the manufacture, use or placing on the market 
(activity) of this substance is included in Annex XVII. The level of restriction can be divided into two 
main categories: 

• Restrict the use or existence in certain products (e.g. the mass fraction of benzene should not 
exceed 5mg/kg in toys or toys parts; PBB cannot be used in textiles such as underwear, 
blankets, clothing and the skin contact items); or 

• Restrict all uses (ie, total prohibition on use as for example on asbestos, 
ichloro[(dichlorophenyl)methyl]methylbenzene, UGILEC121 Monomethyldibromodiphenyl-
methane). 

Tier 2 Questions 
 

• Number of chemicals included on the REACH Candidate List 
• Number of chemicals included on the Authorisation List 
• Current restrictions and their enforcement 
• Phase out of ozone depleting substances 
 

Number of chemicals included on the REACH Candidate List 
 
There are currently 138 substances on the Candidate List284, with the most recent addition being on 17 
December 2012. This means the European Commission has met its goal of identifying 136 SVHCs by 
the end of 2012.  
 
As mentioned above, the Roadmap on SVHC285 commits to have all currently known SVHC on the 
Candidate List by 2020. Although the Commission states that no numerical goal should be set, a 
preliminary, worst case estimation for planning purposes suggests that 440 substances to will need to 
be RMO assessed between 2013 and 2020. This would require developing around 55 RMOs per year.  

                                                      
 
 
283 Article 68(2) of REACH 
284 The Candidate List is available for viewing and downloading on the ECHA website at: http://echa.europa.eu/candidate-
list-table  
285 European Commission (2013) Roadmap for SVHCs identification and implementation of REACH Risk Management 
measures from now to 2020, European Commission, Brussels 

http://echa.europa.eu/candidate-list-table
http://echa.europa.eu/candidate-list-table
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Number of chemicals included on the REACH Authorisation List 
 
There are currently 14 substances on the Authorisation List286, presented in table 19 below. 
Authorisations have been granted for the use of three phthalates, BBP, DEHP and DEP, in the 
immediate packaging of medicinal products.  
 
Table 19: REACH Authorisation List 

Substance Name  EC Number  CAS Number  Sunset date  

Latest 
application date  

Exempted (categories of) uses  

Hexabromocyclododecane (HBCDD), 
alpha-hexabromocyclododecane, beta-
hexabromocyclododecane, gamma-
hexabromocyclododecane  

221-695-9, 
247-148-4  

3194-55-6, 
25637-99-4, 
134237-50-6, 
134237-51-7, 
134237-52-8  

21/08/2015  21/02/2014   

2,4 – Dinitrotoluene (2,4-DNT)  204-450-0  121-14-2  21/08/2015  21/02/2014   

Tris(2-chloroethyl)phosphate (TCEP)  204-118-5  115-96-8  21/08/2015  21/02/2014   

Diarsenic pentaoxide  215-116-9  1303-28-2  21/05/2015  21/11/2013   

Diarsenic trioxide  215-481-4  1327-53-3  21/05/2015  21/11/2013   

Lead sulfochromate yellow (C.I. 
Pigment Yellow 34)  

215-693-7  1344-37-2  21/05/2015  21/11/2013   

Lead chromate  231-846-0  7758-97-6  21/05/2015  21/11/2013   

Lead chromate molybdate sulphate red 
(C.I. Pigment Red 104)  

235-759-9  12656-85-8  21/05/2015  21/11/2013   

Benzyl butyl phthalate (BBP)  201-622-7  85-68-7  21/02/2015  21/08/2013  Uses in the immediate 
packaging of medicinal products 
covered under Regulation (EC) 
No 726/2004, Directive 
2001/82/EC, and/or Directive 
2001/83/EC.  

Bis(2-ethylhexyl) phthalate (DEHP)  204-211-0  117-81-7  21/02/2015  21/08/2013  Uses in the immediate 
packaging of medicinal products 
covered under Regulation (EC) 
No 726/2004, Directive 
2001/82/EC, and/or Directive 
2001/83/EC.  

Dibutyl phthalate (DBP)  201-557-4  84-74-2  21/02/2015  21/08/2013  Uses in the immediate 
packaging of medicinal products 
covered under Regulation (EC) 
No 726/2004, Directive 
2001/82/EC, and/or Directive 
2001/83/EC.  

Diisobutyl phthalate (DIBP)  201-553-2  84-69-5  21/02/2015  21/08/2013   

5-tert-butyl-2,4,6-trinitro-m-xylene 
(Musk xylene)  

201-329-4  81-15-2  21/08/2014  21/02/2013   

4,4’-Diaminodiphenylmethane (MDA)  202-974-4  101-77-9  21/08/2014  21/02/2013   

  

  

                                                      
 
 
286 The REACH Authorisation List is available at: http://echa.europa.eu/addressing-chemicals-of-
concern/authorisation/recommendation-for-inclusion-in-the-authorisation-list/authorisation-list  

http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/recommendation-for-inclusion-in-the-authorisation-list/authorisation-list?p_p_id=substancetypelist_WAR_substanceportlet&p_p_lifecycle=0&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_pos=1&p_p_col_count=2&_substancetypelist_WAR_substanceportlet_cur=1&_substancetypelist_WAR_substanceportlet_delta=20&_substancetypelist_WAR_substanceportlet_keywords=&_substancetypelist_WAR_substanceportlet_advancedSearch=false&_substancetypelist_WAR_substanceportlet_andOperator=true&_substancetypelist_WAR_substanceportlet_orderByCol=SUBSTANCENAME&_substancetypelist_WAR_substanceportlet_orderByType=desc
http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/recommendation-for-inclusion-in-the-authorisation-list/authorisation-list?p_p_id=substancetypelist_WAR_substanceportlet&p_p_lifecycle=0&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_pos=1&p_p_col_count=2&_substancetypelist_WAR_substanceportlet_cur=1&_substancetypelist_WAR_substanceportlet_delta=20&_substancetypelist_WAR_substanceportlet_keywords=&_substancetypelist_WAR_substanceportlet_advancedSearch=false&_substancetypelist_WAR_substanceportlet_andOperator=true&_substancetypelist_WAR_substanceportlet_orderByCol=ECNUMBER&_substancetypelist_WAR_substanceportlet_orderByType=desc
http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/recommendation-for-inclusion-in-the-authorisation-list/authorisation-list?p_p_id=substancetypelist_WAR_substanceportlet&p_p_lifecycle=0&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_pos=1&p_p_col_count=2&_substancetypelist_WAR_substanceportlet_cur=1&_substancetypelist_WAR_substanceportlet_delta=20&_substancetypelist_WAR_substanceportlet_keywords=&_substancetypelist_WAR_substanceportlet_advancedSearch=false&_substancetypelist_WAR_substanceportlet_andOperator=true&_substancetypelist_WAR_substanceportlet_orderByCol=CASNUMBER&_substancetypelist_WAR_substanceportlet_orderByType=desc
http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/recommendation-for-inclusion-in-the-authorisation-list/authorisation-list?p_p_id=substancetypelist_WAR_substanceportlet&p_p_lifecycle=0&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_pos=1&p_p_col_count=2&_substancetypelist_WAR_substanceportlet_cur=1&_substancetypelist_WAR_substanceportlet_delta=20&_substancetypelist_WAR_substanceportlet_keywords=&_substancetypelist_WAR_substanceportlet_advancedSearch=false&_substancetypelist_WAR_substanceportlet_andOperator=true&_substancetypelist_WAR_substanceportlet_orderByCol=SUNSETDATEAL&_substancetypelist_WAR_substanceportlet_orderByType=asc
http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/recommendation-for-inclusion-in-the-authorisation-list/authorisation-list?p_p_id=substancetypelist_WAR_substanceportlet&p_p_lifecycle=0&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_pos=1&p_p_col_count=2&_substancetypelist_WAR_substanceportlet_cur=1&_substancetypelist_WAR_substanceportlet_delta=20&_substancetypelist_WAR_substanceportlet_keywords=&_substancetypelist_WAR_substanceportlet_advancedSearch=false&_substancetypelist_WAR_substanceportlet_andOperator=true&_substancetypelist_WAR_substanceportlet_orderByCol=LATESTAPPLICATIONDATEAL&_substancetypelist_WAR_substanceportlet_orderByType=desc
http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/recommendation-for-inclusion-in-the-authorisation-list/authorisation-list?p_p_id=substancetypelist_WAR_substanceportlet&p_p_lifecycle=0&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_pos=1&p_p_col_count=2&_substancetypelist_WAR_substanceportlet_cur=1&_substancetypelist_WAR_substanceportlet_delta=20&_substancetypelist_WAR_substanceportlet_keywords=&_substancetypelist_WAR_substanceportlet_advancedSearch=false&_substancetypelist_WAR_substanceportlet_andOperator=true&_substancetypelist_WAR_substanceportlet_orderByCol=LATESTAPPLICATIONDATEAL&_substancetypelist_WAR_substanceportlet_orderByType=desc
http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/recommendation-for-inclusion-in-the-authorisation-list/authorisation-list?p_p_id=substancetypelist_WAR_substanceportlet&p_p_lifecycle=0&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_pos=1&p_p_col_count=2&_substancetypelist_WAR_substanceportlet_cur=1&_substancetypelist_WAR_substanceportlet_delta=20&_substancetypelist_WAR_substanceportlet_keywords=&_substancetypelist_WAR_substanceportlet_advancedSearch=false&_substancetypelist_WAR_substanceportlet_andOperator=true&_substancetypelist_WAR_substanceportlet_orderByCol=EXEMPTEDUSESAL&_substancetypelist_WAR_substanceportlet_orderByType=desc
http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/recommendation-for-inclusion-in-the-authorisation-list/authorisation-list
http://echa.europa.eu/addressing-chemicals-of-concern/authorisation/recommendation-for-inclusion-in-the-authorisation-list/authorisation-list
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Current restrictions and enforcement 
 
Currently, there are 59 categories of restricted substances in REACH Annex XVII, involving more 
than 1000 substances. A 2011 Milieu report287 assessed the level of implementation and 
enforcement of the restrictions under Annex XVII of REACH, with a focus on 10 selected 
restrictions. The report found that the degree of implementation and enforcement varies both by 
substance and across the Member States. The report found that the majority of Member States 
having taken some sort of action, such as reactive enforcement, non-official product checks, 
checks on products notified under RAPEX, preliminary investigations or information campaigns, 
rather than actual enforcement campaigns. The majority of non-compliant products were found to be 
imported products from outside EU, suggesting an important role for customs officials.  
 
In terms of possible gaps and substances to prioritize for substitution, a 2012 KEMI report288 notes 
that certain polyfluorinated alkyl substances (PFAS) are contained in a large number of consumer 
products and are found in the environment and in human blood. While some are restricted under 
REACH (perfluorooctane sulfonate (PFOS) is restricted under REACH, while perfluorooctanoic acid 
(PFOA) is under consultation for restriction), other variants are in use, while knowledge of possibly 
hazardous properties is at times very poor. KEMI identifies a risk if these stable substances prove to 
have hazardous properties, given that they are widespread in the environment with trends towards 
rising levels. KEMI notes that Australia, the USA and Canada have produced specific plans of action 
for assessing possible risks and calls on the EU to produce a plan of action for fluorinated substances. 
 
Finally, Sweden has also called for a complete phase-out of the endocrine disruptor bisphenol A 
(BPA), arguing that the EU has been too slow to respond to scientific evidence of harm.289  

Phase out of ozone depleting substances 
 
In 1989 the Montreal Protocol on Substances that Deplete the Ozone Layer entered into force, with the 
objective of protecting the stratospheric ozone layer by phasing out the production of substances that 
contribute to ozone depletion, ozone depleting substances (ODS). The Protocol, which is part of the 
Vienna Convention for the Protection of the Ozone Layer, covers over 200 individual substances with 
a high ozone‑depleting potential290, all of which are referred to as 'controlled substances'. Under the 
Protocol, parties agreed to phase out ODS by 2020.  
 
In the EU, the use and trade in controlled substances is regulated by EU Regulation (EC) 1005/2009 
(ODS Regulation), which stipulates that each company producing, importing and/or exporting into the 
EU, feedstock user, process agent user and destruction facility must annually report their activities 
concerning controlled substances. The ODS Regulation also extends to 5 additional substances having 
an ozone-depleting potential (new substances) for producers, importers and exporters. These new 
substances are halon 1202, methylchloride (MC), ethylbromide (EB), trifluoroiodomethane (TFIM) 
and n-propyl bromide (n-PB). 
 
A 2012 EEA report291 documents declining consumption, production, import and export of ODS. 
Since 2006, ODS production has declined, except for a partial increase in 2010. ODS imports also 
                                                      
 
 
287 Milieu (2012)  Implementation and Enforcement of Restrictions under Title VIII and Annex XVII to REACH in the Member 
States, Final Report, Milieu, Brussels 
288 KEMI (2012) Improved EU rules for a non-toxic environment, KEMI Report 1/12, Gothenburg, Sweden 
289 ENDs Europe (2013) Swedish ministry calls for total ban on BPA, 5 February 2013, Ends Europe, Brussels  
290 Including: chlorofluorocarbons (CFCs), halons, hydrochlorofluorocarbons (HCFCs), hydrobromofluorocarbons (HBFCs), 
carbon tetrachloride (CTC), methylbromide (MB), bromochloromethane (BCM) and trichloroethane (TCA) 
291 EEA (2012) Ozone-depleting substances 2011 - Aggregated data reported by companies on the production, import, 
export, destruction and use of ozone-depleting substances in the European Union — Summary, EEA Technical Report No 
17/2012, Copenhagen, Denmark 
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declined since 2006, except for an increase between 2010 and 2011. EU imports come from China, 
India, Israel and the US. The EU imported the largest quantities of hydrochlorofluorocarbons 
(HCFCs), methyl bromide (MB), chlorofluorocarbons (CFCs) and bromochloromethane (BCM). ODS 
exports have decreased an average of 27% every year since 2006. Feedstock use is the one area in 
which the EU’s use of ODS is increasing, mainly from carbon tetrachloride (CTC) use. Feedstock use 
is not controlled by legislation. 

Tier 3 Questions 
 

• Implementation and enforcement of REACH restrictions 
• Does monitoring data show a reduction in the environment concentrations of substances that have been 

substituted or phased out?  

 

Substitution of the most hazardous chemical substances 
 
In terms of the market withdrawal of substances in response to REACH requirements, the 2012 RPA 
report292 found qualitative evidence that substances have been “dropped” from the market or otherwise 
not registered due to their properties (in particular CMRs) and the potential costs of supporting them 
through authorisation as well as registration. However, it was not clear that withdrawn substances 
were consistently replaced with less hazardous substances, rather in some cases, manufacturers are 
offering alternative substances of a similar hazard profile.  
 
A recent EEF survey293 on REACH implementation in the UK found a low awareness of REACH. 
However, those firms that were aware of REACH were found to be taking action. Nearly four fifths of 
those aware of REACH had substituted or considered substituting chemicals (in particular SVHC) and 
more than 50% of those aware of REACH were changing work practices and redesigning processes in 
response. This suggests that information being conveyed through the Safety Data Sheets is having a 
positive effect. 
 
It is notable that quantitative evidence from Eurostat regarding production trends from 2002 to 2011 
for ecotoxic and toxic chemicals presented in greater detail under indicator 7 (section 7.3.2) provides 
little or no indication that the production of chemicals that are toxic to human health and/or harmful to 
ecosystems is being significantly decoupled from overall chemicals production. This evidence 
suggests that legislative drivers for the substitution of hazardous substances are not resulting in the 
desired effect overall, namely a reduction in the total volumes of chemicals hazardous to human health 
and the environment being produced in the EU.    

Environmental concentrations of substances subject to authorisation or restriction 
under REACH 
 
Assessing progress towards actual reductions in the environmental concentrations of hazardous 
substances resulting from legislation in a systematic manner against the 2002 baseline is challenging, 
due to limitations in available data. With regards to substances that have been made subject to 
authorisation under REACH, the sunset dates are mainly for 2015, with some for 2014. While 
proactive companies will already be looking for substitutes, we cannot expect to be able to measure 
effects in terms of environmental concentrations until sometime after these dates. Any decline in 
environmental concentrations for specific substances can be attributed to earlier legislative 
requirements, such as under the Dangerous Substances Directive.   
 
                                                      
 
 
292 RPA, 2012, Assessment of health and environmental benefits of REACH, ENV.D.3/SER/2011/0027r, available at: 
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm 
293 EEF (2012) REACH: Awareness, activity and perceptions, EEF, UK 

http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm
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We have attempted to provide a qualitative picture of change by presenting a number of case studies 
based on available data for substances that have been made subject to authorisation under REACH. 
We describe the range of legislative controls that specific substances have been made subject to in a 
timeline, and provide available data on trends in environmental concentrations. Our examples include 
DEHP in box 13, hexabromocyclododecane (HBCD) in box 14, dibutyl phthalate (DBP) in box 15 and 
musk xylene in box 16.   
 
This group of questions will not, therefore, meet all the SMART criteria, since data in limited 
geographically, does not fit the time period 2002-2012 and is variable in terms of metrics and 
therefore not always comparable. However, the data is highly specific in providing a qualitative and in 
some cases quantitative picture of actual change, and therefore considered useful.   
 
Box 13: Regulatory Controls of DEHP and effects on environmental concentrations 

Hazard classification 
Di(2-ethylhexyl)phthalate (DEHP) is a phthalic acid ester used primarily as a plasticizing additive in the production of 
polyvinyl chloride resins. DEHP is classified as toxic for reproduction (category 1B), suspected endocrine disruptor.  DEHP is 
a SVHC under REACH and a Priority Substance under the Water Framework Directive.  
 
Uses and Production 
Phthalates are used as softeners, adhesives or solvents by a variety of industries. They are mainly used in the polymer 
industry as plasticizer in PVC and to a lesser extent in the non-polymer industry for different consumer products (sealants, 
paints, printing inks, cosmetics, coatings of different products such as cars, coils, cables or fabrics etc.). The market for 
DEHP has declined very significantly since it has been classified as a category 2 CMR substance and in 2007, it accounted 
for only 18% of plasticiser consumption in the EU. DEHP was produced at 18 EU sites in 1998 and at nine sites in 2007.  The 
manufactured DEHP is processed further in different formulation and processing steps, through which a wide range of 
articles and preparations are produced. DEHP is also imported into or exported from the EU in polymer products or in 
other products.  
 
When looking at the use of DEHP in Europe in 2001, more than 450 ktons were used as additive for many different 
products yearly, but roughly this can be divided into 3 main applications: PVC (94-95%), non-PVC polymers (2-3%) and non-
polymer (3%)294. 
 
More recent data (2009) show that the estimated DEHP tonnage used in end products marketed in the EU based on EU 
manufacture, import and export data is 285,000 tons in total295. 282,000 tons were produced in the EU, 40,000 tons 
imported and 37,000 tons exported.    
 
Increasing Controls 
As this plasticizer has been considered a potential harmful substance for a few decades, it already was widely regulated by 
various legislative controls.  
 
BEFORE 2006:  
Directive on the safety of toys (88/378/EEC). Due to the uncertainty in the effects of human health, phthalates have been 
banned for use in children toys, while according to this directive children must not be exposed to potential harmful 
substances. 
 
Directive on general product safety (92/59/EEC). The reason for including phthalates in this directive is similar to the one 
mentioned above, with the exception that it should be renewed every three months. 
 
The Directive on restrictions on the marketing and use of certain substances and preparations (76/769/EEC). As DEHP is a 
potentially harmful substance, it is not allowed to sell DEHP or DEHP preparation to consumers directly. Due to this 
directive, DEHP can only reach consumer homes in a relatively harmless form enclosed in end products. 
 
The Directive on Cosmetic products (76/768/EEC). DEHP substances are not allowed to be used in the production of 

                                                      
 
 
294 RAR, 2001, Risk Assessment report, Bis(2-ethylhexyl)phthalate. Final Draft.  
295 Lassen, C., J. Maag, J.B. Hubschmann, E. Hansen, A. Searl, E. Doust & C. Corden. Data on manufacture, import, export, 
uses and releases of Bis(2-ethylhexyl)phthalate (DEHP) as well as information on potential alternatives to ist use. COWI, 
IOM & Entec report to ECHA. 
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cosmetics according to this directive. 
 
The Directive on plastic materials and articles intended to come in contact with foodstuffs (90/128/EEC). The hydrophobic 
nature of DEHP causes it to migrate from plastics coming in contact with fatty foodstuff at a risk posing rate for a TDI 
(tolerable daily intake) of 50 ìg/kg 
 
The directive on medical devices (93/42/EEC). This directive secures safety and performance of medical devices, but leaves 
responsibility to the manufacturers and medical staff. As DEHP was widely used for softening tubes and delivering medical 
devices both flexibility and stability, some concerns arose. In many medical devices DEHP has been replaced voluntarily, 
but DEHP containing devices are still used and available in the market. 
 
The directive on pregnant workers and workers who have recently given birth or are breastfeeding (92/85/EEC). Exposure 
limits are established, as DEHP is classified as R2. 
 
The directive on waste (91/689/EEC).  If >0.5% of a teratogenic substance is present a substance is considered teratogenic, 
which is carrying risk phrases R 60-61, it should be handled accordingly. So, if a substance contains more than 0.5% DEHP it 
is regarded as hazardous waste and focus should be on recovering DEHP or shielding it. 
 
The directive on integrated pollution prevention and control (96/61/EC). As DEHP is an oxygen-containing hydrocarbon 
produced in substantial amounts it is covered by this directive. As it may also affect reproduction it is part of Annex III. 
However, in the BAT/BREF on polymers no information is available on the use of plasticizers. 
 
Commission Directive 2004/93/EC of 21 September 2004 amending Cosmetics Council Directive 76/768/EEC for the purpose 
of adapting its Annexes II and III to technical progress strengthened the restriction.  

 
Directive 2005/84/EC restricts the use of phthalates in toys and childcare articles to a combined concentration of DEHP, 
DBP and BBP of <0.1% by mass of the plasticised material in these articles, an effective ban since concentrations of 
phthalates of more than 10% are needed to plasticise toy or childcare articles. 
 
AFTER 2006:  
2007:  EU Directive 2007/19/EC. There are certain restrictions on the use of DEHP in food contact materials in the 
European Union. DEHP can be safely and legally used in non fatty food contact materials for repeated use which includes 
such items as tubes and conveyer belts, provided the migration of the plasticiser does not exceed the Substance Migration 
Limit (SML) of 1.5 mg/kg food. DEHP is not permitted for use in single-use applications such as cap seals or gaskets.  
 
2008: DEHP production and releases from production plants is regulated under the IPPC Directive 96/61/EC, with BAT to 
control emissions described in the 2008 EC BREF Document on Large Volume Organic Chemical Industry.  
 
2008: EU risk reduction strategy recommends restricting the use of DEHP in packaging material for food and considering 
restricting the use in medicinal devices, in industrial installations for processing polymers, and for producing sealants, 
adhesives, paints and lacquers (with certain exemptions).  It also identified a need to limit the risk to aquatic ecosystems 
and to consider the need for restrictions due to emissions to water from products containing DEHP.  
 
2008: DEHP nominated for inclusion in the candidate list for authorisation under REACH 
 
2008: DEHP categorised as a priority substance under the EC Water Framework Directive, and as such will be subject to 
measures to reduce discharges, emissions and losses. Member States are now required to monitoring concentrations of 
DEHP in surface waters against Environmental Quality Standards.  
 
2009: On 14 January 2009, ECHA published its draft recommendation on the prioritisation of DEHP and invited interested 
parties to submit comments on the ECHA website before 14 April 2009. 
 
2009: On June 1 2009, ECHA subsequently recommended that DEHP is prioritised for entry into the REACH Annex. Industry 
now has until August 2013 to apply for authorisation for uses of DEHP. Producers and users who have not applied for 
authorisation before that date would have until February 2015 to continue to use the substance. 
 
2010: ECHA proposed DEHP for inclusion as a SVHC on the Authorisation List, which was confirmed in February 2011. DEHP 
has a phase-out date of February 2015 unless use is authorised through submission of a dossier by manufacturers or users.  
 
2011: From 1 June 2011 the presence in articles of substances included in the candidate list has to be notified to the 
European Chemical Agency (ECHA) if the substance is present in those articles in more than one tonne per producer or 
importer per year and if it is present in those articles above a concentration of 0.1% weight by weight. 
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2012: ECHA’s Committee for Risk Assessment (RAC) adopted an opinion concluding that the proposed restriction of four 
classified phthalates (DEHP, DBP, BBP, and DIBP) in articles is not justified. 
 
Emission trends and trends in environmental concentrations 
 
In the late 1990s, total releases to the marine environment of DBP were estimated at about 800 tonnes per year, 
corresponding to 4.5% of the annual consumption in the EU. The total releases of DEHP into the marine environment in 
2007 was estimated to be in a range of 1,557 to 2,768 tonnes per year, reflecting approximately 1 − 2% of the total DEHP 
consumption in the EU (OSPAR, 2008). 
 
Precise data are available for 2001, when the EU risk assessment was carried out. DEHP is released into the environment in 
large quantities and chemical analyses show that it can be detected in all kinds of environmental samples, such as soil, air, 
water or biological tissue. The total emission to the environment from the EU countries was estimated as 28,653 tons 
released throughout the complete life cycle of the chemical, from production through consumption and finally as waste. 
The largest release of DEHP into the environment is about 18,000 tpa from the disposal of products. However, this is not 
surprising, as DEHP molecules are not chemically bound to the PVC matrix. Migration to the soil comes mainly from cables 
and PVC waste remaining in the environment. 
 
Total emission (tpa) in EU of DEHP to different compartments during the total life cycle, 2001 data 

Emissions from Air Wastewater Soil Total 
Industrial use 319 1074 74 1467 
Product uses 207 2475 6559 9241 
Disposal 20 2438 15487 17945 
Total emission 546 5987 22120 28653 

Data source: RAR 2001 
 
It has been calculated that approximately 4% of the quantity of DEHP can evaporate from materials such as floorings, rain 
clothes, toys, soles of shoes and the like, and even more can leave the products by contact with soil or water. In particular, 
contact with detergents can extract up to 15 % of DEHP from PVC materials. Further, wastewater from car washes can also 
make a considerable contribution to the emission of DEHP. 
 
In general, from 1997 to 2004 production decreased from 595,000 tonnes to 247,000 tonnes. Latest estimations indicate 
that at a same rate replacements have been made since 2004 and production is below 100,000 tonnes and still decreasing. 
Assuming likewise decrease in emissions the problem is much less severe. Based on EU data, the actual reduction in 
emissions (and consumption reduction) was of an order of magnitude of 60 % during the period 1995 - 2007.  
 
A more recent report (Lassen et al., 2009) estimated the releases to the environment from all activities as shown in table 
below.  The main releases are to soil and waste water. The use of end products (articles) gives rise to the largest releases 
to the environment with washing of flooring, releases from underground cables and abrasive releases and pieces lost in 
the environment as the largest single sources. The releases from landfills may in fact be higher than indicated if total 
releases until the DEHP is ultimately degraded are considered, but no data on the long term fate of DEHP in landfills have 
been made available.  
 
 
 
 
Releases of DEHP from manufacturing, formulation, processing, products use and disposal in the EU in 2007 (Lassen et 
al., 2009) 

Activity Handled t/y Emission to (t/y): 
Air Soil Waste  

water 
EU manufacture of 
DEHP 

341,000 1 4 220 

Transportation of 
substance from  
manufacturing 

345,479 0 0 29 

Formulation 61,000 30 1 97 
Processing 283,000 174 41 125 
End-product uses, 
indoor 

223,000 380 0 1,240 



172 
 

End-product uses, 
outdoor, non-
abrasive  leakages 

33,000 30 3,980 500 

Disposal and 
recycling operations 

275,133 9 48 10 

Total releases(round)  600 7,600 3,400 
Source: Lassen et al., 2009 
 
Data on point source emissions reported to E-PRTR show that 25 tonnes of DEHP were emitted to water and 8.69 tonnes 
to air from 300 facilities in 2010. This represents an increase on the equivalent figures reported under the E-PRTR for 2007, 
6.23 tonnes to water and 18.4 tonnes to air. However, its widespread use and the high likelihood of DEHP discharges from 
all large municipal wastewater treatment plants suggest that reporting under E-PRTR is incomplete296. Estimates from 
other sources indicate that diffuse emissions from their use as plasticiser in consumer products, not reported under E-
PRTR, are in fact the main source of DEHP297. Due to the large quantities used historically and the use pattern in many 
articles with long service life, large amounts of DEHP are diffusely spread in the environment. DEHP is therefore found in 
all environmental compartments and in remote areas.  
 
Box 14: Regulatory Controls of HBCD and effects on environmental concentrations 

Hazard classification 
Hexabromocyclododecane (HBCD) is a brominated flame retardant used for many years mainly in thermal insulation foams 
and in textile coatings. In these applications, HBCD is a unique flame retardant used to protect human lives and property 
from fire. 
 
HBCD is toxic to aquatic organisms and degrades slowly.  It is part of the Brominated flame retardants (BFR) group of 
bromine containing chemicals used to retard the combustibility of commercial goods.  HBCD is PBT under the REACH 
procedure. In this context, HBCD has been identified as a Substance of Very High Concern (SVHC).    Due to the 
identification of several specific risks to the aquatic environment298, HBCD was classified as R50/53299. This conclusion was 
reached despite HBCD not meeting the criterion for persistence, but was based on an apparent increase in environmental 
concentration observed in recent years. HBCD has undergone the EU scientific assessment300  for Environment and Human 
Health under the Exiting Substances Regulation in 2008 which identified no risk to consumers or for workers when 
standard industrial hygiene measures are applied.   
 
Uses and Production 
Hexabromocyclododecane (HBCD) is a flame retardant used mainly in thermal insulation foams in order to protect 
property from fire. Its main application is in expanded and extruded polystyrene (EPS and XPS) insulation foam boards 
widely employed by the construction sector. HBCD has also a minor application in electrical boxes (HIPS). Finally, it is used 
in the back coating of textiles, mainly for upholstered furniture. 
 
HBCD moreover, can be released during production of several other chlorinated chemicals, including vinyl chloride, from 
the manufacture of plastics or as motor vehicle emissions.  
 
Increasing Controls 
A number of restrictions of uses of HBCD are currently under consideration in the EU.   
 
2008: HBCD has entered a screening procedure under the new legislation REACH. In this context, the ECHA’s Member 
States Committee agreed to include HBCD in the candidate list for Authorisation under REACH. This decision follows a 
proposal presented by the Swedish Chemicals Agency (KemI) identifying HBCD as a substance of very high concern (SVHC) 
and based on the Risk Assessment Report which concluded that HBCD is a PBT substance. 
 

                                                      
 
 
296 EEA (2011) Hazardous substances in Europe’s fresh and marine waters, EEA Technical report No 8/2011, EEA, 
Copenhagen 
297 OSPAR (2008) Towards the cessation target: emission discharges and losses of OSPAR chemicals identified for priority 
action, OSPAR 
298 Risks identified for aquatic (freshwater and marine) and terrestrial compartments, sewage treatment plants and 
secondary poisoning 
299 R50/53: Very toxic to aquatic organisms / May cause long term adverse effects in aquatic environment 
300 RA conducted under Council Regulation (EEC) No 793/93 of 23 March 1993 on the evaluation and control of the risks of 
existing substances. OJ L 84, 5.4.1993, p. 1–75. 
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2009: HBCD has been included in the ECHA recommendation list of priority substances to be subject to Authorisation 
under REACH. 
 
2009: ECHA’s recommendation list has been sent to the Commission that will take the final decision on which substances 
should be submitted to Authorisation at this stage.   
 
Two legal obligations result from the inclusion of a substance on the candidate list, Firstly, any producer or importer of an 
article containing HBCD has to notify ECHA of the presence of HBCD by June 2011. Furthermore, the inclusion of a 
substance in the candidate list involves a “duty to inform”. In particular, EU and EEA suppliers of beads, insulation foams, 
textile and plastics containing HBCD must provide sufficient information, available to them, to their customers and on 
request to a consumer within 45 days of the receipt of this request. This information must ensure safe use of the article 
and, as a minimum, include the name of the substance. 
 
Achieving the cessation target for brominated flame retardants, especially DecaBDE and HBCD, will depend on decisions in 
the EU to take forward further risk reduction measures. Without further measures, the target will probably not be met. 
Full and effective implementation of Directive 2002/95/EC on the use of hazardous substances in electrical and electronic 
appliances and of the obligations under the Water Framework Directive for all brominated flame retardants is important to 
support progress towards the target. HBCD producers and users are implementing voluntary programmes to control and 
reduce emissions to the environment.  
 
Voluntary programmes to control and reduce emissions of HBCD into the environment 
HBCD producers and users are committed to control and reduce emissions both at production site and downstream users’ 
level.   
Since 2006, the use of HBCD is covered by two voluntary emission management programmes.  

• VECAP301, is addressed to producers and downstream users. The programme involves the possibility of a 
certification procedure based on principles that are equivalent to those in ISO 9001 and14001.  

• SECURE302is addressed to downstream users in the EPS and XPS sector. 
Within the context of these programmes, a “Code of Good Practice” was developed to support users in their effort to 
reduce emissions, including advice on the best ways to store, handle and use products and waste. 
 
Secure  
In 2006, the bromine industry together with EPS and XPS insulation foams producers (PlasticsEurope andEXIBA) committed 
to reduce emissions to the environment through a voluntary emissions reduction programme, SECURE. PlasticsEurope and 
EXIBA members that committed to SECURE represent 95% of the total HBCD consumption of PlasticsEurope and EXIBA.  
 
Vecap 
In 2006, VECAP was extended to HBCD emissions from the textiles sector in Europe. Since then, HBCD users representing 
more than 87% of the HBCD volume supplied by BSEF member companies to the textiles sector in the EU signed up to 
VECAP. HBCD is produced in one European plant which is located in the Netherlands. Under the framework of VECAP this 
HBCD production plant has developed methods and use state of the art technology to control air, water and solid waste 
emissions. 
 
Emission trends and trends in environmental concentrations 
There is only very limited national quantitative information available on the levels of emissions, discharges and losses of 
HBCD from point sources; no data are available on releases from products. Information from industry suggests that 
significant reductions have been achieved and are achievable in future through best practices and application of best 
available techniques from point sources. 
 
The following are results from the survey carried out in 2011 are based on 97% of the volumes sold in 2010 by EFRA 
member companies303. VECAP coverage of HBCD is very high. Total potential emissions are now estimated to be below 0.5 
metric tonnes per year, representing an 11% reduction compared to the previous year while total sales volume has 
increased for the volumes sold by the EFRA members. This demonstrates a good uptake of the VECAP principles and 
implementation of best practices. 
 

Survey year 2008 2009 2010 2011 

                                                      
 
 
301 Voluntary Emissions Control Action Programme: www.vecap.info 
302 Self-Enforced Control of Use to Reduce Emissions 
303 http://www.cefic-efra.com/  

http://www.cefic-efra.com/
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2010 Total Volume Sold 
(metric tonnes/year 

10000-12500 7500-10000 7500-10000 10000-12500 

Total Potential Emissions 
(metric tonnes/year) 

< 2.5 < 0.5 < 0.6 < 0.5 

 

 
 
Figures for potential land emissions have dropped to 3 g/t as shown in figure 8. Having been identified as an area of 
concern in previous surveys, the figure on emission from waste residues demonstrates that the programme continues to 
be implemented by a large majority of users.  For 98% of volume, packaging waste is now handled using VECAP best 
practices, either by incineration or through disposal to controlled landfill sites. As previous surveys identified packaging 
waste residues as the main source of potential emissions, these results are very encouraging and demonstrate 
implementation of best practices for the majority of the volume.  
 

 
 
Environmental monitoring data for HBCD do not yet support conclusions on a similar decreasing trend of occurrence in the 
marine environment. Environmental monitoring suggests that concentrations of HBCD in the marine environment remain 
high. This may indicate that releases still continue, but may also be due to the high persistency of the substance. This may 
indicate that emissions probably are still occurring.  
 
Emissions of HBCD in Europe have been heavily dominated by one point source production site, which has now been 
closed down. Total emissions have therefore probably gone down but emissions from products and materials (e.g. 
polystyrene) still exist. 
 
Data on point source emissions reported to E-PRTR show that only 88.9 kg of HCBD were emitted to water and from 8 
facilities in 2010. This represents a substantial decrease on the equivalent figures reported under the E-PRTR for 2008, 268 
kg to water.  
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Box 15: Regulatory Controls of DBP and effects on environmental concentrations 

Hazard classification 
Phthalates or phthalate esters are aromatic dicarboxylic acids. DEHP, DBP, Butyl Benzyl Phthalate (BBP) and DIBP have all 
been classified as toxic to reproduction category 1B.  DBP has the potential to cause endocrine disrupting effects, and 
DEHP is suspected to have similar properties. DBP was identified as a Substance of Very High Concern (SVHC) pursuant to 
Article 57(c) as it is classified as Toxic to Reproduction, Category 2 and was therefore included in the candidate list for 
authorisation following ECHA’s decision ED/67/2008 on 28 October 2008. 
 
Uses and Production 
DBP is used mainly in nail products as a solvent for dyes and as a plasticizer that prevents nail polishes from becoming 
brittle. Phthalates are also used as fragrance ingredients in many other cosmetics, but consumers won't find these listed 
on the label. Fragrance recipes are considered trade secrets, so manufacturers are not required to disclose fragrance 
chemicals in the list of ingredients. DBP is also commonly used in polyvinyl chloride plastic (PVC) to render it flexible. 
 
DBP is currently manufactured at two sites in the EU, and used for formulation and processing by major users at 50-100 
sites in the EU. In addition, an unknown number of minor users exists304. The different applications and relatively high 
amounts of DBP used may indicate that a large number of companies (assumed to be more than 1 000) are actually 
involved in the further processing and formulation of DBP down into the supply-chains throughout EU, through which a 
wide range of preparations and articles are finally produced. The supply-chains related to DBP contain in many cases 
several levels. Downstream users the preparations and users of articles containing DBP represent several different industry 
sectors.  In conclusion, the supply chains of DBP involve several levels and many different types of industries and activities 
with a large number of actors throughout EU. 
 
There is no significant import of DBP. There was a clear decreasing trend in the production of DBP from 49,000 tonnes per 
year in 1994 to 26 000 tonnes in 1998. No updated figures are available for this substance since none of the members of 
the European Chemical Industry Council (CEFIC) produce it anymore. It is expected that use of this plasticiser may have 
declined significantly, similar to DEHP, following its classification as a category 2 CMR substance. 
 
Production and consumption in western Europe. Data for 1997/1998 from the OSPAR Background Document. Data for 
2007 from ECPI/CEFIC and COWI, IOM & Entec, 2009 
 

Production, tonnes Consumption, tonnes 
1997/1998 2007 1997/1998 2007 
26,000 10,000 18,000 9,000 

 
Increasing Controls 
EC measures regulating the use of phthalates are focused on protection of human health.  
 
BEFORE 2006 
The use of this substance in cosmetics, including nail polishes, is banned in the European Union under Directive 
76/768/EEC 1976.  
 
The use of DBP has been restricted in the European Union for use in children's toys since 1999.  The EU has restricted the 
use of phthalates in toys and childcare articles (Directive 2005/84/EC). The concentration of DEHP, DBP and BBP combined 
should not be higher than 0.1% by mass of the plasticised material in these articles. This is in effect a ban since, in order to 
plasticise toy or childcare articles, concentrations of phthalates of more than 10% are needed. 
 
The European Commission identified DBP, DEHP, and BBP as reproductive toxicants (Directive 2005/84/EC), and the 
European Union prohibits their use as ingredients in cosmetics (Directive 2005/90/EC). 
 
DBP is listed as a priority substance for risk assessment under EC law (793/93/EEC) and hence is subject to related risk 
reduction strategies. It is also listed as a priority substance for the EC Water Framework Directive. It is also regulated 
through the European Directive concerned with pollution of the aquatic environment (76/464/EEC). Internationally, it is 
listed as a candidate substance for inclusion in the OSPAR Convention which protects the marine environment of the 
north-east Atlantic Ocean. 
 

                                                      
 
 
304 Lassen, C., J. Maag, J.B. Hubschmann, E. Hansen, A. Searl, E. Doust & C. Corden. Data on manufacture, import, export, 
uses and releases of Bis(2-ethylhexyl)phthalate (DEHP) as well as information on potential alternatives to ist use. COWI, 
IOM & Entec report to ECHA. 
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In addition there are a number of internal market directives which in more general terms address health aspects of the 
articles which they regulate. Examples of such directives are the Construction  
Products Directive (89/106/EEC) which is to be replaced by a Regulation, the General Product Safety Directive 
(2001/95/EC) and the Machinery Directive (2006/42/EC). 
 
AFTER 2006 
2008: DEHP, DBP and BBP have been included in REACH Annex XIV, whereby use or placing on the market for a use of 
these phthalates are subject to authorization. DEHP, DBP and BBP are also subject to restrictions under REACH, and shall 
not be used as substances or in mixtures in toys and childcare articles in a concentration greater than  0.1 % by weight of 
the plasticised material. Furthermore toys and childcare articles containing these phthalates in a concentration greater 
than 0.1 % by weight of the plasticised material shall not be placed on the market.  
 
2009: With effect as from 20 July, 2013 the Toy Safety Directive (2009/48/EC) will ban the use of  substances that are 
classified as carcinogenic, mutagenic or toxic to reproduction (CMR) of category 1A, 1B or 2 under Regulation (EC) No 
1272/2008 in toys, in components of toys or in micro-structurally distinct parts of toys in individual concentrations above 
the specific limit for classification.  
 
Emission trends and trends in environmental concentrations 
There is lack of data on releases to the environment. Consumption of DBP has decreased significantly since 1998, but 
consumption rates should continue to be observed in order to monitor progress towards the cessation target.   
 
There is no monitoring of discharges or emissions of phthalates. Based on measurements of effluent water from various 
sources in the late 1990s, including sewage treatment plants, it has been estimated that the total releases to the marine 
environment of DBP was about 800 tonnes per year, corresponding to 4.5% of the annual consumption in the EU.  
 
The estimated releases to the environment from all activities are available for year 2007. They summarised in the table 
below. 
 
Releases of DBP from manufacturing, formulation, processing, end products use and disposal in the EU in 2007 (figures 
are rounded and higher than actual figures) (COWI, IOM & Entec, 2009) 
 

Activity Tonnage  
handled  
t/y 

Emission to (t/y):  
 
Air Soil Waste water 

EU manufacture of 
DBP 

10,000 0.1 0.0 0.9 

Transportation of  
substance from  
manufacturing 

12,200 0.0 0.0 6.1 

Formulation 2,380 5.2 0.2 6.2 
Processing 8,300 6.7 10.3 9.0 
End-product uses 8,250 141.0 115.0 281.0 
Disposal 7,710 0.9 0.2 13.8 
Total releases 
(round) 

 154 126 317 
 

 
Box 16: Regulatory controls to phase out musk xylene and effects on environmental concentrations 

Hazard classification 
Musks are volatile organic substances with a musky scent. Synthetic musks are generally divided into three groups of 
substances with similar properties but different chemical structures: nitro musks, polycyclic musks and macrocyclic musks. 
The main nitro musks are musk xylene and musk ketone. It is a REACH SVHC, as a very persistent and very bioaccumulative 
(vPvB) substance. The other synthetic musks are not considered to be PBT substances and the marine risk assessments 
indicate that musk ketone and the polycyclic musks appear to pose low risks for the marine environment. 
 
Uses and Production 
They are used as fragrances in cosmetics, detergents, fabric softeners, cleaning products and other household products. 
Nitro musks are not produced in Europe. There are significant imports and exports of synthetic musks to and from the 
European area, both as pure substances and in finished products. Currently, musk ketone, musk xylene, HHCB and AHTN 
represent about 95% of the market in Europe for all nitro musks and polycyclic musks. Overall there is a downward trend 
in the use of musks, but the volume of musk xylene used as an ingredient infragrances has been stable in Europe since 
1998.  
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European use of nitro musks and polycyclic musks in tonnes 2000-2004 
 

 
 
 
 
 
 
 

Increasing Controls 
The use of the musks musk ambrette, tibetane, moskene and AETT has been banned under the Cosmetics Directive 
(76/768/EEC). Maximum authorised concentrations have been introduced for other nitro musks, including musk xylene, in 
several finished cosmetic products (1.0% in fine fragrance, 0.4% in eau de toilette, 0.03% in other products). Many 
manufacturers have withdrawn nitro musks from their products.  
 
The EU risk assessment report and risk reduction strategy for musk xylene, performed in accordance with the Existing 
Substances Regulation ((EEC) No. 793/93), concluded that more testing was needed before any conclusions on actions 
could be drawn.  
 
Musk xylene is listed in the proposed EQS Directive as a priority substance. Musk xylene is on the REACH Candidate List 
and will be banned from 21 August 2014 under REACH’s authorisation list. The deadline for submitting authorisation 
applications to the European Chemicals Agency (ECHA) is 21 February 2013.  
  
Emission trends and trends in environmental concentrations 
Point source releases from the formulation of products are negligible in relation to the overall diffuse release to the 
marine environment due to the widespread dispersive use of consumer products containing these substances.  Diffuse 
discharges to domestic waste water due to the use of musks in consumer products are by far the most important source 
and can be considered as the only relevant source. The main pathway is via the sewerage system and sewage treatment 
plants.   
A number of surveys of musks in influents and effluents from sewage treatment plants and in sewage sludge in Germany, 
the Netherlands, Switzerland and the United Kingdom were conducted in 1995 − 2000. Musk xylene was at or below the 
detection limit in all effluent samples. Long time series are available from Hessen (Germany), showing that the 
concentrations of musks in effluents and sludge from sewage treatment plants steadily decreased over the years 1995 – 
2000. A survey in 15 sewage treatment plants in Spain, Italy and Greece in 2004 showed that the levels in these southern 
European countries were below the earlier levels reported in northern Europe between 1995 and 2000. Occurrence of 
musk xylene is seldom reported in recent monitoring programmes. Recent data from the E-PRTR305 confirm that the 
emissions to water decreased from 619  in 2009 to 583 t in 2010.  
 
No data are available on emissions to air and regional atmospheric inputs of musk xylene or other musks. Considering the 
low vapour pressure and the tendency to adsorb to soils and sediments, atmospheric concentrations are expected to be 
extremely low. This is supported by the results of a survey, carried out by TNO (Netherlands Organisation for Applied 
Scientific Research) on behalf of Greenpeace, of musks in rainwater (actual deposition) from 47 locations in the 
Netherlands, 2 locations in Germany and 1 in Belgium306. Musk xylene was not detected in any of the samples (< 2 ng/l).  
 
In conclusion, quantitative information on releases of musk xylene is very scarce and trend statements cannot be made. 
However, expert judgement based on data on uses suggests that musk xylene still may be released to the environment.  

Substance 2000  2004 
Musk xylene 67 83.5 
Musk ketone 35 26 
HHCB 1427 1307 
AHTN 358 247 
Sum 1887 1663.5 

Summary 
 
While at the baseline year of 2002, the EU used a number of legislative tools to promote chemical 
substitution, the introduction of the procedures for authorisation and restriction under REACH served 
to increase coherence and generate greater impetus for substitution. The procedures for the 
identification of SVHC, their inclusion on the Candidate List and subsequent requirements for 
authorisation, as well as the restrictions procedures serve to implement the Chapter 19 objective of 

                                                      
 
 
305 http://prtr.ec.europa.eu/PollutantReleases.aspx  
306 Peters, R.J.B., 2003. Hazardous chemicals in precipitation. Netherlands Organisation for Applied Scientific  
Research (TNO).  Greenpeace, Amsterdam. 50 pp.   
http://www.greenpeace.org/raw/content/international/press/reports/hazardous-chemicals-in-precipi.pdf 

http://prtr.ec.europa.eu/PollutantReleases.aspx
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“phasing out or banning (..) chemicals that pose unreasonable and otherwise unmanageable risks to 
human health and the environment and of those that are toxic, persistent and bio-accumulative and 
whose use cannot be adequately controlled”.  
 
With regards to identifying SVHC, hazard-based criteria are used to prioritise substances for 
substitution, with the “equivalent level of concern” criterion allowing for the inclusion of a wide range 
of toxicity endpoints, although immunotoxic and neurotoxic substances are not specifically mentioned. 
It is of note that SAICM does specifically identify substances that damage the immune and nervous 
systems as of prioritised for assessment and this could then be considered a partial gap. In terms of 
progress with implementation, the recent 2013 Roadmap on SVHC307 commits to having all currently 
known SVHC on the Candidate List by 2020, and sets out a process for the identification and 
assessment of possible SVHC. The inclusion of a substance on the Candidate List triggers legal 
obligations for companies manufacturing, importing or using such substances, including notification to 
ECHA and the provision of information to recipients. Available evidence suggests that this is 
promoting substitution. 
 
Candidate List substances are prioritised for authorisation on the basis of PBT or vPvB properties, or 
wide dispersive use, or high volumes, capturing Chapter 19’s call to phase out substances that an 
“unreasonable and otherwise unmanageable risk”. For substances included in the Authorisation List a 
sunset date is set after which placing on the market or use is prohibited, unless an authorisation is 
granted. There are currently 14 substances on the authorisations list, with sunset dates in 2014 and 
2015. The full impact of these requirements for authorisations is therefore yet to be felt.  
 
The REACH restrictions process further delivers on Chapter 19, by allowing the Commission to limit 
or ban the manufacture, placing on the market or use of certain substances that pose an unacceptable 
risk to human health and the environment. There are approximately 60 substances or groups of 
substances for which restrictions have been set under REACH.  
 
In terms of the impacts of the REACH processes pushing substitution, evidence suggests that 
companies are responding to these obligations by substituting CMR substances (in particular SVHC) 
for other substances, although not necessarily less hazardous substances. 
 
Additional legislation stimulating chemical substitution includes OHS legislation, product legislation, 
waste legislation and the approval procedures for active substances in pesticides and biocides and 
subsequent authorisation procedures. With regards to the approval of active substances for pesticides, 
the cut-off criteria for the placing of active substances on the market were recently strengthened to 
exclude CMR category 1A or 1B under CLP, or as having endocrine disrupting properties, or that are 
considered as a POP, PBT, or vPvB (although immunotoxic and neurotoxic substances are not 
excluded from approval). This responds to the call under Chapter 19 to replace hazardous pesticides, 
in particular PTBs. 
 
Given that the REACH mechanisms to push substitution are only recently implemented (or pending in 
the case of authorisations), it was not possible to look for quantitative evidence of declines in 
concentrations of these substances and link it directly to REACH mechanisms. Instead, we presented 
case studies for four substances that are on the REACH Candidate List, tracking the range of 
legislative pressures for substitution and reporting available data on production, emissions and 
environmental concentrations. Overall, the case studies reveal the severe data limitations when seeking 
to investigate historical trends in emissions and environmental concentrations and actually measure the 
impacts of policies. In addition, the persistency of many of these substances means that environmental 
concentrations are slow to respond to reductions in emissions.   

                                                      
 
 
307 European Commission (2013) Roadmap for SVHCs identification and implementation of REACH Risk Management 
measures from now to 2020, European Commission, Brussels 
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Finally, the consumption, production, import and export of ODS is on the decline in the EU. Feedstock 
use is the one area in which the EU’s use of ODS is increasing, mainly from CTC use. Feedstock use 
is not controlled by legislation. 

Review of Analysis against SMART Criteria 
 
Specific The tier 1 analysis is specific in that it targets legislative requirements to promote the 

substitution of hazardous chemicals, in particular REACH procedures for authorisation and 
restriction. The tier 2 questions review the chemicals that have been included under these 
procedures, and available data on enforcement. Tier 3 questions are specific in seeking to 
measure actual impacts in terms of the substitution of hazardous substances, and changes in 
emissions and environmental concentrations.    

Measurable While tier 1 and 2 questions are measurable drawing on legislative acts and available 
Quantative data, it is not possible to answer tier 3 questions with comprehensive quantitative 
data for the EU. As such, we rely on case studies and qualitative data.  

Achievable Data was available to undertake the analysis, although the analysis under the 3rd tier of 
questions is qualitative only and cannot be considered robust.  

Relevant The analysis is highly relevant to measuring change in legal requirements to drive substitution, 
although the analysis under the 3rd tier of questions provides only qualitative evidence of 
impacts/change on the ground. 

Timed Quantitative data on the annual rate of hazardous substances being substituted in the EU was 
not available for the baseline year or for 2012. Quantitative data on emissions and 
environmental concentrations of 4 case study SVHC was very patchy and not available for the 
complete time period.    
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7.3.2 EU Progress under Indicator 7: Cleaner Production and Cleaner 
Products 

Baseline 2002 
 
Emission reduction through cleaner production 
 
In 2002, EU legislation served to control and reduce point source emissions from industrial 
installations targeted industrial emissions, emissions from waste incineration and large combustion 
plants, major accident involving chemicals and emissions of solvents. These legislative acts are 
presented in box 13 below.  
  
Box 17: EU legislation to control point source emissions in 2002 

Council Directive 96/61/EC of 24 September 1996 concerning integrated pollution prevention and control (IPPC Directive) 
sets out the main principles for the permitting and control of installations based on an integrated approach and the 
application of best available techniques (BAT).  Its objective is to achieve integrated prevention and control of pollution 
from a wide range of industrial activities covered in Annex I to the Directive. It covers a wide range of industrial installations 
such as energy industries, production and processing of metals, mineral industries, chemical industries, and waste 
management installations.  
 
Council Directive 96/82/EC of 9 December 1996 on the control of major-accident hazards involving dangerous substances 
(SEVESO II Directive) aims at the prevention of major-accident hazards involving dangerous substances. However, as 
accidents do continue to occur, the Directive aims at the limitation of the consequences of such accidents for man and the 
environment. The SEVESO-II Directive takes a tiered approach to requiring safety measures at facilities based on the 
volumes of dangerous substances present at facilities. As such, dangerous substances are defined in Annex I, together with 
the thresholds for each substance that trigger requirements. Seveso sites are categorized as lower-tier Seveso 
establishments or upper-tier Seveso establishments which are subject to more stringent requirements.   
 
Directive 1999/13/EC on the limitation of emissions of volatile organic compounds due to the use of organic solvents in 
certain activities and installations (Solvents Directive) covers emissions of organic solvents from stationary commercial and 
industrial sources. Industrial operators of plants using volatile organic solvents listed in Annex I must comply with specific 
emissions limits by installing equipment to reduce emissions or by introducing a reduction scheme to arrive at an 
equivalent emission level by replacing conventional products which are high in solvent with low-solvent or solvent free 
products.  
 
Directive 2000/76/EC on the incineration of waste sets emission limit values and monitoring requirements for pollutants to 
air such as dust, nitrogen oxides (NOx), sulphur dioxide (SO2), hydrogen chloride (HCl), hydrogen fluoride (HF), heavy metals 
and dioxins and furans. The Directive also sets controls on releases to water resulting from the treatment of the waste 
gases. Most types of waste incineration plants fall within the scope of the WI Directive, with some exceptions, such as those 
treating only biomass (e.g. vegetable waste from agriculture and forestry). Experimental plants with a limited capacity used 
for research and development of improved incineration processes are also excluded. 
 
Directive 2001/80/EC on the limitation of emissions of certain pollutants into the air from large combustion plants (LCP 
Directive)  applies to combustion plants with a rated thermal input equal to or greater than 50 MW, irrespective of the type 
of fuel used (solid, liquid or gaseous). Its aim is to limit the amount of sulphur dioxide, nitrogen oxides and dust emitted 
from large combustion plants.  
 
Clean products  
 
In 2002, a wide range of EU acts already regulated chemical substances in products with the aim of 
protecting human health or controlling diffuse emissions of chemicals. Products covered include 
detergents, cosmetic products, toys, construction products, electronic equipment, packaging materials, 
food contact materials and medical devices. These legislative acts are presented in box 14 below. 
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Box 18: EU legislation restricting the use of hazardous substances in products in 2002 

Directive 73/404/EEC relating to detergents prohibits the placing on the market and use of detergents where the average 
level of biodegradability of the surfactants contained therein is less than 90% for each of the following categories: anionic, 
cationic, non-ionic and ampholytic. It adds that the use of surfactants with an average level of biodegradability of not less 
than 90% must not, under normal conditions of use, be harmful to human or animal health. 
 
Directive 76/768 relating to cosmetic products determines the list of substances which are prohibited in the composition 
of cosmetic products (Annex II) and the substances which are subject to restrictions or specific conditions of use (Annex III). 
 
Directive 88/378/EEC concerning the safety of toys requires that bioavailability resulting from the use of toys must not as 
an objective  exceed the following levels per day: 0,2 μg for antimony, 0,1 μg for arsenic, 25,0 μg for barium, 0,6 μg for 
cadmium, 0,3 μg for chromium, 0,7 μg for lead, 0,5 μg for mercury, 5,0 μg for selenium, or such other values as may be laid 
down for these or other substances in Community legislation based on scientific evidence. It further provides that toys must 
not contain dangerous substances or preparations in amounts which may harm the health of children using them. At all 
events it is strictly forbidden to include, in a toy, dangerous substances or preparations if they are intended to be used as 
such while the toy is being used. It sets a derogation for limited number of substances or preparations that are essential to 
the functioning of certain toys, in particular materials and equipment for chemistry experiments, model assembly, plastic or 
ceramic moulding, enamelling, photography or similar activities, that can be permitted up to a maximum concentration 
level to be defined for each substance or preparation by mandate to the European Committee for Standardization.  
 
Directive 89/106/EEC relating to construction products requires the construction work (buildings and civil engineering 
works) must be designed and built in such a way that it will not be a threat to the hygiene or health of the occupants or 
neighbours, in particular as a result of any of the giving-off of toxic gas, the presence of dangerous particles or gases in the 
air, the emission of dangerous radiation, pollution or poisoning of the water or soil, faulty elimination of waste water, 
smoke, solid or liquid wastes, the presence of damp in parts of the works or on surfaces within the works. 
 
Council Directive 89/109/EEC on food contact materials applies to materials and articles intended to come into contact 
with foodstuffs. Materials and articles must be manufactured so that they do not transfer their constituents to food in 
quantities which could endanger human health, or bring about an unacceptable change in the composition of the foodstuffs 
or deterioration in their organoleptic properties. 
 
Directive 94/62/EC on packaging and packaging waste requires that Member States must ensure that the sum of 
concentration levels of lead, cadmium mercury and hexavalent chromium present in packaging or packaging components 
must not exceed 100 ppm by 2001.  
 
Directive 98/8/EC on the placing on the market of biocidal products establishes a harmonised regulatory framework for 
the authorisation and the placing on the market of biocidal products, the mutual recognition of these authorisations within 
the EU and the establishment at EU level of a positive list of active substances that may be used in biocidal products. 
Member States can only authorise products which contain active substances included in Annex I or IA of the Directive. 
 
Directive 2001/95/EC on general product safety aims to ensure a high level of product safety throughout the EU for 
consumer products that are not covered by specific sector legislation such as that on toys, chemicals, cosmetics and 
machinery. This Directive provides for an alert system, known as the Community Rapid Information System (RAPEX), which 
ensures that the relevant authorities are rapidly informed of dangerous products (e.g. containing unexpected hazardous 
substances). Where more serious product risks exist, temporary decisions may be taken on Community-wide measures, and 
in certain cases the Commission may adopt a formal Decision requiring the Member States to ban the marketing of an 
unsafe product, to withdraw it from the market or recall it from consumers. 
 
Directive 2001/37/EC on concerning the manufacture, presentation and sale of tobacco products requires manufacturers 
and importers are to submit to the respective Member State a list of all ingredients and quantities thereof used in the 
manufacture of tobacco products together with available toxicological data and their effects on health and any addictive 
effects. 
 
Directives on medical devices, active implantable medical devices and in vitro diagnostic medical devices set a number of 
broad essential requirements for the design and manufacturing of medical devices, implantable medical devices and in vitro 
diagnostic medical devices.  These requirements are to be developed in harmonised standards the references of which are 
published in the Official Journal. Each device must be accompanied by the information needed to use it safely and properly.  
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Directive 2002/95/EC  (ROHS) lays down rules on the restriction of use of hazardous substances in electrical and electronic 
equipment (EEE) with a view to contributing to the protection of human health and the environment, including the 
environmentally sound recovery and disposal of waste electrical and electronic equipment. This Directive requires that by 
July 2006 new electrical and electronic equipment put on the market does not contain lead, mercury, cadmium, hexavalent 
chromium, polybrominated biphenyls (PBB) or polybrominated diphenyl ethers (PBDE).  
 
Voluntary schemes for the reduction of emissions from point and diffuse sources, i.e. EMAS and the 
EU Ecolabel, are dealt with under indicator 15 on Partnerships.  

Tier 1 Questions 
 
Review the existence of: 
• Policies to promote emission reduction through cleaner production 
• Policies to promote clean products 
 

Emission reduction through cleaner production 
 
From 2002 to 2012 there have been several changes to the EU legislation and policy controlling and 
reducing point source emissions from industrial installations included unanticipated emissions from 
chemical accidents.  
 
The Industrial Emission Directive (IED) was adopted on 24 November 2010, aiming to improve 
implementation of industrial emissions legislation in the EU and, in particular, ensure the application 
of best available techniques (BAT), found to be weak under the IPPC regime. It entered into force on 6 
January 2011 and must be transposed by Member States by 7 January 2013. It is a recast of the IPPC 
Directive, the LCP Directive, the Waste Incineration Directive the Solvents Directive and three 
Directives on Titanium Dioxide. Key changes to the EU legislation on emission reduction through 
cleaner production are summarised in box 19 below. Importantly, the requirement for competent 
authorities to base permit conditions on Best Available Techniques (BAT) and associated emission 
limit values (BATAELs) is strengthened under IED.   
 
 Box 19: Key changes to industrial pollution control legislation from 2002 to 2012 

• Better involvement of the public in permitting procedure  
• Best Available Techniques (BAT) conclusions adopted through comitology and publicly available in all EU official 

languages 
• Member States obligation to review permits within four years of the adoption of BAT to be sure that the 

installation operates according to the new BAT conclusions 
• General binding rules need to be up to date with BAT (Art. 17), in order to ensure compliance with permit 

conditions 
• The procedure to set emission limit values ensuring that, under normal operating conditions, emissions do not 

exceed the emission levels associated with the best available techniques.  
• Revision of the emission limit values for large combustion plants 
• Operator obligation to produce a baseline report with “information on the state of soil and groundwater 

contamination by relevant hazardous substances” in order to enable authorities to make a quantified comparison 
with the stat upon definitive cessation of activities  

• Periodic monitoring of hazardous substances likely to be found on the site and causing possible soil and 
groundwater contamination 

• Site remediation obligations 
• An environmental inspection plan for each installation 
• New installations covered (e.g. the gasification and liquefaction of fuels other than coal above 20MW, pre-

treatment of waste for (co-)incineration,  carbon capture storage) 
 
The Industrial Emission Directive repeals the IPPC Directive and the sectoral Directives as of 7 
January 2014. 
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In implementing IPPC/IED, a number of Best Available Techniques Reference documents (BREF) 
have been adopted since 2002. These documents provide information on a specific 
industrial/agricultural sector in the EU, on the techniques and processes used in this sector, current 
emission and consumption levels, techniques to consider in the determination of the best available 
techniques (BAT) and emerging techniques. In addition, the BREFs list BATAELs for each specific 
sector, to be used as a basis in setting emission limit values in IED permits. In order to draw up, 
review and, where necessary, update BREF documents, the commission must organise an exchange of 
information  between Member States, the industries concerned and non-governmental organisations 
promoting environmental  protection (the Sevilla process). Table 20 provides a list of the relevant 
BREF documents adopted since 2002.   
 
Table 20: BREF documents adopted since 2002 relevant to reducing emissions of hazardous chemicals 

BREF on large volume organic chemical industry 
(2003)  
 

Best available techniques  for the prevention of emissions such as 
dioxins and furans, PCBs, carcinogenic substances  

BREF on refining mineral oil and gas (2003) Best available techniques applicable to the mineral oil refining industry 
and the natural gas plants to address the energy efficiency, the 
reduction of nitrogen and sulphur oxide emissions, as well as of volatile 
organic compounds emissions and the reduction of contamination of 
water. 

BREF on tanning of hides and skins (2003) 
 

Best available techniques for the consumption of chemicals, the 
substitution of hazardous chemicals by less hazardous ones, water and 
waste management, emissions to air, energy savings. 

BREF on textiles industry (2003) Best available techniques  on pretreatment, dyeing, printing, finishing 
and coating, including washing drying of textiles in order to minimize 
the use of hazardous substances and reduce emissions 

BREF on slaughterhouses and animal by-
products industries (2005) 

Best available techniques for the incineration of animal by-products 
also covering heavy metals 

BREF on emissions from storage (2006) Best available techniques on storage of liquids and liquefied gases  to 
prevent and reduce emissions, though inspection and maintenance,  
location and layout, tank colour, and monitoring of VOC 

BREF on food , drink and milk industries (2006) Best available technique on air emissions control strategy and process-
integrated BAT to minimise air emissions by the selection and use of 
substances 

BREF on large combustion plants (2006) Best available techniques on the emission of heavy metals resulting 
from their presence as a natural component in fossil fuels by the 
application of high performance dedusting devices such as ESPs or FFs. 

BREF on manufacture of organic fine chemicals 
(2006) 

Best available technique on mass balances for heavy metals on a yearly 
basis and waste stream analysis  

BREF on surface treatment of metals and 
plastics (2006) 

Best available techniques to substitute for EDTA by biodegradable 
alternatives, to use alternative techniques or to minimise loss For PFOS, 
best available techniques are established to minimise its use by 
controlling additions and fumes by techniques such as floating surface 
insulation sections. 

BREF on waste incineration (2006) Best available techniques to ensure that all emissions to air are well 
controlled on the process of selection of FGT systems and the 
performance levels 

BREF waste treatment industries (2006) Best available techniques on the emission levels on chemical and 
biological oxygen demand and heavy metals 

BREF ceramic industry (2007) Best available techniques reducing the emissions of gaseous 
compounds (i.e. HF, HCl, SOX, VOC, and heavy metals) from fluegases of 
the kiln firing processes by reducing the input of pollutant precursors 
and heating curve optimisation. 

BREF large volume inorganic chemicals- solid 
and others industry (2007) 

Best available techniques in the selection of appropriate quality 
limestone, including limited content of heavy in either the purchased 
limestone or limestone from the currently exploited own deposit. 
Best available techniques on waste waters including heavy metals 
discharged to the aquatic environment and fresh. 

BREF large volume inorganic chemicals- 
ammonia, acids and fertilisers industry (2007) 

Best Available Techniques aim to reduce emissions of N2O 
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BREF production of polymers (2007) Best available techniques on emission and consumption levels for 
hazardous waste 

BREF production of speciality inorganic 
chemicals (2007) 

Best available techniques on heavy metals abatement from waste water 
for speciality inorganic pigments, silicones and inorganic explosives. 

BREF surface treatment using organic solvents 
(2007) 

Best available techniques on the substitution and usage of less 
hazardous substances.  

BREF management of tailings and waste-rock in 
mining activities (2009) 

Best available techniques for treating acid effluents. 

BREF on cement, lime and magnesium oxide 
manufacturing industries (2010) 

Best available techniques to waste feeding into the kiln involving 
hazardous substances 

 
In addition, the Air Quality Directive 2008/50/EC establishes health based standards and objectives for 
a number of pollutants in air and in doing so generates an indirect pressure to reduce emissions at 
national level. In addition, a number of daughter directives focus on specific chemical pollutants, 
including benzene (Directive 2000/69/EC) and arsenic, cadmium, mercury, nickel and polycyclic 
aromatic hydrocarbons (Directive 2004/107/EC). The European Commission is reviewing the EU 
Thematic Strategy on Air Pollution and related policies in 2013.  
 
The Seveso II Directive was amended by Directive 2003/105/EC to cover risks arising from storage 
and processing activities in mining, from pyrotechnic and explosive substances and from the storage 
of ammonium nitrate and ammonium nitrate based fertilizers. The Seveso II Directive was then 
replaced by Directive 2012/18/EU (Seveso III Directive) adopted on 4 July 2012 that must transposed 
and implemented by first June 2015.  This Directive provides the following new provisions:  
 

• Adaptation to the Regulation on the classification, labelling and packaging of substances and 
mixtures  

• Better access to information to the public about the risks from SEVESO installations 
• More effective public participation requirements  
• Provisions on access to justice in case of non-respect of the requirements on access to 

information and public participation 
• Stricter standards for inspections of installations   

Clean products  
 
From 2002 to 2012 there have been several changes to the EU legislation regulating and improving 
products to limit release of hazardous chemicals and the exposure of consumers. Below, we consider 
key amendments to strengthen legislation by product group.  
 
General Products 
 
Regarding Directive 2001/95/EC on general product safety, in 2004, the Commission adopted specific 
guidance ("the RAPEX Guidelines") to ensure the efficient operation of RAPEX. With regard to 
chemicals the RAPEX Guidelines provides the following:  ‘When the measure notified pursuant to 
Article 11 or Article 12 seeks to limit the marketing or use of a chemical substance or preparation, the 
Member States must provide as soon as possible either a summary or the references of the relevant 
data relating to the substance or preparation considered and to known and available substitutes, 
where such information is available. They will also communicate the anticipated effects of the 
measure on consumer health and safety together with the assessment of the risk carried out in 
accordance with the general principles for the risk evaluation of chemical substances as referred to in 
Article 10(4) of Regulation (EEC) No 793/9311 in the case of an existing substance or in Article 3(2) 
of Directive 67/548/EEC12 in the case of a new substance.’  
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In addition, on 17 March 2009, the Commission adopted Decision 2009/251/EC requiring Member 
States to ensure that, as of 1 May 2009, all consumer products containing dimethylfumarate (DMF) 
are banned (maximum limit: 0.1 mg DMF per kg of product or part of the product). 
 
Tobacco  
 
Regarding the Guideline on reporting on tobacco product ingredients, Directive 2001/37/EC308, in 
2007 the Commission issued a guide containing common reporting templates for the submission of 
tobacco products ingredients from manufacturers to national regulators and to the general public. The 
information on toxicological data proposed by the commission covers  available toxicological data for 
unburnt ingredient, for burnt ingredient single (pyrolysis, transfer studies, smoke composition, in vitro 
toxicological studies, dermal/inhalation carcinogenicity, cardiovascular toxicity, Inhalation, acute and 
subchronic studies, reprotoxicity and developmental toxicity, addictive properties, other toxicological 
information),  for burnt  ingredients added in a mixture (smoke composition, in vitro toxicological 
studies, dermal/inhalation, carcinogenicity, cardiovascular toxicity, acute and sub-chronic inhalation 
studies, reproductive and developmental toxicity, addictive properties, and other toxicological 
information).  
 
Detergents 
 
Regulation (EC) No 648/2004 on detergents was introduced and provides a definition of surfactants, 
with a clear and precise description of the relevant types of biodegradability.  The primary 
biodegradability requirements are extended to all surfactants, in particular cationic and amphoteric.  
The Regulation imposed stricter testing methods for detergents to determine the ultimate rather than 
the initial biodegradability. Healthcare professionals can request manufacturers the full listing of 
ingredients in detergents to determine a causal link with allergies. A detergent can only be placed on 
the market if it complies with the requirements set forth in this Regulation. It sets restrictions based on 
biodegradability of surfactants. Surfactants that do not meet the Regulation’s requirements in terms of 
biodegradability are listed in Annex VI (list of banned or restricted surfactants), which acts as a 
negative list. It should be noted that Annex VI is still empty.  
 
Regulation (EU) No 259/2012 amended Regulation (EC) No 648/2004 to limit the content of 
phosphate and phosphorous compounds in detergents.  
 
Toys 
 
Under the new Toys Directive 2009/48/EC, CMR chemicals substances, are no longer allowed in 
accessible parts of toys. For certain substances like nickel tolerable limit values have been introduced 
and certain heavy metals which are particularly toxic, like lead, may no longer be intentionally used in 
those parts of toys that are accessible to children. 

A 2010 EFSA report309 on Lead in Food concluded that it is impossible to establish, for lead, a 
threshold below which no critical effect on health can be observed and recommended reducing lead 
exposure via both food and non-food products. The study shows that the level of protection of children 
against exposure to lead as established by the Toys Directive is not adequate and it is necessary to 
amend the current values for lead.  A consultation on the revision of lead limit values in toys was 
undertaken in 2012.  

                                                      
 
 
308 Reporting on tobacco products ingredients, Practical guide, Brussels 31 May 2007 SANCO C6 TPE/ub D(2007) 360206 
309 EFSA Panel on Contaminants in the Food Chain (CONTAM). Scientific Opinion on Lead in Food. EFSA Journal 2010; 
8(4):1570. [147 pp.]. doi:10.2903/j.efsa.2010.1570. Available online: www.efsa.europa.eu/efsajournal 

http://www.efsa.europa.eu/efsajournal
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In addition, Germany has challenged the EU in court regarding the levels of mercury, arsenic and lead 
permitted under the new Toys Directive, arguing that they are not sufficient to protect children’s 
health,310 while Sweden has also called for stricter limit values for lead in toys311. This highlights a 
gap in the level of protection for chemical exposure afforded to children under the Toys Directive.  
 
Construction Products 
 
Regarding Regulation (EU) No 305/2011 for the marketing of construction products the declaration of 
performance of construction products made by a manufacturer must contain information referred to in 
the Safety Data Sheets or information on substances subject to Authorisation under REACH. The 
Commission as set in place a database on national regulations on construction products related to the 
emission/content of dangerous substances in these products.  

Pesticides 

As described in the analysis under indicator 1, Regulation (EC) No 1107/2009 concerning the placing 
of plant protection products on the market establishes EU wide approval criteria for active substances, 
relating to the efficacy of the substance, its composition, its characteristics, the methods of analysis 
available, the impact on human health and the environment, ecotoxicology and the relevance of 
metabolites and residues. Cut-off criteria exclude the most hazardous active substances from approval. 
The authorisation procedures for placing plant protection products on the market remain the 
responsibility of Member States, but are common across the EU and include mechanisms to promote 
substitution of plant protection products containing the active substances identified as candidates for 
substitution. In 2009 the Commission finalised a Community-wide review of all active substances 
used in plant protection products within the EU. In this review process, each substance was evaluated 
as to whether it could be used safely with respect to human health and the environment.  

Biocidal Products 

Regulation (EU) No 528/2012 on biocidal products will enter into force on 1 September 2013 and 
provides for the authorisation at the Union level of certain biocidal products. It improves the 
functioning of national authorisations and mutual recognition by introducing binding deadlines and 
strengthening the system of mutual recognition dispute settlement. It reduces the number of animal 
tests by obligatory data sharing with respect to vertebrate animal studies; strengthens the rules on data 
waiving (i.e. not request data which is not necessary); extends the scope to cover articles and materials 
treated with biocidal products (e.g. furniture treated with wood preservatives), which are imported 
from third countries. Persons placing biocidal products on the market must hold the data on active 
substances. Finally this Regulation addresses nanomaterials. It requires that, where appropriate, 
articles that have been treated with biocides must list 'the name of all nanomaterials contained in the 
biocidal products, followed by the word 'nano' in brackets' on a label. Nanomaterials used in biocidal 
products must be assessed separately.   

While the EU has legislation in place regarding the use of pesticides (plant protection products), there 
is no comparable legislation regarding the use of biocides. The Biocidal Products Regulation does, 
however, foresee that by 18 July 2015 the Commission shall review how the regulation is contributing 
to the sustainable use of biocidal products and consider the need for additional measures to reduce the 
risks posed to human health, animal health and the environment by biocidal products.  On basis of that 
report, the Commission may, if appropriate, submit a proposal. 

Restrictions on Hazardous Substances 

                                                      
 
 
310 Ends Europe (2012) Germany takes EU to court over toys directive, 16 May 2012, Ends Europe, Brussels 
311 KEMI (2012) Improved EU rules for a non-toxic environment, KEMI Report 1/12, Gothenburg, Sweden 
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The new RoHS Directive 2011/65/EU312 (RoHS 2) applies to new categories of products, medical 
devices (with the exclusion of active implantable medical devices) monitoring and control instruments 
as of 22 July 2014, in-vitro diagnostic medical devices as of 22 July 2016, industrial monitoring and 
control instruments as of 22 July 2017. All Electrical and Electronic Equipment (EEE) not listed in 
Annex I that are not excluded from the scope of the Directive must comply with it.  The new Directive 
requires manufacturers to draw up technical documentation and a declaration of conformity and to 
affix the CE marking to a product if it complies with the Directive.  Annex II of the Directive lists the 
maximum concentration values tolerated by weight in homogeneous materials (Lead 0.1%, Mercury 
0.1%, Cadmium 0.01%, Hexavalent chromium 0.1%, PBB 0.1%, PBDE 0.1%). The recitals of this 
Directive also explicitly refer to nanomaterials.313 
 
In 2013, the Commission launched the first of four consultations on new bans under the RoHS 2 
directive. The consultation process is expected to end in November 2013 with the publication of a 
final report on a methodology to identify candidate substances and recommending new bans. A review 
of banned substances listed in annex II of the law is required by 22 July 2014. At a minimum, flame 
retardant HBCDD and phthalates DEHP, BBP and DBP will be included in the review.  
 
Cosmetics  
 
Regulation No 1223/2009314 repeals and replaces Directive 76/768/EEC relating to cosmetic products 
with the aim of harmonising rules, simplifying procedures and strengthening the regulatory framework 
regarding cosmetic products and ensuring a high level of protection of human health. It reinforces the 
general product safety legislation in relation to cosmetic products, taking into consideration the 
possible use of nanomaterials. The major changes include: 
 
• The obligation to set safety reports that provide an evaluation of cosmetic products (quantitative 

and qualitative composition of the product, information about impurities and information on 
packaging materials, toxicological profiles of the substances used) 

• Product Information File (PIF) that the cosmetic product distributor must create and keep for a 
period of ten years from the last distribution.  

• Provisions regulating nanomaterials in cosmetics   
• EU-wide notification method 
• Prohibition of the use of substances in cosmetic products classified as CMR Category 2;  
• Prohibition use of CMR substances categorized as 1A or 1B exceptions possible in case of 

compliance with certain criteria (i.e. in compliance with EU food safety, no alternatives, exposure 
known, substance found safe by the Scientific Committee for Consumer Safety   

 
Food contact materials 

The core legislation covering all food contact materials and articles is Regulation (EC) No 1935/2004. 
It is a horizontal measure that applies across the board to all food contact materials and articles. It 
provides that specific measures for groups of materials and articles (active and intelligent materials 
and articles, adhesives, ceramics, cork, rubbers, glass, ion-exchange resins, metals and alloys, paper 
and board, plastics, printing inks, regenerated cellulose, silicones, textiles, varnishes and coatings, 
                                                      
 
 
312 Directive 2011/65/EU on the restriction of the use of certain hazardous substances in electrical and electronic 
equipment, OJ L174, 1.7.2011, pp. 88-110  
313Recital 16 of this Directive provides that as soon as scientific evidence is available, and taking into  account the 
precautionary principle, the restriction of  other hazardous substances, including any substances of  very small size or with a 
very small internal or surface  structure (nanomaterials) which may be hazardous due to properties relating to their size or 
structure, and their  substitution by more environmentally friendly alternatives which ensure at least the same level of 
protection  of consumers should be examined.  
314 REGULATION (EC) No 1223/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 
of 30 November 2009on cosmetic products, OJ L342, p59-209 
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waxes, wood) must be amended or adopted by the Commission. This legislation sets criteria (e.g. 
migration limits) in order to ensure that constituents of material in contact with food do not endanger 
the health of consumers and adversely affect the nature or quality of the food. In comparison to 
Directive 89/109/EEC, this Regulation includes active and intelligent food contact materials and 
articles in its scope and the main requirements for their use. 
 
Commission Regulation (EU) No 10/2011 of 14 January 2011 on plastic materials and articles 
intended to come into contact with food establishes specific requirements for the manufacture and 
marketing of plastic materials and articles intended to come into contact with food; or already in 
contact with food; or which can reasonably be expected to come into contact with food. Compared to 
the previous Directive 2002/72/EC and its amendments the scope of this Regulation has been enlarged 
and now also addresses plastic layers which are part of multimaterial multi-layer material and articles. 
This Regulation was recently amended to prohibit the use of BPA in plastic infant feeding bottles.   

Summary of review of changes in emissions and product legislation from 2002-2012 
 
In summary, table 21 below summarises the major changes in EU policy from 2002 and 2012 to 
improve emission reduction through cleaner production and cleaner products.    
 
Table 21: Major changes in EU policy from 2002 to 2012 to promote cleaner production and cleaner products 

Emission reduction through cleaner production (2002-2012) 
I. Adoption of the Industrial Emission Directive  

• Installations must operate according to the BAT technologies 
• Operator obligation to report information on the state of soil and groundwater contamination 

by relevant hazardous substances prior to operation 
• Periodic monitoring of hazardous substances likely to cause soil and groundwater 

contamination 
 

II. Creation of a European Pollutant Release and Transfer Register  
 
III. Adoption of the Seveso III Directive (adaptation to the CLP Regulation)    
Clean products  
I. Directive 2001/95/EC 

• Adoption of RAPEX guidelines (Section on chemicals) 
•  prohibition of products containing dimethylfumarate  

 
II.  Directive 2001/37/EC on tobacco  

• Guide on common reporting template for the submission of tobacco ingredients (section on 
available toxicological data) 
 

III.  Regulation  No 648/2004 on detergents  
• Primary biodegradability requirements extended to all surfactants , stricter testing methods, 

limits on the content of phosphate and phosphorous compounds in detergents  
 

IV. Directive on the safety of toys  
• CMR and heavy metals are no longer allowed in accessible parts of toys  

 
V. New construction product Regulation 

• The declaration of performance of construction products must contain where relevant a 
safety data sheet as required under REACH  
 

VI. New biocidal product Regulation  
• New scope that covers also articles and materials treated with biocidal products  
• Provisions on nanomaterials  
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VII. ROHS Recast Directive 
• Extension of the scope to new products (e.g. medical devices) 
• Reference to nanomaterials 

 
X. New Cosmetic Regulation  

• Prohibition to use CMRs in cosmetic products 
• Provisions on nanomaterials 

 
IX. New food contact materials legislation 

• Coverage of active and intelligent food contact materials  
• Prohibition of the use of BPA in plastic infant bottles 

Tier 2 Questions 
 
• Phase out of processes involving hazardous substances 
• Trends in the production and consumption of hazardous chemicals 
• Reductions in the number of chemical accidents 

Phasing out of processes involving hazardous substances (chlor-alkali industry and 
mercury)  
 
In considering the phase out of processes involving hazardous substances, we consider the example of 
the chlor-alkali industry and mercury emissions. There are three types of electrolysis technologies 
available for the production of chlorine and caustic soda: membrane, mercury cell and diaphragm.  
 
Until recently, the IPPC Directive was the main instrument regulating mercury emissions from the 
chlor-alkali industry, supported by broader environmental quality legislation such as the Water 
Framework Directive and Directive 2004/107/EC relating to arsenic, cadmium, mercury, nickel and 
polycyclic aromatic hydrocarbons in ambient air. In addition, plants must report mercury emissions to 
the E-PRTR.  
 
According to the industry association Euro Chlor, the European chlor-alkali industry has committed to 
convert or close down the majority of mercury-cell facilities by 2020, which the industry has described 
as the end of the normal economic lifetime of most of these plants. Industry has more recently 
explained that ‘the long time-frame is essential to allow chlor-alkali producers to absorb the estimated 
3,000 million Euro investment required to effect the phase-out without damaging the industry's 
competitive position on global markets.’ Two plants in Germany are excepted from this commitment. 
 
In 2000, 54% of the industry capacity was using the mercury process, by the end of 2010 it dropped to 
35% and to 30.6% by 2011. In 2011, 51% of the industry capacity was using the mercury-free 
membrane technology.315 Furthermore as shown in figure 16 below from Eurochlor the mercury 
emissions in water and air from chlorine producers using the mercury process is decreasing.      
 
These efforts have received criticism from the ZeroMercury campaign, who have argued that the 
chlor-alkali industry has made no particular effort other than to offer a plant closure date that allow it 
to  keep its outdated mercury cell chlor-alkali plants operating profitably for as long as possible. 
Mercury emissions are further discussed under indicator 13 on heavy metals.  
 
  

                                                      
 
 
315 Information retrieved from the Eurochlor website http://www.eurochlor.org/chlorine-industry-issues/mercury.aspx  

http://www.eurochlor.org/upload/documents/document290.pdf
http://www.eurochlor.org/chlorine-industry-issues/mercury.aspx
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Figure 16: Trends in mercury emission from the chlor-alkali industry for Europe, 1995-2011  

 
Source: EuroChlor 

Trends in the production and consumption of chemicals 
 
According to the CEFIC, data on sales of chemicals in the world show that from 2000 to 2010 the EU 
was the world leader in chemical sales. However, the EU has gradually lost ground to China and Asia. 
The EU contribution to world chemicals sales declined in 2010 by 8.3% compared with 2000, even 
though the total value of sales in the EU has been growing continuously.316    
 
Following the Eurostat website on chemical management statistics317 EU27 production of chemicals 
increased continuously from 2002 and 2007, rising overall by 9.7 % to reach a peak of 362 million 
tonnes in 2007.While production fell during the financial and economic crisis, 2010 saw a rebound 
with the production of chemicals in the EU27 reached 347 million tonnes. Figure 17 below shows the 
development of EU27 and EU 15 chemical production in terms of quantity of output from 1998 to 
2011.  

                                                      
 
 
316Information  retrieved from CEFIC report on Facts and Figures, the European chemicals industry from a worldwide 
perspective ,September 2012,  Available December 2012 at :  
http://www.cefic.org/Documents/FactsAndFigures/FF_2012/Facts%20and%20Figures%20Leaflet%20Sept2012.pdf  
317 Eurostat, chemical management statistics (data from October 2012). Available December 2012 at: 
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php/Chemicals_management_statistics#Total_production_of_
chemicals  

http://www.cefic.org/Documents/FactsAndFigures/FF_2012/Facts%20and%20Figures%20Leaflet%20Sept2012.pdf
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php/Chemicals_management_statistics#Total_production_of_chemicals
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php/Chemicals_management_statistics#Total_production_of_chemicals
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Figure 17: Chemical product in the EU 15 and the EU 27 in ‘000 tonnes from 1998 to 2011 
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Figure 18 below breaks down EU chemical production on the basis of the ecotoxicity of the chemicals 
produced from 1996 to 2011. Environmentally harmful chemicals are broken down into five 
environmental impact classes, namely significant acute effects, chronic effects, moderate chronic 
effects, significant chronic effects, severe chronic effects. While the aggregated production of these 
five classes of chemicals in the EU27 grew between 2002 and 2011 to reach 188 million tonnes, the 
share of environmentally harmful chemicals in total EU27 chemical output has not changed 
significantly over the last ten years: being 53.4 % in 2002 and 54.2 % in 2011.  
 
However, there was significant variation in the development of output for the different classes. The 
largest increases in EU27 output (in relative terms) between 2002 and 2011 were recorded for 
chemicals with significant chronic effects (production rising by 70.6 % over the period considered), 
and for chemicals with severe chronic effects (17.4 %). Chemicals with a lower environmental impact, 
i.e. those with chronic effects and significant acute effects, saw almost no change in their level of 
output during the period under consideration, while there was a 12.2 % reduction in the production of 
chemicals with moderate chronic effects.  
 
A further analysis conducted by Eurostat looked at trends in the production of chemicals broken down 
on the basis of their toxic effects, i.e. human health effects. Figure 19 below presents trends in the 
production of toxic chemicals for both the EU15 and the EU27, broken down into five toxicity classes, 
namely harmful chemicals, toxic chemicals, very toxic chemicals, chronic toxic chemicals and CMRs. 
Trends in the production of toxic chemicals followed the same basic trend observed for 
environmentally harmful chemicals, in that output rose from 2002 to 2007, followed by a rapid fall in 
production associated with the financial and economic crisis, a strong rebound in 2010 and finally 
almost no change in production in 2011. In 2011 the level of output for toxic chemicals stood at the 
same level as it had in 2008, 203 million tonnes. 
 
Eurostat’s analysis found that the overall share of toxic chemicals (all five classes) in total EU27 
chemicals production has followed a very gradual downward path over the last ten years. From a peak 
of 61.9 % of total chemicals production in 2002, the share of toxic chemicals fell to 58.7 % in 2011. 
The decrease may be attributed to absolute output levels for toxic chemicals remaining largely 
unchanged from 2002 to 2011 (-0.5%), against an expansion in production of non-toxic chemicals 
(13.9 %).  
 
Notably, EU27 production of the most toxic chemicals, CMR chemicals, increased from 35 million 
tonnes to 39 million tonnes in 2011. The relative share of CMR chemicals in total EU27 chemical 
production stood at 10.8 % in 2004 and at 11.2 % in 2011, showing an increase of 0.4%. A more 
detailed analysis demonstrated that while most CMR chemicals were produced in lower quantities, 
increased production of chlorine compounds, such as vinyl chloride, offset these reductions and 
account for the increase. 
 
The production trends from 2002 to 2011 for ecotoxic and toxic chemicals therefore provide 
little indication that the production of chemicals that are toxic to human health and/or harmful 
to ecosystems is being significantly decoupled from overall chemicals production. This evidence 
suggests that legislative drivers for cleaner production processes, including the substitution of 
hazardous substances, for clean and products are not resulting in the desired effect overall, namely a 
reduction in the total volumes of chemicals hazardous to human health and the environment being 
produced in the EU.    
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Figure 18: Trends in the production of ecotoxic chemicals for the EU15 and the EU27  
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Figure 19: Trends in the production of toxic chemicals for the EU15 and the EU27 
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Reductions in the number of chemical accidents 
 
Information on the number of chemical accidents is available in the European Major Accident 
Reporting System, the eMARS database. The system contains events on chemical accidents and near 
misses reported to the Major Accident and Hazards Bureau (MAHB) by the competent National 
Authorities under the current and prior Seveso Directives since 1982. As shown in figure 20 below, 
the number of chemical accidents has significantly decreased since 2002.  
 
Figure 20: Number of major accidents (EU 27, 2002-2012)    

 
Data source: eMARS database https://emars.jrc.ec.europa.eu/?id=4  
 

Tier 3 Questions 
 
• Trends in point emissions from industrial installations (heavy metals example) 
• Trends in diffuse emissions from products 

Figure 21 below shows the potential environmental exposure pathways of chemicals, including both 
point source emissions from production installations and diffuse source emissions along the product 
life cycle.  Diffuse source emissions make it particularly challenging to gather quantitative data on 
chemical emissions to the environment, with researchers obliged to rely on modelling approaches.  
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Figure 21: Potential exposure pathways for chemicals from point and diffuse sources 

 

Trends in point emissions from industrial installations (heavy metals example)  
 
In order to provide an overview of reductions in emissions from industrial installations, we provide 
the example of emissions of heavy metals to air, water and soil. Figures 22, 23 and 24 below show the 
releases in air, water and air of heavy metals in tons from industrial activities for the years 2007, 
2008, 2009 and 2010 derived from the E-PRTR.  
 
Figure 22: Trends in emissions of heavy metals to air, in tonnes, 2007 to 2010 
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Figure 23: Trends in emissions of heavy metals to water, in tonnes, 2007 to 2010 

 
 
Figure 24: Trends in emissions of zinc and copper to soil, in tonnes, 2007 to 2010 

 
 
The figure above shows the releases of zinc and copper in tonnes into soil. While table 22 below 
provides data for a range of heavy metals, showing decreases for all substance with the exception of 
mercury. Notably, both mercury and chromium showed significant increases in 2008 and 2009 on 
2007 emissions.    
 
Table 22: Trends in emissions of heavy metal to soil in tonnes, 2007 to 2010 

 2007 2008 2009 2010 
Arsenic  0.8 0.9 0.7 0.3 
Cadmium  0.5 0.6 0.45 0.3 
Chromium 10.4 17.5 18.6 7.18 
Mercury 0.1 0.3 0.2 0.1 
Nickel  7.7 9.3 9.8 4.7 
Lead 29.8 30.8 26.1 19.4 
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The overall release of heavy metals into the three environmental environment has been constantly 
decreasing from 2007 (7221.4 tons) to 2010 (5569,88 tons). 
 
Additional data on trends in riverine loads and direct discharges of cadmium, lead, mercury, lindane 
and PCBs into the North-East Atlantic were identified in a 2011 EEA report on hazardous substances 
in Europe’s fresh and marine waters.318 The report mainly refers to trends of certain hazardous 
substances in transitional, coastal and marine waters in the OSPAR Region from 1990 to 2008.    
 
Figure 25: Input of hazardous substances via riverine loads and direct discharges into the North-East Atlantic, 1990 
to 2008 

 

 
This report states that, despite some uncertainties in the data and the need for caution in interpretation, 
downward trends over the complete time period 1990 to 2008 are detected for all five substances 
(cadmium, lead, mercury, lindane and PCBs) as regard to their total input to the OSPAR region. It 
illustrates such trends by the following examples:  
 

• Significant downward trends in combined riverine inputs and direct discharges of mercury to 
the Greater North Sea and Celtic Sea regions of about 75 % and 85 % respectively, are 
reported for the period 1990–2006.  

• Data from the Rivers Elbe, Meuse and Rhine, show decreases of 65–70 % in riverine inputs 
of mercury over the period 1990-2006  

• Significant downward trends for cadmium are also apparent; these are attributed to declines in 
both riverine inputs and direct discharges, such as a decline of 40% from the River Elbe.   

                                                      
 
 
318 EEA technical report No 8/2011, hazardous substances in Europe’s fresh and marine waters. Available December 2012 
at: ec.europa.eu/dgs/jrc/downloads/jrc_2012_science_for_water_en.pdf 
  



199 
 

• Downward trends in lead are also observed, with substantial decreases apparent in the Rivers 
Rhine and Seine 

• Marked declines in lindane and PCBs are clearly apparent reflecting a ban on the use of both. 
• The North-East Atlantic, concentrations of cadmium, DDT, lead, lindane and PCBs are all 

declining, reflecting the decrease in riverine loads. 
• Declining trends are also evident for lindane in the Baltic Sea, although data from other 

sources (not shown) indicate declining trends in PCBs in herring, perch and mussels in 
several locations in the Baltic Sea.   

• The banning of TBT has led to clear downward trends of concentrations in marine snails in 
the OSPAR region A similar outcome is evident in the Baltic region, with clear declines in 
TBT levels in mussels, eelpout and whelks.319  

 
However, for the time period 2002 to 2008, the picture is not so positive. Over this period, combined 
riverine inputs and direct discharges of cadmium, lindane and PCB7 actually increased, while lead 
inputs and discharges were variable. Only mercury shows a decline in concentration over the period 
2002 to 2008. This suggests that “low hanging fruit” emission reductions were achieved based on 
policies in the late 1980s and early 1990s, while the impact of policy changes in the 2000s either 
remain to be seen, or have been less significant in reducing overall emissions.  

Summary  
 
The EU has set in place the adequate legal and policy instruments to reduce emissions of chemical 
substances through cleaner production (e.g. the adoption of the IED Directive) and to limit chemical 
accidents (Seveso Directive). It developed in this time period monitoring tools to assess emissions of 
chemicals from industrial activities. In collaboration with stakeholder, the EU has identified BAT and 
BATAELs, with comprehensive guidance provided in the BREFs and to be used as a basis for permit 
setting for industrial installations. In addition, some polluting processes are being phase out, for 
example the mercury cell process is not recognised as BAT for the chlor-alkali industry.    
 
Legislation to limit chemical accidents has resulted in a downward trend in the number of chemical 
accidents occurring in the EU.  
 
The EU has also adopted and implemented a range of instruments limiting hazardous substances in 
products, including toys, electronic and electrical equipment, cosmetics, etc. In addition, 
nanomaterials have been addressed within the context of the Biocidal Product Regulation and the 
Cosmetic Regulation.  
 
In terms of gaps, the EU could further enhance and improve its policy and legislation on chemicals in 
products, in particular with regards to the protection of children from chemical exposure. KEMI has 
identified textiles as a product category deserving attention. The existing limit values for lead in toys 
could also be lowered in view of new scientific findings by EFSA. Regarding biocidal products, the 
Commission is due to review by July 2018, the need for additional measures to reduce risks to human 
health and the environment from the use of biocides.  
 
Finally, while nanomaterials have been addressed for certain products (biocides and cosmetics), for 
other products they have not yet been addressed.  
 
However, despite these measures and efforts towards cleaner production and cleaner products, data 
for the 2002-2010 time period does not show that the production of hazardous chemicals in the EU is 
being significantly decoupled from overall chemicals production.   
                                                      
 
 
319 EEA technical report No 8/2011, hazardous substances in Europe’s fresh and marine waters. Available December 2012 
at: ec.europa.eu/dgs/jrc/downloads/jrc_2012_science_for_water_en.pdf  
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Available data show a downward trend in the release of heavy metals from point sources and declines 
in environmental concentrations of key pollutants. The downward trend in emissions shown by data 
for the E-PRTR can be attributed to EU policies to reduce emission of chemicals through cleaner 
production, although the time period is only 2007 to 2010 and therefore limited. While quantitative 
evidence of reductions in diffuse emissions is not available, it can be assumed that prohibitions will 
inevitable result in the elimination of diffuse emissions from target product groups.  
 
While the data on combined riverine inputs and direct discharges of key pollutants to the North-East 
Atlantic from OSPAR demonstrates a downward trend over the whole time period for all pollutants, 
i.e. 1990 to 2008, data from 2002 to 2008 is not particularly encouraging, with increases in combined 
riverine inputs and direct discharges reported for cadmium, lindane and PCB7 and overall reductions 
for lead and mercury.   

Review of Analysis against SMART Criteria 
 
Specific  Tier 1 is specific enough since it assesses the changes in the EU policy and legislation that aim to 

reduce emissions from industrial installations, included from unanticipated accidents and 
assesses EU policy and legislation promoting cleaner products and regulating chemical 
substances in products.    
Tier 2 is specific enough since for the emission reduction through cleaner production it focuses 
on shifts toward cleaner technologies adopted at the EU level (BREF) and trends of Seveso 
accidents.  Tier 2 on cleaner products is also considered specific enough since it takes into 
account trends in the production of hazardous chemicals according to the Eurostat website that 
should be linked to the development of cleaner products. It also take into account the 
development of EU Ecolabel that promote cleaner products 
Tier 3 assesses trends of certain hazardous substances in point emissions from industrial 
installations in the EU and trends in diffuse emissions in certain part of the EU. Data  under this 
indicator may not be specific enough to assess the effectiveness of the EU to reduce chemical 
emissions from industrial installations and products.      

Measurable  Under Tier 1 the changes in EU policy and legislation are objectively measurable since they 
concern new legal requirements, new restrictions, and new areas covered available under 
official EU documents.  
Tier 2 indicator with regard to the shift toward cleaner technologies of major industrial sectors 
is objectively measurable through the development of BAT under the IED Directive [former IPPC 
Directive] that must be applied by industries. Concerning cleaner products the development of 
ecolabels and the trends in the production of chemicals in the EU and Seveso accidents are 
reported by the EU institutions under official source and are thus objectively verifiable.     
Tier 3 indicator provides an assessment of the trends in the release of certain substances from 
point sources and diffuse sources. It is however not clearly verifiable whether these trends, 
because of limited data, can be attributed to the EU policy set in place to reduce emission of 
chemicals through cleaner production and cleaner products.  

Achievable  Tier 1 and Tier 2 and Tier 3 information derive mainly from EU institutions and are thus known 
publically available at reasonable cost and effort. To note that for Tier 3 data on diffuse 
emissions is not complete since it does not cover all the EU and focuses only on certain 
substances.  

Relevant  All three tiers of indicators are relevant to assess progress of the EU with regard emission 
reduction through cleaner production and clean products.  

Timed  With regard to Tier 1 information on EU legislation on emission reduction through cleaner 
production and clean products is available for the period 2002-2012.   
Concerning Tier 2 indicator information is available for the period 2002-2012 or 2011.  
Under Tier 3 indicator, data from point emissions from industrial installations are only available 
for the period 2007-2010 in the E-PRTR. Data on combined riverine inputs and direct discharges 
are available from 2002 to 2008  for the North-East Atlantic but trends are assessed taking into 
account longer periods (e.g.1990-2008) 
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7.3.3 EU Progress under Indicator 8: Hazardous Waste Management 
and Minimisation 

Baseline 2002 

General (hazardous) waste legislation 
 
In 2002, the main EU legal texts relevant to unspecific hazardous waste were the following: 
 
Council Directive 75/442/EEC on waste 
 
This Directive lays down general rules on waste management applying also to hazardous waste and 
defines the term ‘waste’ as ‘any substance or object which the holder disposes of or is required to 
dispose of pursuant to the provisions of national law’ (Article 1(a)). 
 
Council Directive 91/689/EEC on hazardous waste 
 
This Directive sets out specific rules applicable to the management of hazardous waste. The directive 
prescribes more stringent rules for the management of hazardous waste than for non-hazardous waste 
and establishes a ban on mixing different categories of hazardous waste or hazardous waste with non-
hazardous waste, subject to certain exemptions. In its three annexes it provides for criteria for the 
classification of waste as ‘hazardous’. These criteria are related to their nature, the activity which 
generated them (Annex I); their constituents (Annex II); and their properties, (Annex III). As regards 
the packaging and labelling of hazardous waste, the Directive prescribes that is must comply with 
Community and international standards.  
 
Commission Decision 2000/532/EC 
 
This Decision establishes a list of types of waste (hazardous and non-hazardous). It serves to provide 
a common encoding of waste characteristics, including the classification of hazardous wastes. The 
assignment of waste codes then determines the procedures to be imposed when transporting different 
wastes, the granting of installation permits for the processing of specific wastes, and decisions about 
the recyclability of waste materials.  In establishing the properties that led to the categorisation of a 
waste as hazardous, Article 2 of the Decision includes concentration thresholds for all properties other 
than thermal flash point. 

Controls on specific waste streams 
 
In addition, in 2002 the EU had in place controls on specific waste streams. These are considered 
below.  
 
Waste oil  
 
In 2002 the EU legislation applicable to waste oil is Council Directive 75/439/EEC of 16 June 1975 
on the disposal of waste oils. It provides in broad lines that Member States must ensure safe collection 
and disposal of waste oils where the disposal is to be carried out, as far as possible, by recycling. It 
prohibits the uncontrolled discharge of waste oils and requires undertakings disposing of waste oils to 
obtain a permit. It bans on the mixing of waste oils containing impurities in excess of certain values. 
 
End-of-life vehicles 
 
Directive 2000/53/EC of 18 September 2000 on end-of-life vehicles (ELV Directive) entered into 
force on 21 October 2000. It aims to limit waste generation arising from end-of-life vehicles by 
increasing re-use and recycling of ELVs. To this end it obligates the producers of vehicles to pay for 
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the costs to transfer the ELV to an authorized treatment facility. Only if the holder of a vehicle obtains 
a certificate of destruction by such a facility he can deregister the vehicle with the public authorities. 
All hazardous components must be removed before the treatment not to contaminate subsequent 
shredder waste from ELV. The producer must provide dismantling information for each type of new 
vehicle put on the market. With a view to avoiding disposal by landfill, certain reuse and recovery 
targets have to be met based on the average weight per vehicle and year. Economic operators, such as 
producers and dismantlers) are required to publish information on the progress made in terms of 
(design for) recovery and recycling. In order to avoid the need to dispose hazardous waste, the ELV 
Directive prohibits the use of certain hazardous substances in vehicles, notably lead, mercury, 
cadmium and hexavalent chromium other than in cases listed in Annex II to the directive. 
 
Waste electrical and electronic equipment 
 
Directive 2002/96/EC of 27 January 2003 on waste electrical and electronic equipment (WEEE) came 
into force on 21 March 2002. It establishes extended producer responsibility for every producer of 
electrical and electronic equipment (EEE). This means that the producer’s responsibility is extended 
beyond the lifetime of a product to the stage when it becomes waste. Under the Directive 
manufacturers and importers, respectively, are obligated to register the products they put on the 
Community market and to arrange their collection and treatment at the end-of-life stage. Depending 
on the type of equipment certain percentages of recovery (by recycling and reuse, and by recovery by 
incineration) have to be achieved; only the remainders may be disposed of by landfill. Producers must 
label the products to ensure consumers will not discard them with other household waste but bring 
them to the designated collection points.  
 
In addition, they must provide treatment facilities information regarding the location of ‘dangerous 
substances and preparations’ in the equipment. The treatment must be carried out using best available 
treatment, recovery and recycling techniques and must, as a minimum, include the removal of all 
fluids and a selective treatment of certain materials and components of WEEE, mainly those posing 
particular risks during treatment and disposal due to their hazardous properties, for example those 
containing mercury, CFC or brominated flame retardants, or batteries. The treatment operation may 
also be undertaken outside the respective Member State or the Community provided that the shipment 
of WEEE is in compliance with Council Regulation (EEC) No 259/93 of 1 February 1993 on the 
supervision and control of shipments of waste within, into and out of the European Community. 
Lastly, by 31 December 2006 at the latest a rate of separate collection of at least four kilograms on 
average per inhabitant per year of WEEE from private households is to be achieved. 
 
Waste batteries and accumulators 
 
Directive 91/157/EEC of 18 March 1991 on batteries and accumulators containing dangerous 
substances entered into force on 25 March 1991. It applies to batteries and accumulators: 
 

- put on the market as from 1 January 1999 containing more than 0.0005% of mercury by 
weight; 

- put on the market  as from 18 September 1992 and containing more than 25 mg mercury per 
cell, except alkaline manganese batteries; more than 0.025% cadmium by weight; more than 
0.4% lead by weight; 

- and alkaline manganese batteries put on the market as from 18 September 1992 and 
containing more than 0.025% mercury by weight.  

 
The Directive prescribes that waste batteries and accumulators be collected separately ‘with a view to 
their recovery or disposal’. To this end they must be marked and consumers must be informed about 
the dangers of uncontrolled disposal of spent batteries and accumulators. The Directive also provides 
that batteries and accumulators must be readily removable when incorporated into appliances. It 
prohibits the placing on the market of certain batteries and accumulators containing more than 
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0.0005% of mercury by weight. Button cells containing no more than 2% of mercury by weight are 
exempt from the prohibition.  
 
Waste from titanium dioxide industry 
 
Council Directive 78/176/EEC on waste from the titanium dioxide industry covers the disposal of the 
waste and aims to prevention, progressive reduction and finally elimination of pollution caused by 
waste from the titanium dioxide industry. It entered into force on 22 February 1978.  It has been 
complemented by Directive 82/883/EEC on procedures for the surveillance and monitoring of 
environments concerned by waste from the titanium dioxide industry and Directive 92/112/EEC on 
procedures for harmonizing the programmes for the reduction and eventual elimination of pollution 
caused by waste from the titanium dioxide industry.  
 
Sewage sludge   
 
The aim of Directive 86/278/EEC is to encourage the spreading of sewage sludge from waste water 
treatment plants149 in agricultural fields and to prevent harmful effects on soil, vegetation, animals 
and man of this use. The Directive prohibits the use of untreated sludge on agricultural land (Member 
States can authorize this use only if untreated sewage sludge is injected or worked into the soil). The 
Directive requires that sludge should be used in such a way that takes into account the nutrient 
requirements of plants and does not impair quality of the soil and of the surface and groundwater.  
 
The Sewage Sludge Directive establishes limit values for heavy metals concentrations in soil (e.g. 
cadmium 1 to 3 mg/kg of dry matter), for heavy-metal concentrations of sludge for use in agriculture 
(e.g. cadmium 20 to 40 mg/kg of dry matter), for amounts of heavy metals which may be added 
annually to agriculture land based on a 10-year average (e.g. cadmium 0,15 kg per hectare per year). 
Limit values have been established for cadmium, copper, nickel, lead, zinc, mercury and chromium.  
 
Waste water treatment  
 
Directive 91/271/EEC concerning urban waste water regulates the collection, treatment and discharge 
of urban waste water and the treatment and discharge of waste water from certain industrial sectors. It 
defines urban waste water as domestic waste water or the mixture of domestic waste water with 
industrial waste water and/or run-off rain water.  Article 11 of this Directive requires that industrial 
waste water must be pre-treated in order to protect the health of staff working in collecting systems 
and treatment plants, to ensure that collecting systems, waste water treatment plants and associated 
equipment are not damaged, that the operation of the waste water treatment plant and the treatment of 
sludge are not impeded,  that discharges from the treatment plants do not adversely affect the 
environment, or prevent receiving water from complying with other Directives, and that sludge can be 
disposed of safety in an environmentally acceptable manner.  
 
Landfill of waste  
 
Directive 1999/31/EC sets technical and operational requirements for dumping of waste in landfills 
with the aim of preventing or reducing negative effects on the environment, in particular the pollution 
of surface water, groundwater, soil and air. It establishes three classes of landfill on the basis of the 
types of waste that they will receive: landfill for hazardous waste, landfill for non-hazardous waste, 
landfill for inert waste. The technical requirements in terms of monitoring waste inputs, controlling 
emissions and monitoring leachates differ from the different landfills, with requirements being most 
stringent for landfill for hazardous waste and least stringent for landfill for inert waste.  
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Tier 1 Questions 
 
 Review the existence of: 

• Policies to promote the sound management of hazardous wastes and to minimise hazardous wastes 
• Emphasis on treatment at source, i.e. domestic capacities for hazardous waste treatment 
• Guidelines and methods for testing, characterising and managing hazardous wastes 
• Encouraging reuse and recycling of hazardous wastes 
• Industry responsible for disposing of its own hazardous wastes 
• Remediation of contaminated sites 

 

Changes in General (hazardous) waste legislation from 2002-2012 

Between 2002 and 2012 both Council Directive 75/442/EEC on waste and Council Directive 
91/689/EEC on hazardous waste were amended. Council Directive 75/442/EEC on waste was finally 
repealed by Directive 2006/12/EC on waste. The main changes are summarised below.  

Directive 2006/12/EC on waste 

This Directive lays down general rules on waste management applying also to hazardous waste and 
defines the term ‘waste’ as ‘any substance or object in the categories set out in Annex I which the 
holder discards or is required to discard’. By referring to the categories set out in its Annex, rather 
than to the national provisions of the Member States, as under Directive 75/442/EEC, the Directive 
harmonises the term ‘waste’ across the EU. 
 
Directive 2008/98/EC on waste 
 
Directive 2008/98/EC of 19 November 2008 on waste, hereinafter referred to as ‘Waste Framework 
Directive’, entered into force on 12 December 2008 and repealed Directive 2006/12/EC on waste, 
Council Directive 91/689/EEC on hazardous waste and Directive 75/439/EEC with effect from 12 
December 2010. 
 
It establishes the general framework for waste policies, including the definition of concepts such as 
waste, recovery and disposal and key requirements for waste management. Requirements include the 
obligation for an establishment or undertaking carrying out waste management operation to have a 
permit or to be registered, and the obligation for Member States to draw up waste management plans. 
Member States should take measures to treat waste in line with the waste hierarchy, and ensure that 
waste management is not harmful to human health or the environment.  
 
The Waste Framework Directive clarifies definitions and lays down waste management principles 
such as the "polluter pays principle" or the "waste hierarchy", thus promoting waste recovery and use. 
In addition, it integrates the provisions of Directive 91/689/EEC on hazardous waste. Accordingly, the 
properties that render waste hazardous are laid down in Regulation No 1272/2008 on classification, 
labelling and packaging of substances and mixtures. 
 
As regards the management of hazardous waste, the general rules on waste management provided for 
in Directive 2008/98/EC apply. With a view to strengthen re-use, prevention and recycling of waste, 
the Waste Framework Directive establishes extended producer responsibility for every producer of a 
product. Furthermore, the Waste Framework Directive lays down the principles of self-sufficiency 
and proximity in waste management. Member States must establish a network of waste disposal 
installations, where necessary in cooperation with other Member States with view to enable the Union 
to become self-sufficient in waste disposal. 
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Changes in controls on specific waste streams from 2002-2012 
 
Waste oil 
 
Waste oil falls within the scope of the Waste Framework Directive (Directive 2008/98/EC) since 12 
December 2010. The provisions of Directive 75/439/EEC have been integrated into the Waste 
Framework Directive. 
 
End-of-life vehicles 
 
The ELV Directive has been amended several times, the last amendment dated 31 March 2011. The 
amendments include, among others, the following provisions: 

• The list of components exempt from the substance restrictions set out in Annex II must be 
amended regularly to reflect technical and scientific progress; 

• The definition of ‘hazardous substance’ under the ELV Directive is related to certain hazard 
classes set out in Annex I to Regulation 1272/2008/EC (the ‘CLP Regulation’). 

Waste electrical and electronic equipment 
 
A recast of the ‘WEEE Directive’ has entered into force on 13 August 2012. It significantly tightens 
the requirements regarding the minimum collection rates of WEEE to be achieved. Until the end of 
2015 the collection rate set in Directive 2002/96/EC regarding WEEE from private households 
continues to apply. By 2016, the minimum collection rate of WEEE is to rise to 45% calculated on the 
total weight of WEEE collected, expressed as a percentage of the average weight of EEE placed on 
the market in the three preceding years in the respective Member State. The rate is to increase to 65% 
by 2019, or alternatively 85% of WEEE generated on the territory of that Member State. 
 
Furthermore, retailers of EEE whose shop space covers at least 400 m2 are obligated to provide 
collection points for small WEEE free of charge or show that an alternative system is equally 
effective. 
 
As regards the selective treatment for the materials and components of WEEE containing hazardous 
substances (as set out in Annex II to the overhauled directive), the recast requires the disposal or 
recovery of these substances, mixtures and components to be in compliance with the Waste 
Framework Directive, pursuant to Article 8(2) in conjunction with Annex VII to the recast directive. 

Due to continuous illegal exports of WEEE, the provisions related to the export of WEEE to other 
Member States and outside the EU have been strengthened. Under the recast directive, shipment of 
WEEE for treatment must be compliant with Regulation 1013/2006/EC of 14 June 2006 on waste 
shipment and Commission Regulation 1418/2007/EU of 29 November 2007 concerning the export for 
recovery of certain waste listed in Annex III or IIIA to Regulation 1013/2006 to certain countries to 
which the OECD Decision on the control of transboundary movements of wastes does not apply. In 
addition, WEEE exported out of the Union only count towards the fulfilment of obligations and 
targets set out in the recast directive if the exporter can prove that the treatment took place in 
conditions that are equivalent to the requirements of the recast directive. The Commission must adopt 
criteria for the assessment of ‘equivalent conditions’ by 14 February 2014. 

Batteries and accumulators waste 
 
Directive 2006/66/EC on batteries as amended prohibits the placing on the market of certain batteries 
and accumulators containing mercury or cadmium. It also promotes a high level of collection and 
recycling of waste batteries and accumulators and improved environmental performance of all 
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operators involved in the life cycle of batteries and accumulators, such as  producers, distributors and 
end-users and, in particular, those operators directly involved in the treatment and recycling of waste 
batteries and accumulators. It applies to all batteries place on the EU market compared to Directive 
91/157/EC which applied only to batteries containing mercury, lead or cadmium and excluded ‘button 
cells’.  
 
On 26 March 2012, the Commission proposed an amendment to Directive 2006/66/EC on batteries 
and accumulators and waste batteries and accumulators regarding the placing on the market of 
portable batteries and accumulators containing cadmium intended for use in cordless power tools.  
 
Mining waste   
 
This Directive applies to waste resulting from the extraction, treatment and storage of mineral 
resources and the working of quarries. Waste covered by this Directive no longer falls within the 
scope of Directive 1999/31/EC on the landfill of waste. 
 
This particular waste must be managed in specialised facilities in accordance with specific rules. In 
accordance with Directive 2004/35/EC, operators of such facilities are subject to liability in respect of 
environmental damage caused by their operation. 
 
Waste facilities may be placed in one of two categories according to their potential risks: Category A 
or Category B.  Waste facilities that contain waste classified as hazardous above a certain threshold; 
or it contains substances or preparations classified as dangerous under Directives 67/548/EEC or 
1999/45/EC above a certain threshold must be classified under Category A.  
 
Operators of Category A facilities must draw up a policy for preventing major accidents; a safety 
management system; an internal emergency plan specifying the measures to be taken on-site in the 
event of an accident. For facilities in this category, the competent authority must draw up an external 
emergency plan specifying the measures to be taken off-site in the event of an accident. These two 
types of emergency plan (produced by the operator and the competent authority) are intended to 
reduce the impact of major accidents on health and the environment and ensure the restoration of the 
environment following such an accident.  
 
The competent national authority must ensure that waste facility operators have taken the measures 
necessary to prevent water and soil contamination, in particular by: 

• evaluating leachate generation (leachate means any liquid percolating through the deposited 
waste, including polluted drainage);  

• preventing leachate generation and preventing surface water or groundwater from being 
contaminated by the waste;  

• Treating contaminated water and leachate in order to ensure their discharge.  

The Directive also introduces specific measures relating inter alia to cyanide concentrations in tailings 
ponds and the disposal of waste in waters other than those specifically intended for waste disposal. 
When placing extractive waste back into the excavation voids for rehabilitation and construction 
purposes, operators must take appropriate measures to secure the stability of the waste, monitor it and 
prevent soil and water pollution 
 
Landfill of waste  
 
The Landfill Directive was amended by Directive 2011/97/EU, which sets specific requirements for 
the temporary storage of metallic mercury.  
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Guidance document on waste prevention programmes  
 
The Commission has published in October 2012 a guidance document to support Member States for 
the preparation of waste prevention programmes as required by the waste framework Directive.  
 
Integrated Product Policy  
 
In 2003 the European Commission has adopted a communication on integrated product policy 
‘building on environmental life-cycle thinking’ which aim is to reduce the environmental impacts 
from products throughout their life-cycle, harnessing, where possible, a market driven approach, 
within which competitiveness concerns are integrated.  

Site Remediation 
 
The IED contains requirements regarding site remediation following cessation of activities in order to 
protect soil and ground water. Since waste management operations are covered by the IED (with 
relevant volume thresholds), hazardous waste sites will be affected by these requirements.   
 
The operators must provide a baseline report on the state of soil and groundwater contamination, in 
order to allow for a quantified comparison between the state of the site described in that report and the 
state of the site upon definitive cessation of activities. The baseline report should contain existing data 
on soil and groundwater measurements and historical data related to past uses of the site. A significant 
change in pollution levels may trigger the obligation to return the site to the state described in the 
baseline report. When assessing the level of significance of the pollution of soil and groundwater 
caused by the operator, Member States take into account the permit conditions that have applied over 
the lifetime of the activity concerned, the pollution prevention measures adopted for the installation, 
and the relative increase in pollution compared to the contamination load identified in the baseline 
report.  
 
These requirements are stricter than those included in the IPPC Directive, which requirement the 
permit to include necessary measures to be taken upon definitive cessation of activities to avoid any 
pollution risk and return the site of operation to a satisfactory state. 

The roadmap to resource efficiency  
 
This Commission roadmap adopted in September 2011 outlines how the EU economy can be 
transformed into a sustainable one by 2050.320 It contains section on turning waste into a resource 
where the Commission identifies the measures to achieve that target:  
 
• Stimulate the secondary materials market and demand for recycled materials through economic 

incentives and developing end-of-waste criteria (in 2013/2014); 
• Review existing prevention, re-use, recycling, recovery and landfill diversion targets to move 

towards an economy based on re-use and recycling, with residual waste close to zero (in 2014); 
• Assess the introduction of minimum recycled material rates, durability and reusability criteria and 

extensions of producer responsibility for key products (in 2012); 
• Assess areas where legislation on the various waste streams could be aligned to improve 

coherence (in 2013/2014); 

                                                      
 
 
320 http://ec.europa.eu/environment/resource_efficiency/pdf/com2011_571.pdf  

http://ec.europa.eu/environment/resource_efficiency/pdf/com2011_571.pdf
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• Continue working with international partners to eradicate illegal waste shipments with a special 
focus on hazardous waste; 

• Ensure that public funding from the EU budget gives priority to activities higher up the waste 
hierarchy as defined in the Waste Framework Directive (e.g. priority to recycling plants over 
waste disposal) (in 2012/2013); 

• Facilitate the exchange of best practice on collection and treatment of waste among Member 
States and develop measures to combat more effectively breaches of EU waste rules (in 
2013/2014). 

Summary of Changes in waste legislation from 2002-2012 
 
Table 23 below provides a summary overview of the changes to strengthen controls on hazardous 
wastes and specific hazardous waste streams from 2002 to 2012.  
 
Table 23: Summary of changes in EU legislation on hazardous waste from 2002 to 2012 

Summary of EU policy and legislative changes (2002-2012) 
Adoption Waste Framework Directive  

• Extended producer responsibility 
• Waste hierarchy   
• Waste management plans by Member States  

WEE Directive amendments   
• More stringent collection rate 
• Collection points expanded 
• Measures on shipment of WEE  

Directive on batteries and accumulators 
• Prohibition of batteries with mercury or Cadmium  
• Scope broaden to all batteries 

Adoption of the Mining waste Directive 
• Specific measures for mining hazardous waste  
• Measures on cyanide concentrations in tailings ponds  
• Measures to prevent water and soil contamination  

Landfill of waste 
• Requirements for the temporary storage of mercury  

Adoption of the Communication on integrated product policy   
• Actions to reduce environmental impact of products from cradle to grave 

Roadmap to resource efficiency  
• EU actions proposed to turn waste into a resource  

Tier 2 Questions 
 

• Trends in total volumes of hazardous waste generated, and volume by tonne of production  
• Trends in the hazardous characteristics of waste  
• Trends in transboundary movements of hazardous wastes  

 

Trends in total volume of hazardous waste 
 
In 2002, Regulation 2150/2002 on waste statistics was adopted and established a framework for 
harmonised EU statistics on waste in order to monitor the implementation of EU waste policies.  
Starting with reference year 2004, the Regulation requires EU Member States to provide data on the 
generation, recovery and disposal of waste every two years. Data on waste generation and treatment 
are only available for four reference years, namely, 2004, 2006, 2008 and 2010.  
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Figure 26: Hazardous waste generation by Member State per capita from 2004 to 2010 

 
 

 
Source: Eurostat, available at: 
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php?title=File:Hazardous_waste_generation,_2004_and_2010_(1)_(kg_per_inhabitant).png&filetimestamp=2
0121022151834
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According to Eurostat, in 2010, some 94.5 million tonnes of hazardous waste were generated in the 
EU27; this was higher than in 2004 (89 million tonnes), but lower than in 2006 (101 million tonnes) 
and 2008 (98 million tonnes).321 As such the overall trend from 2004 to 2010 is an increase in total 
hazardous waste generation.  
 
Figure 26 above shows the volume of hazardous waste (including minerals) that was generated per 
inhabitant during the period from 2004 to 2010 for the EU27 and for the individual Member States.  
In 2010, the generation of hazardous waste across the EU Member States ranged from 22 kg per 
inhabitant to 747 kg per inhabitant. Again the trend shows an overall increase in hazardous waste 
generation per capita in the EU27 from 2004 to 2010.  

Trends in hazardous characteristics of waste 
 
Mineral and solidified waste, chemical and medicine waste, combustion waste remain the major 
sources of hazardous waste in the EU.  The share of the different hazardous waste generated in the EU 
hardly changed from 2004 to 2010 as shown in table 24 below.322   
 
Table 24: Hazardous waste generation in kg per capita for the EU27 from 2004 to 2010 

                                      Years 
 
Hazardous waste generation 

2004  2006 2008 2010 

Total  (kilogram per capita) EU 27 countries  181 (100%) 204 (100%) 196 (100%) 198 (100%)  
Mineral and solidified waste  95 (52%) 105 (51%) 109 (56%) 101 (51%) 
Chemicals and medicine waste  59 (32%) 70 (34%) 63 (32%) 66 (33%) 
Combustion waste 25 (14%) 25 (12%) 26 (13%) 21 (10.5%) 
Chemical deposit and residues  22 (12%) 24 (12%) 23 (12%)  
Acid alkaline or saline waste  9 (5 %) 10 (5%) 8 (4%)  7 (3.5%) 
Used oils 9 (5%) 13 (6%) 11 (6%) 10 (5%) 
Chemical preparation waste  7 (4%) 8 (4%) 7 (3.5%)  
Spent solvents 6 (3%) 6 (3%) 5 (2.5%) 6 (3%) 
Soil     18 (9%) 
Industrial effluent sludge  4 (2%) 6 (3%) 6 (3%) 7 (3.5%) 
Health care and biological wastes  2 (1%) 2 (1%) 2 (1%) 4 (2%) 
Wood wastes  2 (1%) 2 (1%) 3 (1.5%) 3 (1.5%) 
Discarded vehicles  11 (6%) 16 (8%) 11 (5.5%) 12 (6%) 

Batteries and accumulator waste  2 (1%) 3 (1.5%) 3 (1.5%) 3 (1.5%) 
Mixed ordinary wastes  9 (5%) 4 (2%) 2 (1%) 7 (3.5%) 
Mixed and undifferentiated material 8 (4%) 3 (1.5%) 1 (0.5%) 3 (1.5%) 
Sorting residue  1 (0,5%) 1 (0,5%) 2 (1%) 4 (2%) 
Solidified, stabilised or vitrified wastes 1 (0.5%) 2 (1%) 3 (1.5%)  
 

Generation of hazardous waste by economic activity 
 
Following table 25 below, from 2004 to 2010 the major contributors of hazardous waste were the 
manufacturing sector, mining and quarrying, water supply, sewerage, waste management and 
remediation activities, construction and services. No major changes can be observed during this 

                                                      
 
 
321 Eurostat: Waste Statistics (data from 2012) available December 2012 at: 
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php/Waste_statistics   
322Information retrieved from the Eurostat website available December 2012 at: 
http://appsso.eurostat.ec.europa.eu/nui/show.do  

http://epp.eurostat.ec.europa.eu/statistics_explained/index.php/Waste_statistics
http://appsso.eurostat.ec.europa.eu/nui/show.do
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period, apart from the sustained rise of hazardous waste from water supply, sewerage, and waste 
management and remediation activities.323   
 
Table 25: Generation of hazardous waste by economic activity (kg per capita) EU 27 

                  Years 
 
  

2004 
 
 
 

2006 2008  2010  

Agriculture forestry and fishing 2 2 2 2 
Mining and quarrying  30 32 28 28 
Manufacturing 54 53 51 52 
Electricity gas steam and air conditioning supply  15 15 13 16 
Water supply, sewerage, waste management and remediation activities324  22 25 29 33 
Construction  27 38 40 32 
Services (except wholesale of waste and scrap) 24 31 25 22 
Wholesale of waste and scrap  2 2 2 7 
Households 3 5 4 6 
 

Trends in transboundary movements of hazardous wastes 
 

According to the EEA, EU exports of hazardous waste, which may be explosive, flammable, irritative, 
toxic or corrosive, grew by 131 % in the period 2000–2009, while the amount of hazardous waste 
generated in the EU increased by 28 % in the same period. Flows of hazardous waste into the EU 
countries, from other EU countries and also from outside the EU, almost trebled between 2001 and 
2009, reaching 8.9 million tonnes.325  

Tier 3 Questions 
 
• Emission from waste treatment facilities  
• Reductions in the hazardous characteristics of landfill leachate 
 

Emission from hazardous waste treatment facilities (2007-2010) 
 
Table 26 below lists the releases in air, water and air of certain pollutants such as chlorinated organic 
compounds, other organic substances and heavy metals from disposal or recovery of hazardous waste 
activities for the years 2007, 2008, 2009 and 2010 according to the E-PRTR. Overall the releases of 
chlorinated organic compounds have constantly decreased during this time period from 5,531 kg in 
2007 to 825 kg in 2010. Finally an overall decreasing trend can be identified in releases of heavy 
metals (45,699 kg in 2007 and 32,743 kg in 2010), despite a significant increase in 2009.326  

                                                      
 
 
323Information retrieved from Eurostat. Available December 2012 at: 
http://epp.eurostat.ec.europa.eu/tgm/table.do?tab=table&init=1&plugin=1&language=en&pcode=tsdpc250  
324According to the Eurostat terminology, water supply refers to the collection, purification, desalinisation and distribution 
of water. Sewerage activities concern the operation of sewer systems or sewage treatment facilities that collect, treat, and 
dispose of sewage. Water supply activities are often carried out in conjunction with, or by units also engaged in, the 
treatment of sewage.  This sector also includes the management of other forms of waste, whether solid or non-solid, 
industrial or household – including the dismantling of wrecks and the operation of materials recovery facilities. Finally, it 
also covers remediation activities such as decontamination.  
325Information retrieved from the EEA website, EU exporting more waste, including hazardous waste, published November 
2012 and available December 2012 at: http://www.eea.europa.eu/highlights/eu-exporting-more-waste-including  
326 Information retrieved from the E-PRTR  website:  http://prtr.ec.europa.eu/TimeSeriesPollutantReleases.aspx  

http://epp.eurostat.ec.europa.eu/tgm/table.do?tab=table&init=1&plugin=1&language=en&pcode=tsdpc250
http://www.eea.europa.eu/highlights/eu-exporting-more-waste-including
http://prtr.ec.europa.eu/TimeSeriesPollutantReleases.aspx
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Table 26: Pollutant releases from disposal or recovery of hazardous waste 

  2007  2008 2009 2010  
Chlorinated organic compounds   
1,2-dichloroethane 
(DCE)  
 

Air : 3500 kg 
Water:898 kg  

Air : 2200 kg  
Water : 622 kg  

Water : 655 kg  Water : 194.8 kg  

Dichloromethane Air: 165 kg:  
Water: 88 kg: 
Total:  

Air: 125 kg  
Water:246kg 

Air: 142 kg  
Water: 97.2 kg 

Air: 24 kg 
Water: 97.5 kg 

Halogenated organic 
compounds  

Water: 40 kg Water:35 kg  Water:37 kg  Water:33 kg  

Hexabromobiphenyl  
 

0 Water: 55kg  0 0 

Hexachlorobenzene Water: 7 kg Water: 17 kg  None  None  
Hexachlorobutadiene Water: 12.5 kg  Water: 27 kg  Water:6 kg  0 
PCDD + PCDF (dioxins + 
furans) (as Teq)  

Air: 0.00296 kg  Air: 0.01572 kg  Air: 0,009524 kg  Air: 0.004807 kg 

Pentachlorobenzene Water: 12kg  Water: 17.6 kg  Water: 4.4 kg  Water:2.7 kg  
Pentachlorophenol 
(PCP) 

0 Water: 110 kg 0 0 

Polychlorinated 
biphenyls (PCBs)  

Air: 0.725 kg 
Water:0.4 kg 

Air: 2,081 kg  
Water:28 kg  

Air: 2.1 kg  
Water: 0.507 kg 

Air: 0.412kg 

1,1,2,2-
tetrachloroethane  

Air: 100 kg  0 Air:70 kg 0  

Tetrachloroethylene Water: 58 kg  Air: 12 kg  
Water: 70 kg  

Air: 23 kg 
Water: 56 kg 

Air: 11 kg  

Tetrachloromethane 
(TCM)  
 

Water: 32 kg  Water: 31 kg Water: 25 kg Water: 20 kg  

Trichlorobenzenes 
(TCBs) (all isomers)  
 

Water: 5.53 kg  Water: 24 kg  Air: 432 kg 
Water: 12 kg 

Air: 89 kg  

1,1,1-trichloroethane  Air: 84 kg Air: 61 kg  Air: 42 kg  0  
Trichloroethylene  Water: 95 kg  Air: 195 kg  

Water: 119 kg  
Air:142 kg 
Water: 82 kg 

Air:278 kg  

Trichloromethane Water: 221 kg  Water: 260 kg  Water: 146 kg  Water: 94 kg 
Vinyl chloride Air: 86 kg  

Water : 126kg 
Air : 77 kg  
Water : 104 kg  

Air : 98 kg  
Water : 80 kg  

0 

Total  5531 kg 4438 kg  2152 kg  825 kg  
Other organic substances  
Benzene  Air : 100kg  Air : 26 kg  Air:33 kg  Air : 30kg  
Di-(2-ethyl hexyl) 
phthalate (DEHP)  

0 Water : 110kg  0 0  

Naphthalene  0 0 Air : 593 kg  0  
Nonylphenol and 
Nonylphenol 
ethoxylates (NP/NPEs)  

Water: 10kg  Water: 10kg  0  0  

Octylphenols and 
Octylphenol ethoxylates  

Water: 1 kg Water: 5kg  0 0 

Organotin compounds 0 0 437 kg  
Phenols (as total C) Water: 18463 kg Water: 2576 kg Water: 1993kg Water: 203kg 
Polycyclic aromatic 
hydrocarbons 

Air: 1816 kg 
Water: 127 kg 

Air: 11 100 kg 
Water: 132 kg 

Air: 590 kg 
Water:29 kg 

Air: 753 kg 
Water:29 kg 
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Total organic carbon Water: 3.596.200 
kg 

Water: 3092200 kg Water: 2695 
000kg 

Water: 3 311 900 

Xylenes Water: 97 kg    
Total  3 616 814 kg  3 106 159 kg  2 698 675 kg 3 45312 915 
Heavy metals  
Arsenic and compounds Air: 142 kg 

Water: 300 Kg 
Air:86 kg 
Water:284 kg 

Air: 141 kg 
Water: 527 kg 
Soil:5 kg 

Air: 50 kg 
Water: 443 Kg 
 

Cadmium and 
compounds  

Air: 103 kg 
Water: 180 kg 

Air: 2996 kg 
Water: 188 kg 

Air: 322 kg 
Water: 174 kg 

Air:47 kg 
Water:73 kg 

Chromium and 
compounds  

Air: 1174 kg 
Water: 1452 kg 
Soil:391 kg 

Air: 1000 kg 
Water:1644 kg 
Soil: 78 kg 

Air: 625 kg 
Water: 2448 Kg 
Soil: 93 kg 

Air: 587 kg 
Water: 1886 kg 

Copper and compounds Air: 157 kg 
Water: 3841 kg 
Soil: 1000 kg  

Air:186 kg 
Water: 3531 kg 
Soil: 734 kg  

Air: 684 kg 
Water: 9824 kg 
Soil: 636 kg 

Air: 595 kg 
Water: 2953 kg 

Mercury and 
compounds 

Air: 415 kg 
Water: 30 kg 
Soil:5 kg  

Air: 332 kg 
Water: 30 kg 
Soil:1,5 kg 

Air: 581 kg 
Water: 123 kg 
Soil: 3,5 kg  

Air:532 kg 
Water:40 kg 

Nickel and compounds  Air: 5371 kg 
Water: 4025 kg 
Soil:140 kg 

Air: 700 kg 
Water: 3888 kg 
Soil: 40kg  

Air: 435 kg 
Water:  3581kg 
Soil: 43kg 

Air: 331 kg 
Water: 3575 kg 

Lead and compounds Air: 703 kg 
Water: 738 kg 
Soil: 313 

Air: 611 kg 
Water: 574 kg 
Soil: 116 kg 

Air: 5318 kg 
Water: 887 kg 
Soil: 138 kg 

Air: 429kg 
Water: 1072kg 

Zinc and compounds Air: 11 485 kg 
Water: 10640 kg 
Soil: 3094 kg 

Air: 10 358 kg 
Water: 8143 kg 
Soil: 2081 kg 

Air: 14 496 kg 
Water: 11 200 kg 
Soil: 1830 kg 

Air: 7104 kg 
Water: 13 026 kg 
 

Total    45 699 kg 37 601,5 kg 54 114,5 kg 32 743 kg  
 

Reduction in the hazardous characteristics of landfill leachate  
 
We were not able to find comprehensive data on leachate characteristics from hazardous waste 
management facilities. In terms of legal requirements, the Landfill Directive sets specific 
requirements to control leachate emissions from hazardous waste landfills. The thickness of the 
mineral layer that forms the base and sides of the landfill must be equal to or greater 5m for a landfill 
accepting hazardous waste. The permeability requirements are (K ≥ 1.0 x 1.0-9 m/s). The landfill is 
required to have an artificial sealing liner and a drainage layer in order to collect leachate. The 
Directive goes on to provide recommendations for surface sealings to prevent leachate formation, 
with an artificial surface sealing recommended only for landfills that accept hazardous waste. 
However, these requirements only applied immediately to newly constructed landfills. Existing 
landfills were obliged to present conditioning plans and had eight years to adjust to the new operating 
conditions, i.e. until July 2009. As such, impacts on leachate characteristics are not likely to be 
significant until after this date.  

Summary 
 
Since 2002, the EU has set in place legal and policy instruments to prevent and reduce hazardous 
waste, to ensure their environmentally sound management and promote their recovery and recycling. 
The Waste Framework Directive established the extended producer responsibility principle which 
makes industry responsible for the treatment of hazardous waste. In addition, methods were set in 
place to classify and identify hazardous waste. The EU legislation set specific requirements for the 
different waste streams, and has programmes in place to facilitate exchange in best practice on 
hazardous waste management.   
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The EU legislation on sewage sludge has not changed since the 1980s despite progress on sewage 
treatments, new findings on its environmental impacts and changes of composition (e.g. 
nanomaterials, pharmaceuticals). In light of this, the Commission recently assessed whether the 
current Directive should be reviewed. In the context of the assessment, further information was sought 
about the presence of emerging pollutants in sewage sludge which could contaminate terrestrial and 
aquatic environment when the sludge is used in agriculture. The Commission dedicated one of the 
FATE series monitoring projects (monitoring of the fate and impact of pollutants on the 
terrestrial/aquatic interface) to sewage sludge, aiming to gain an European-wide snapshot on the 
occurrence and concentration levels of "classical" inorganic and organic contaminants such as heavy 
metals, PCBs, PCDD/Fs, and PAHs, but also on less investigated emerging compounds (e.g. 
brominated flame retardants, ingredients of personal care products, pharmaceuticals, etc.) in both 
sewage sludge (FATE SEES) and treated bio-waste (FATE COMES). A resulting 2012 JRC report327 
presents results from the analysis of 63 samples taken from 15 member states during 2011, tested for 
the presence of 22 chemical elements and 92 organic compounds such as pesticides, caffeine and the 
painkiller diclofenac. The report found levels to be too low to present a risk and concluded there is no 
need for a revision of EU limits on pollutants in sewage sludge used as fertiliser, implying that there is 
no current gap in the requirements.   
 
Finally, while the obligation to return a hazardous waste site to the baseline at the start of operations is 
foreseen under the IED Directive, the requirements are limited, since the operator is obliged only to 
return the site to the baseline level only when the competent authority deems this necessary following 
an assessment of a range of factors, one of which is changes in the pollution of groundwater and soil. 
In addition, there is no mechanism in place in the EU for ensuring the remediation of hazardous waste 
sites for which there is no current responsible operator. No additional EU measures and policies were 
set in place for the remediation of contaminated hazardous waste sites, despite it being mentioned as a 
key issue under the Thematic Strategy for Soil Protection adopted by the Commission in 2006.328   
 
Despite stringent EU measures the amount of hazardous waste generated is not declining in the EU 
and the export of hazardous waste is significantly rising. The EU has therefore not achieved the 
objective of being self-sufficient in hazard waste treatment, as set out under Chapter 20 of Agenda 21.   
 
Downward trends in releases of certain substances into the environment from waste hazardous waste 
treatment facilities from 2007 to 2010 can be attributed to the EU efforts to better manage hazardous 
waste, including preventive and end of pipe measures.  

Review of Analysis against SMART Criteria 
 
Specific Tier 1 is specific enough since it assesses the changes in the EU policy and legislation that 

promote the reduction of hazardous waste and their sound management.  
Tier 2 is also specific enough since it focuses on EU trends in total volume of hazardous waste, 
in hazardous characteristics of waste and in generation of hazardous waste by economic 
activity to assess the outcome of the EU legislation and policy in this field.  
Tier 3 is considered specific enough since it assesses the impact of the EU legislation and policy 
on waste through the emissions trends from hazardous waste treatment facilities located in the 
EU.  

Measurable Under Tier 1 the changes in EU policy and legislation are objectively measurable since they 
refer to the adoption of new legal texts (Mining waste Directive) or policy documents (roadmap 

                                                      
 
 
327 Tavazzi S. et al (2013) Occurrence and levels of selected compounds in European Sewage Sludge Samples, European 
Commission, JRC, ISPRA, Italy 
328 Communication from the Commission to the Council, the European parliament, the European economic and social 
Committee and the committee of the regions, thematic strategy for soil protection, Brussels, 22.9.2006 COM (2006)231 
final 
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to resource efficiency) or amendments to the legislation in place (WEE Directive).   
Tier 2 on the hazardous waste trends in the EU are based on objectively verifiable information 
from Member States that are obliged to provide information to the Commission.  
Data and trends under Tier 3 on emission from hazardous waste treatment facilities are 
objectively verifiable under the EPRTR data base.   

Achievable Information collected under Tier 1 Tier 2 and Tier 3 derives mainly from EU institutions and is 
thus known publically available at reasonable cost and effort. 

Relevant All three tiers indicators to assess the EU policy on hazardous waste management and 
minimisation.  

Timed With regard to Tier 1 information on EU legislation on hazardous waste management and 
minimisation is available for the period 2000-2012.  
Concerning Tier 2 data on hazardous waste generation and treatment are only available for 
four reference years, namely, 2004, 2006, 2008 and 2010.  
Data on emission from hazardous waste treatment facilities from the EPRTR are available for 
the years 2007 to 2010.  

7.3.4 EU Progress under Indicator 9: Sound Agricultural Practice 

Baseline 2002 
 
In 2002, Directive 91/414/EEC defining rules for the authorisation of plant protection products 
(PPPs), or pesticides, had already regulated the placing on the market of pesticides for 10 years. The 
Directive required extensive risk assessments for effects on health and environment to be carried out, 
before a PPP could be placed on the market and used. Moreover, a thorough review of more than 
1,000 active substances present on the EU market was on going in 2002. Out of those substances, two 
thirds were withdrawn from the market, most of them because industry did not provide the data for 
the risk assessment that was necessary for substance approval. 
 
The “use” phase of pesticides was addressed, in that Member States were to authorise the use of a 
specific plant protection product and ensure the proper use of plant protection products, including 
compliance with authorisation decisions and labelling requirements, and application of the principles 
of good plant protection practice as well as, whenever possible, the principles of integrated control. 
 
On fertilisers, the most relevant act was the Nitrates Directive 91/676/EEC329, which aimed to protect 
waters in Europe by preventing nitrates from agricultural sources from polluting groundwater and 
surface waters and by encouraging the use of good (less intensive and less chemical-reliant) 
agricultural practices. The Nitrates Directive is an integral part of the Water Framework Directive and 
is one of the key instruments for protecting water against agricultural pressures. It requires Member 
States to identify bodies of groundwater that contain more than 50 mg/l nitrate or could contain more 
than 50 mg/l nitrate if preventative measures are not taken.  
 
Also, since 1997 the Commission has initiated and conducted together with the Member States a risk 
assessment programme for cadmium in fertilisers as cadmium poses significant risks to human health 
and the environment. Risk assessments have been carried out by nine Member States based on 
existing data in 2000330. The risk assessments and different management options are summarised in a 
single report, which is available online331.   

                                                      
 
 
329 Council Directive 91/676/EEC of 12 December 1991 concerning the protection of waters against pollution caused by 
nitrates from agricultural sources. OJ L 375, 31.12.1991, p. 1–8 
330 See : http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-
assessment_en.htm  
331 http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-
assessment_en.htm 

http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm
http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm
http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm
http://ec.europa.eu/enterprise/sectors/chemicals/documents/specific-chemicals/fertilisers/cadmium/risk-assessment_en.htm
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Tier 1 Questions 
 

• Review the existence of policies on pesticides use, policies to promote integrated pest management and 
organic farming and policies to reduce the use of agrichemicals (fertilisers) 

 

Policies on pesticides use 
 
In adopting the 6th Environment Action Programme in 2002, the European Parliament and the Council 
recognised that the impact of pesticides on human health and the environment, in particular from plant 
protection products, should be further reduced. To this end, the European Commission launched in 
2002 a Communication ‘Towards a Thematic Strategy on the Sustainable Use of Pesticides’332 as well 
as a wide consultation exercise. 
 
As a result of the consultation process, a Thematic Strategy on the Sustainable Use of Pesticides333 
was published in 2006 with the aims to (a) minimise the hazards and risks to  health and environment 
from the use of pesticides; (b) improve controls on the use and distribution of pesticides; (c) reduce 
the levels of harmful active substances including through substituting the most dangerous with safer 
(including non-chemical) alternatives; (d) encourage low-input or pesticide-free cultivation, among 
others through raising users’ awareness, promoting the use of codes of good practices and promoting 
consideration of the possible application of financial instruments; (e) establish a transparent system 
for reporting and monitoring progress made in the fulfilling of the objectives  of the strategy, 
including the development of suitable indicators. The most important expected outcome of the 
implementation of the strategy is a reduction of the overall risks and negative impacts on human 
health and the environment from the use of pesticides. 
 
As part of the Strategy, the following legislative acts were subsequently adopted: 
 

• Directive 2009/128/EC establishing a framework for Community action to achieve a 
sustainable use of pesticides334; 

• Regulation (EC) No 1107/2009 on the authorisation of Plant Protection Products on 
the market335 (dealt with under indicator 1); 

• Regulation (EC) No 1185/2009 concerning statistics on pesticides336: according to the 
Regulation, Member States shall report to Eurostat the statistical results every year 
(statistics on the placing on the market) or every five years (use of pesticides);  

• Directive 2009/127/EC on machinery for pesticide application337.  
 

                                                      
 
 
332 Communication from the Commission to the Council, the European Parliament and the Economic and Social Committee 
- Towards a Thematic Strategy on the Sustainable Use of Pesticides /* COM/2002/0349 final 
333 Communication from the Commission to the Council, the European Parliament, the European Economic and Social 
Committee and the Committee of the Regions - A thematic strategy on the sustainable use of pesticides {COM(2006) 373 
final} {SEC(2006) 894} {SEC(2006) 895} {SEC(2006) 914} /* COM/2006/0372 final 
334 Directive 2009/128/EC of the European Parliament and of the Council of 21 October 2009 establishing a framework for 
Community action to achieve the sustainable use of pesticides (Text with EEA relevance) OJ L 309, 24.11.2009, p. 71–8 
335 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing 
of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC. OJ L 309, 
24.11.2009, p. 1–50 
336 Regulation (EC) No 1185/2009 of the European Parliament and of the Council of 25 November 2009 concerning 
statistics on pesticides (Text with EEA relevance). OJ L 324, 10.12.2009, p. 1–22 
337 Directive 2009/127/EC of the European Parliament and of the Council of 21 October 2009 amending Directive 
2006/42/EC with regard to machinery for pesticide application (Text with EEA relevance). OJ L 310, 25.11.2009, p. 29–33 
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This legislation complements the European Environment and Health Action Plan 2004-2010338, 
which, inter alia, contains a provision on the necessary actions to develop integrated information on 
exposure of humans to pesticides and the consequences thereof. 
 
The most relevant act for the purpose of this discussion is Framework Directive 2009/128/EC on the 
Sustainable Use of Pesticides, which aims “to achieve a sustainable use of pesticides by reducing the 
risks and impacts of pesticide use on human health and the environment and promoting the use of 
integrated pest management and of alternative approaches or techniques such as non-chemical 
alternatives to pesticides”. For this purpose, Member States have to set up National Action Plans 
(NAPS) (Article 4) with targets and timetables for the reduction of risks and impacts deriving from 
pesticide use and to encourage the development and introduction of Integrated Pest Management 
(IPM) and alternative techniques. Also, professional pesticide users, distributors and advisors should 
get proper training (Article 5), and monitoring systems to gather information on acute poisoning 
incidents and chronic poisoning developments should be established. Under the Directive, aerial 
spraying is prohibited (Article 9) although Member States may allow it under strict conditions after 
warning people. Also, the use of pesticides in critical areas for environmental and health reasons, such 
as parks and hospitals (Article 12), should be minimised or banned, and Member States shall ensure 
that appropriate measures to protect the aquatic environment and drinking water supplies from the 
impact of pesticides are adopted (Article 11).  

Policies to promote integrated pest management and organic farming 
 
The Directive on Sustainable Use also promotes low pesticide-input pest management (Article 14), 
including Integrated Pest Management (IPM) and organic farming. Member States should report to 
the European Commission on the implementation of IPM by 2013. By 1 January 2014, all 
professional users have to implement IPM. 
 
Several activities and initiatives have been promoted on the implementation of IPM, including the 
development of a Draft Guidance document for establishing IPM principles339 and the setting up of a 
Forum for exchange of information on best practices in the field of sustainable use of pesticides and 
integrated pest management coordinated by DG SANCO340. Of relevance are also the FP7-funded 
Innovative Crop Protection for Sustainable Agriculture (PURE) project341, as well as the ENDURE 
Network342, another EU-funded platform for knowledge exchange regarding all aspects of IPM.  
 
The EU Common Agriculture Policy also promotes agri-environmental measures including integrated 
farming343. In particular, EU expenditure on agri-environment measures amounts for 2007 - 2013 to 
nearly 20 billion EUR or 22 % of the expenditure for rural development. DG Agriculture Innovation 
Partnership in the context of the Europe 2020 Strategy on “Agricultural Productivity and 
Sustainability”344 could also provide an opportunity to strengthen IPM through agriculture research 
and innovation. 
 

                                                      
 
 
338 Communication from the Commission to the Council, the European Parliament, the European Economic and Social 
Committee - "The European Environment & Health Action Plan 2004-2010" {SEC(2004) 729} /* COM/2004/0416 
339 See : http://ec.europa.eu/environment/ppps/pdf/draft_guidance_doc.pdf  
340 See : 
http://ec.europa.eu/food/plant/plant_protection_products/sustainable_use_pesticides/docs/agenda_20062012_en.pdf 
341 PURE Project : http://www.pure-ipm.eu/project  
342 ENDURE Network : http://www.endure-network.eu/  
343 See : http://ec.europa.eu/agriculture/envir/measures/index_en.htm  
344 See : http://ec.europa.eu/agriculture/eip/index_en.htm  

http://ec.europa.eu/environment/ppps/pdf/draft_guidance_doc.pdf
http://ec.europa.eu/food/plant/plant_protection_products/sustainable_use_pesticides/docs/agenda_20062012_en.pdf
http://www.pure-ipm.eu/project
http://www.endure-network.eu/
http://ec.europa.eu/agriculture/envir/measures/index_en.htm
http://ec.europa.eu/agriculture/eip/index_en.htm
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Finally, the EU has also put in place specific policies on organic agriculture to minimise the use of 
agri-chemicals. In particular, Council Regulation (EC) No 834/2007345 on organic production and 
labelling of organic products defines more clearly the objectives and rules for organic production. The 
new Regulation establishes the legal framework for all levels of production, distribution, control and 
labelling of organic products, which may be offered and traded in the EU. The goal of this new legal 
framework is to promote the development of organic farming, with the aim to achieve sustainable 
cultivation systems and a variety of high-quality products. In particular, the plan focuses on measures 
such as improving information about organic farming, streamlining public support via rural 
development, improving production standards and strengthening research.  

Policies to reduce the use of agrichemicals (fertilisers) 
 
On fertilisers, the main act currently in place is Regulation (EC) No 2003/2003346, which is mostly 
related to internal market measures. However, one of the requirements to place a fertiliser on the 
market is that “under normal conditions of use it does not adversely affect human, animal, or plant 
health, or the environment” (Article 14 (c)). On cadmium, the Regulation mentions that “further to 
the opinion of the Scientific Committee on Toxicity, Ecotoxicity and the Environment (SCTEE), the 
Commission intends to address the issue of unintentional cadmium content in mineral fertilisers and 
will, where appropriate, draw up a proposal for a Regulation” (Recital 15). A legislative proposal 
was put forward by DG Enterprise in 2003 but has not been followed up.  
 
In 2009, the European Food Safety Authority EFSA lowered the tolerable weekly intake (TWI) for 
cadmium from 7 to 2.5 μg/kg body weight as population was found to be exposed to too high levels of 
this heavy metal347. In particular, cadmium can be found in basic foodstuffs such as cereals and root 
crops. In 2011, a Swedish study carried out a risk assessment and identified a need to lower the 
national limit value for cadmium in mineral fertilisers in order to reduce the health risks348.  
 
Another act which is relevant to this discussion is Directive 2008/105/EC349 on Environmental 
Quality Standards, also known as the Priority Substances Directive. The Directive includes cadmium 
as well as a number of plant protection products (e.g. chlorpyrifos and endosulfan) as priority 
substances for which environmental quality standards are set and against which the chemical status of 
surface waters is assessed. A revision of the Directive is currently being discussed350. 

7.3.4.1  Tier 2 Questions 
 

• Trends in consumption of fertilisers 
• Trends in consumption/use of pesticides, including trends in organic agriculture 
• Trends in the uptake of IPM 

                                                      
 
 
345 Council Regulation (EC) No 834/2007 of 28 June 2007 on organic production and labelling of organic products and 
repealing Regulation (EEC) No 2092/91 OJ L 189, 20.7.2007, p. 1–23 
346 Regulation (EC) No 2003/2003 of the European Parliament and of the Council of 13 October 2003 relating to fertilisers 
(Text with EEA relevance) OJ L 304, 21.11.2003, p. 1–194 
347 . Cadmium can cause kidney failure and has been statistically associated with an increased risk of cancer, with food 
being the dominating source of human exposure in the non-smoking population. Cadmium dietary exposure in the 
European population, EFSA Journal 2012;10(1):2551 [37 pp.]. doi:10.2903/j.efsa.2012.2551, January 2012: 
http://www.efsa.europa.eu/en/efsajournal/pub/2551.htm 
348 KEMI, Kadmiumhalten måste minska– för folkhälsans skull, February 2011. Summary in English : 
http://www.kemi.se/Documents/Publikationer/Trycksaker/Rapporter/KemI_Rapport_1_11.pdf  
349 Directive 2008/105/EC of the European Parliament and of the Council of 16 December 2008 on environmental quality 
standards in the field of water policy, amending and subsequently repealing Council Directives 82/176/EEC, 83/513/EEC, 
84/156/EEC, 84/491/EEC, 86/280/EEC and amending Directive 2000/60/EC of the European Parliament and of the Council. 
OJ L 348, 24.12.2008, p. 84–97 
350 Proposal for a DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending Directives 2000/60/EC and 
2008/105/EC as regards priority substances in the field of water policy /* COM/2011/0876 final - 2011/0429 (COD) */ 

http://www.kemi.se/Documents/Publikationer/Trycksaker/Rapporter/KemI_Rapport_1_11.pdf
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• Qualitative change in pesticide use patterns  
 

Trends in consumption of fertilisers 
 
Only a few European countries produce official statistics on the use of mineral fertilisers.  These are 
collected by Eurostat351 and presented in Figures 1 and 2, which provide details of the average annual 
percentage change in fertiliser use over the period from 2000 to 2008 for nitrogen-based fertilisers and 
phosphorus-based fertilisers. It should be noted that the analysis provided by Eurostat also includes 
Norway and Switzerland.  
 
Figure 27 shows that the consumption of nitrogen-based fertilisers increased at a rapid pace in Latvia 
(on average by 9.6 % per annum), while Lithuania (4.8 %) and Poland (3.6 %) reported the second 
and third highest growth rates. Six additional Member States (and Norway) reported an increase in the 
average tonnage of nitrogen-based fertilisers that were used during the period from 2000 to 2008. 
Except Austria these were all Member States that had joined the EU in 2004 or 2007. The reduction in 
the use of nitrogen-based fertilisers was generally less than 4 % per annum in most of the remaining 
Member States (and Switzerland), although somewhat bigger declines were registered in the 
Netherlands (-4.3 %), Greece (-5.6 %) and Portugal (-6.9 %).  
 
Figure 27: Average annual change in nitrogen tonnage, 2000-2008 (%) 

 
 
 
Figure 28 shows that between 2000 and 2008 the consumption of phosphorus-based fertilisers 
increased at a relatively rapid pace in Poland (5.7 % per annum) and Hungary (4.2 %). Only two other 
EU Member States (and Switzerland) reported growth in the quantity of phosphorous-based fertilisers 
that were used during the period from 2000 to 2008; while there was no change in the consumption of 
phosphorus-based fertilisers in Austria. In contrast, consumption of phosphorous- based fertilisers fell 
by between 7.4 % and 10.2 % per annum in Ireland, the Benelux countries and Portugal. 
 

                                                      
 
 
351 Eurostat data from October 2011, most recent data. For more information see : 
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php/Fertiliser_consumption_and_nutrient_balance_statistics  

http://epp.eurostat.ec.europa.eu/statistics_explained/index.php/Fertiliser_consumption_and_nutrient_balance_statistics
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Figure 28 : Average annual change in phoshorus tonnage, 2000-2008 (%) 

 
 
 
These data suggest declining trends in the use of fertilisers only in some EU Member States, although 
data refer to a limited number of countries and to the period 2000-2008. Within Member States, 
legislative pressure seems to have led to codes of good agricultural practices, nitrate vulnerable zones 
and other initiatives to reduce the use of fertilisers352.  Hence, it could be argued that this is a good 
indicator to assess the outcome of EU policies aiming to reduce the intensity of fertiliser use and the 
consequent risk of an impact on the environment. However, with the existing problems in 
implementation and current data only available until the end of 2008, the real outcome of EU policies 
can only be assessed in the next period. 

Trends in consumption/use of pesticides, including trends in organic agriculture 
 
A report by Eurostat on “The Use of Plant Protection Products in the European Union - Data 1992-
2003”353 provides information and statistics on the use of active substances in the EU-25. In 2002, the 
use of pesticides amounted to 254,084 tonnes of active substances for the main plant protection 
product categories. In 2003, the use of pesticides was reduced to 219,771 tonnes. In general terms, the 
report notes a steady decrease observed since 1999, which may be attributed to the review at EU level 
of the authorisations for placing plant protection products on the market due to the previous Directive 
91/414/EEC. However, the Eurostat IRENA Indicator Fact Sheet 09354 on consumption of pesticides, 
which analyses data for the same period notes that “for a better assessment of the environmental 
implications of pesticide use the collection of statistical data on pesticide consumption and application 
in agriculture needs to be improved”. It also notes that new approaches should be taken into account, 
such as the calculation of pesticide risk indicators or treatment frequency indexes.  
 
More recent information is difficult to find since, at the moment, pesticide-use data are not yet 
collected at EU level in a harmonised or comparable way. However, it should be possible to follow 
                                                      
 
 
352 Eurostat, 2011 
353 Eurostat, The use of plant protection products in European Union, 2007 edition. Available at : 
http://epp.eurostat.ec.europa.eu/cache/ITY_OFFPUB/KS-76-06-669/EN/KS-76-06-669-EN.PDF  
354 Available at : 
http://epp.eurostat.ec.europa.eu/portal/page/portal/agri_environmental_indicators/documents/IRENA%20IFS%2009%20-
%20Consumption%20of%20pesticides_FINAL.pdf  

http://epp.eurostat.ec.europa.eu/cache/ITY_OFFPUB/KS-76-06-669/EN/KS-76-06-669-EN.PDF
http://epp.eurostat.ec.europa.eu/portal/page/portal/agri_environmental_indicators/documents/IRENA%20IFS%2009%20-%20Consumption%20of%20pesticides_FINAL.pdf
http://epp.eurostat.ec.europa.eu/portal/page/portal/agri_environmental_indicators/documents/IRENA%20IFS%2009%20-%20Consumption%20of%20pesticides_FINAL.pdf
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the outcome indicators in the coming years, once the “pesticides package” is fully implemented. 
According to the Directive on the Sustainable Use of Pesticides, Member States will have to submit 
National Action Plan for pesticides reduction by 14 December 2012. The NAPS will contain targets 
on pesticide use reduction, in particular if the reduction of use represents an appropriate way to 
achieve risk reduction. Moreover, harmonised risk indicators will have to be set to estimate the trends 
in risk from the use of plant protection products. Harmonised risk indicators will therefore be defined 
to monitor the use of plant protection products containing active substances of particular concern. 
Such indicators will be set at EU level via comitology. A number of EU-funded projects have already 
looked at risk indicators, for example the HAIR project on harmonised environmental indicators for 
predicting pesticide risk355.  
 
In addition, the new Regulation on Pesticides Statistics will provide comparable pesticide use and sale 
data which will constitute the basis for the development of appropriate indicators to monitor the risks 
to nature and humans. According to the Regulation, the first data on the sale of pesticides should be 
received by the end of 2012, whereas data on the use of pesticides on individual crops are not 
expected before 2015.  
 
In 2006, the Commission issued a Communication on the development of agri-environmental 
indicators (AEI)356. On this basis, Eurostat, DG Agriculture, DG Environment and the EEA elaborated 
a set of 28 agri-environment indicators in order to assess the interaction between agriculture and the 
environment. Indicators on mineral fertiliser consumption (AEI 5) and on pesticide consumption (AEI 
6) are also included. The collection of data on the basis of these indicators is currently in progress357. 
In particular the indicator on pesticides will also rely on data provided in the context of the Regulation 
on pesticides statistics358.  
 
Figure 29 : Area under organic cultivation in the EU (million ha) 

                                                      
 
 
355 http://ec.europa.eu/research/fp6/ssp/hair_en.htm 
356 Communication from the Commission to the Council and the European Parliament - Development of agri-environmental 
indicators for monitoring the integration of environmental concerns into the common agricultural policy {SEC(2006) 1136} 
/* COM/2006/0508 final 
357 See : 
http://epp.eurostat.ec.europa.eu/portal/page/portal/agri_environmental_indicators/indicators_overview/farm_managem
ent_practices 
358 See : http://epp.eurostat.ec.europa.eu/statistics_explained/index.php/Agri-environment_indicators_-
_essential_tools_to_assess_EU_agricultural_policy 

http://epp.eurostat.ec.europa.eu/portal/page/portal/agri_environmental_indicators/indicators_overview/farm_management_practices
http://epp.eurostat.ec.europa.eu/portal/page/portal/agri_environmental_indicators/indicators_overview/farm_management_practices
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php/Agri-environment_indicators_-_essential_tools_to_assess_EU_agricultural_policy
http://epp.eurostat.ec.europa.eu/statistics_explained/index.php/Agri-environment_indicators_-_essential_tools_to_assess_EU_agricultural_policy
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According to the 2010 DG Agriculture report, “An analysis of the EU organic sector”359, the area 
under organic agriculture has increased significantly over the last decade. As shown in figure 29 
above (taken from the report), the total organic area has increased from 4.3 to an estimated 7.6 million 
ha (+7.4% per year) in the period 2000-2008. The speed of growth has been most remarkable for the 
EU-12 where the area has jumped from 0.34 to 1.46 million ha (+20.0% per year) whereas, in the 
same period, the area increased from 4.0 to 6.2 million ha in the EU-15. Whereas the growth of the 
share of the organic area in the EU-15 seemed to slow down in 2003 and 2004, it has resumed in the 
last four years (2005-2008). The EU-12 has experienced a dynamic increase, with a sharp increase in 
2005 that can be attributed to the accession to the EU. Although the information is still incomplete 
and not homogenous, it provides some good indication of the growth of the organic sector in the 
2000s. These trends are likely to continue and represent a useful indicator to assess the shift from 
chemical to non-chemical alternatives in farming. 

Trends in the uptake of IPM 
 
The analysis of the trends in the uptake of integrated pest management can only be qualitative as data 
are not available for the EU27 for 2002-2012.  
 
A recent publication by Pesticides Action Network (PAN) Europe on “National Action Plan Best 
Practice”360 indicates that there are several initiatives in Member States showing the progressive 
uptake of IPM. For example, in Italy and Austria, financial support is provided to IPM in rural 
development programmes. In particular, the Italian region of Emilia-Romagna offers subsidies to 
farmers who use selected pesticides combined with an integrated production system (crop rotation, 

                                                      
 
 
359 Available at : http://ec.europa.eu/agriculture/organic/files/eu-policy/data-statistics/facts_en.pdf  
360 PAN Europe, NAP Best Practice. Available at : http://www.pan-europe.info/Resources/Reports/NAP_best_practice.pdf  

http://ec.europa.eu/agriculture/organic/files/eu-policy/data-statistics/facts_en.pdf
http://www.pan-europe.info/Resources/Reports/NAP_best_practice.pdf
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fertilisation plant, soil protection measures)361. Austria promotes integrated production of various 
crops which impose crop rotations, restrictions on fertiliser and pesticide use, training and record-
keeping.  
 
A 2011 survey362 on implementation of the Sustainable Use Directive provides some information on 
progress with implementing IPM in the EU Member States. Survey results indicate that measures to 
promotion of low pesticides input pest management techniques had been put in place by 16 Member 
States, with another 4 Member States intending to start actions. Measures include agro-environmental 
programmes on organic farming and integrated pest management (IPM), the reimbursement of 
advisory services costs, certification schemes for integrated production with obligatory training, and 
the reinforcement of IPM implementation in the amenity sector. Other mechanisms in place in some 
Member States include fiscal measures and other financial incentives and the availability of targeted 
advisory services, supporting technical services and crop specific guidelines.  
 
More examples were presented during the last meeting of the DG SANCO Forum on Sustainable Use 
of Pesticides in June 2012, which showcased various experiences in the field of IPM – for example 
the case of Belgium with the projects on IPM in protected crops and open fields of the Research 
Centre for vegetable crops363. 
 

Qualitative change in pesticide use patterns 
 
One way to assess the qualitative change in pesticide use patterns may be through comparing trends in 
monitoring data for pesticide residues on food and feed that exceed the Maximum Residue Levels 
(MRLs) established by Regulation EC 396/2005364. According to the latest data made available by 
EFSA365, 2.8% of the samples did not comply with the legal MRLs in 2009 in the EU27. In 2007 (i.e. 
the first year when Romania and Bulgaria also reported their data for the first time), the percentage of 
samples exceeding the MRLs was 3.99%, hence showing an increase in non-compliance. However, 
this sub-indicator is subject to considerable uncertainty when seeking to assess pesticide use patterns 
overall, since the data is confounded by differences is pesticide use patterns across different crops and 
variation in metrological conditions. In addition, MRLs also apply to imported food and feed, 
implying that a proportion of the samples testing will not have been produced in the EU. The data 
does not distinguish between imported and EU-produced food and feed.  

7.3.4.2 Tier 3 Questions 
 

• Does monitoring data show a reduction in concentrations of pesticides in European waters? 
• Trends in concentration of pesticides in drinking water 
• Is there lower prevalence of occupational disease amongst agriculture workers linked to pesticide 

exposure?  
• Are pesticide poisonings in decline (occupational or bystanders)? 

 
                                                      
 
 
361 For more information, see : http://www.ermesagricoltura.it/Sportello-dell-agricoltore/Come-fare-per/Produrre-nel-
rispetto-dell-ambiente/Fare-agricoltura-integrata-produzioni-vegetali/Disciplinari-di-produzione-integrata (in Italian) 
362 European Commission (2011) Sustainable Use Directive Survey on State of the art, 1st semester 2011, 
SANCO/11772/2011, Brussels, Belgium 
363 See presentation at the European Commission Forum of expert group on sustainable use of pesticides, 20 June 2012: 
“The Belgian experience on IPM”: 
http://ec.europa.eu/food/plant/plant_protection_products/sustainable_use_pesticides/docs/agenda_20062012_pres_de_
vis.pdf  
364 Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on maximum residue 
levels of pesticides in or on food and feed of plant and animal origin and amending Council Directive 91/414/EECText with 
EEA relevance. OJ L 70, 16.3.2005, p. 1–16. 
365 See : http://www.efsa.europa.eu/en/pesticides/mrls.htm  

http://www.ermesagricoltura.it/Sportello-dell-agricoltore/Come-fare-per/Produrre-nel-rispetto-dell-ambiente/Fare-agricoltura-integrata-produzioni-vegetali/Disciplinari-di-produzione-integrata
http://www.ermesagricoltura.it/Sportello-dell-agricoltore/Come-fare-per/Produrre-nel-rispetto-dell-ambiente/Fare-agricoltura-integrata-produzioni-vegetali/Disciplinari-di-produzione-integrata
http://ec.europa.eu/food/plant/plant_protection_products/sustainable_use_pesticides/docs/agenda_20062012_pres_de_vis.pdf
http://ec.europa.eu/food/plant/plant_protection_products/sustainable_use_pesticides/docs/agenda_20062012_pres_de_vis.pdf
http://www.efsa.europa.eu/en/pesticides/mrls.htm
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Does monitoring data show a reduction in concentrations of pesticides/fertilisers in 
European waters? What are the trends in concentration of pesticides in drinking water? 
 
Some baseline data on concentrations of pesticides and fertilisers in European waters are available in 
the 2003 EEA report on “Europe’s water: An indicator-based assessment”366. The report 
acknowledged that the implementation of the Nitrates Directive had generally been extremely poor 
and there was no evidence of a decrease (or increase) in concentrations of nitrate in Europe’s 
groundwaters since its introduction. According to the report, the annual mean nitrate concentration in 
at least one sampling site in about one third of the groundwater bodies exceeded 50 mg/l nitrate. The 
report also noted that mineral fertilisers were still a very significant source of nutrient pollution. On 
pesticides, the report highlighted that pesticides levels in surface waters and groundwaters were at 
levels of potential concern for the supply of drinking water.  
 
According to the EEA report367 on “European waters – assessment of status and pressures” published 
in November 2012, excessive nitrate concentration is responsible for poor chemical status in 50% of 
the groundwater bodies in Europe. Agriculture is the primary source of this nitrate deriving from the 
input of mineral fertilisers and organic manure from livestock. Pesticides are reported to be the cause 
of 20% of groundwater bodies with poor chemical status. Pesticides also contribute to poor chemical 
status in rivers in 10 Member States. However, the report recognises that chemical monitoring as 
reported in the first River Basin Management Plans was incomplete and information is not always 
comparable between Member States. In addition, information regarding the sources and emissions of 
many hazardous substances remains incomplete, limiting the scope for identification and targeting of 
appropriate measures. Finally, even if all the necessary measures were implemented by Member 
States, improvement in groundwater will take time because of transport processes in soils and 
groundwater and the renewal rate of groundwater – which can be substantial.  
 
Some data on the releases of specific pesticides into water are also being progressively published in 
the E-PRTR (see Indicator 2), although for the moment these data are scattered and not consistently 
available. 
 

Is there lower prevalence of occupational disease amongst agriculture workers linked to 
pesticide exposure?  
 
Quantitative data are difficult to find to assess the prevalence of occupational disease linked to 
pesticide exposure amongst agriculture workers.  
 
Firstly, considerable difficulty still exists in proving an association between exposure to a specific 
pesticide and occurrence of occupational diseases, particularly in a context where people may have 
been exposed to multiple substances, including non-pesticide agents. A step forward has been recently 
made in France, where Parkinson’s disease has been officially recognised as an occupational 
disease368 linked to pesticide use in May 2012. In the future and if this measure was taken in all EU 
Member States, the number of Parkinson’s cases amongst agricultural workers could become a useful 
indicator to assess and compare the prevalence of occupational disease in rural areas throughout the 
years - and hence the impact of pesticide use reduction policies. 
                                                      
 
 
366 European Environment Agency (EEA), Topic report No 1/2003. Available at : 
http://www.eea.europa.eu/publications/topic_report_2003_1  
367 European Environment Agency, European waters – assessment of status and pressures, Report No 8/2012. Available at : 
http://www.eea.europa.eu/publications/european-waters-assessment-2012  
368 Source in French : Décret n. 2012-665 du 4 mai 2012 révisant et complétant les tableaux des maladies professionnelles 
en agriculture. Available at : 
http://www.legifrance.gouv.fr/affichTexte.do;jsessionid=F02B64383C21B5FF75E0565AE7309CB6.tpdjo17v_1?cidTexte=JO
RFTEXT000025804441&categorieLien=id  

http://www.eea.europa.eu/publications/topic_report_2003_1
http://www.eea.europa.eu/publications/european-waters-assessment-2012
http://www.legifrance.gouv.fr/affichTexte.do;jsessionid=F02B64383C21B5FF75E0565AE7309CB6.tpdjo17v_1?cidTexte=JORFTEXT000025804441&categorieLien=id
http://www.legifrance.gouv.fr/affichTexte.do;jsessionid=F02B64383C21B5FF75E0565AE7309CB6.tpdjo17v_1?cidTexte=JORFTEXT000025804441&categorieLien=id
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Secondly, although legislation has long existed at the EU level to protect workers from occupational 
exposure to dangerous chemicals, evidence points to significant associations between exposure to 
pesticides in the work environment and negative health impacts. Evidence of associations between 
occupational exposure and health impacts in the European Union has been gathered for farmers and 
agricultural workers, pesticide manufactures, sawmill operators, and gardeners369. This suggests that 
safety measures, which were in place before the new “pesticides policy package”, were not fully 
implemented or that legislation was not sufficiently comprehensive to capture and contain all possible 
exposure pathways. As epidemiological studies mostly examine past exposure, it is at the moment not 
possible to assess the impact of current pesticides policy on this basis.   

Are pesticide poisonings in decline (occupational or bystanders)? 
 
At the moment, consistent and comparable data on pesticide poisonings in the EU over the period 
2002-2012 are difficult to find. However, the number of pesticide poisonings as well as the analysis 
on the effects of pesticide use reduction on health may become useful indicators to assess the impact 
of EU policies in the next period 2012-2020. As a matter of fact, Article 7.2 of Directive 2009/128/EC 
on the Sustainable Use of Pesticides specifies that “Member States shall put in place systems for 
gathering information on pesticide acute poisoning incidents, as well as chronic poisoning 
developments where available, among groups that may be exposed regularly to pesticides such as 
operators, agricultural workers or persons living close to pesticide application areas”. Moreover, 
Article 7.3 tasks the Commission, in collaboration with Member States, to develop a strategic 
guidance document on monitoring and surveying of impacts of pesticide use on human health and the 
environment.  

Summary 
 
In summary, the requirements for sound agricultural practices under EU legislation conform to the 
demands of Chapter 19 (under Programme D on risk reduction) and the SAICM’s Dubai Declaration 
in promoting pesticide use reduction, integrated pest management and reduced dependency on 
agricultural chemicals. In particular, the Framework Directive on the Sustainable Use of Pesticides 
addresses the issue of quantitative use reduction (according to Activity 31 of SAICM), to be achieved 
by establishing targets at national level. It also promotes the uptake of integrated pest management, in 
line with Activity 29 of SAICM. Moreover, EU policies on agriculture are encouraging reduced 
dependency on agricultural chemicals through agri-environment measures in the Common 
Agricultural Policy (CAP) and a specific legislative framework on organic agriculture. Pesticide 
registration and related risk assessment and management (Activity 32 of SAICM) are dealt with in 
Indicator 1. One identified gap relates to the legislative proposal on cadmium which was put forward 
in 2003 but has not been followed up.  
 
The recent proposal for the new Environment Action Programme to 2020 demonstrates that the EU is 
committed to future action on improving the implementation of EU environmental legislation on 
fertilisers, tightening standards where necessary and addressing the nutrient cycle as part of a more 
holistic approach. Also, the EU is committed to further integrating environmental objectives into the 
CAP and rural development policies.  
 
The outcome of current EU policies related to pesticide use reduction cannot yet be fully assessed as, 
on the one hand, some of the legislation is very recent and, on the other hand, there are difficulties and 
delays in implementation. In the next period 2012-2020, Europe-wide and consistent data will be 

                                                      
 
 
369 Milieu Ltd (2008) The benefits of strict cut-off criteria on human health in relation to the proposal for a Regulation 
concerning plant protection products, September 2008, European Parliament, available at : 
http://www.europarl.europa.eu/RegData/etudes/etudes/join/2008/408559/IPOL-JOIN_ET(2008)408559_EN.pdf  

http://www.europarl.europa.eu/RegData/etudes/etudes/join/2008/408559/IPOL-JOIN_ET(2008)408559_EN.pdf
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collected and made available as part of the Directive on Sustainable Use of Pesticides and the 
Regulation on Pesticides Statistics. Also, IPM will have to be introduced mandatorily as of 2014. 
Therefore, despite some delays in implementation being already foreseen, trends in pesticide use and 
the uptake of IPM represent appropriate indicators to assess the outcome of EU policies in the period 
up to 2020.  
 
However, much will depend on how National Action Plans (NAPs) for pesticide use reduction will be 
drafted and enforced at national level. To avoid any increased risk deriving from the use of pesticides 
to health and environment, EU Member States must set clear quantitative targets and timetables for 
cutting dependency and use. Other measures should be included in the NAPs to promote the 
implementation of IPM, give priority to non-chemical alternatives, ensure that pesticide use is 
minimised or prohibited in specific areas and that appropriately-sized buffer zones are established. 
Crucial issues for establishing a good IPM framework would be to prioritise preventive measures and 
setting up support/advisory systems for farmers in the context of the post-2013 CAP. 
 
Regarding the other indicators under Tier 2, trends in the organic sector are also useful to assess the 
shift from chemical to non-chemical alternatives in farming. Trends in the use of fertilisers will also 
become significant in evaluating progress in EU policies, with data for 2008 onwards to be made 
available. 
 
Considering the current difficulties in policy implementation, in gathering consistent and comparable 
information, as well as in assessing the time lag related to transport processes in soils and 
groundwater, the indicator on concentration of nitrates and pesticides in groundwater may not be 
appropriate to monitor the impact of EU policies at the moment.  
 
Also, quantitative data are difficult to find to assess the prevalence of occupational disease linked to 
pesticide exposure amongst agriculture workers. Proving an association between exposure to a 
specific pesticide and occurrence of occupational diseases remains very challenging. If Parkinson’s 
were to be recognized as an occupational disease linked to pesticide use in EU countries, the number 
of Parkinson’s cases amongst agricultural workers could become a useful indicator to assess and 
compare the prevalence of occupational disease in rural areas throughout the years. 
 
With data collected under the new legislation, the number of pesticide poisonings will also become an 
appropriate indicator to assess the impact of EU policies in the next period. 
 
 

Review of analysis under indicator 9 against SMART objectives 
 
Specific Tier 1 and Tier 2 questions are specific to this indicator in that they measure the existence and 

implementation of EU policies related to the use of pesticides and fertilisers, as well as to 
organic agriculture.  However, as the EU pesticide reform is relatively recent (2009), it is still 
early to fully assess its outcome. 
Tier 3 questions address more indirect impacts because the impact of EU policies on the 
environment and health is not immediate and influenced by multiple factors. Pesticides and 
fertilisers take time to accumulate in soils and waters, and therefore the impact of policy 
changes may take years to manifest. Also, the association between pesticide exposure and 
specific diseases is still difficult to prove.   

Measurable Tier 1 and Tier 2 questions are measurable in that changes in EU policies and implementing 
actions are objectively verifiable through Member States’ reports. In particular, National Action 
Plans with quantitative targets will have to be established as part of the Directive on the 
Sustainable Use of Pesticides. Also, statistics on pesticides will have to be gathered and made 
available as part of the Regulation on Pesticides Statistics. 
Tier 3 indicators are both quantitative (concentrations of pesticide/fertilisers and number of 
pesticide poisonings) and qualitative (impact of pesticide exposure on occupational health and 
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chemical status in water). Only the former are obviously measurable, with some difficulties 
related to the concentrations of pesticides/fertilisers in water as discussed above. 

Achievable The data for the three Tiers can be all derived from EU or related sources (e.g. Eurostat). In 
particular, current EU policies include an obligation for Member States to gather data and 
statistics, particularly on pesticide use. Hence, the data will become publicly available at 
reasonable cost and should be reliable and complete once the reporting obligations have been 
met.  

Relevant Tier 1 and 2 questions are relevant to the intended outputs and outcomes as there are several 
EU policies in place promoting sound agricultural practices, as well as implementation tools to 
measure the outcomes.  
Tier 3 questions are more problematic as the association between the policy change and the 
indicators is still difficult to establish, in particular when it comes to the concentration of 
pesticides/fertilisers in water and the prevalence of occupational disease linked to pesticide 
exposure. Trends on pesticide poisonings will provide a more credible association between 
policy and impact once the data will be collected as part of the Directive on the Sustainable Use 
of Pesticides. 

Timed For Tier 1 and most of 2 questions, data (i.e. EU policies and programmes and implementation) 
are available for the period 2002-2012. Data on the policy status in 2002, the baseline year is 
also available. Data on implementation of the recent pesticides policy reform, including on 
pesticides use, pesticides statistics and IPM, will only become available after the end of this 
year. 
For Tier 3 questions, some general data are only available for pesticides/fertilisers in water for 
2003 and for 2012, although these are not really comparable. On pesticide poisonings, data will 
most probably be available for the next period 2012-2020. 
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7.3.5 EU Progress under Indicator 10: Occupational Health and Safety  

Baseline 2002 
 
A number of legislative acts to protect workers from chemical-related risks in the workplace were in 
place in 2002 and still apply today. Framework Directive 89/391/EEC on the introduction of measures 
to encourage improvements in the safety and health of workers at work370 establishes general 
principles that apply to risks arising from the use of chemical agents at work. In addition, Directive 
98/24/EC on chemical agents371 at work lays down minimum technical requirements for the protection 
of workers from risks arising from chemical agents that are present in the workplace, covering all 
hazardous substances including CMRs as classified according to the CLP Regulation.  
 
There are two pieces of legislation that were already in force in 2002 that address the risks that are 
faced by specific groups of workers, namely: pregnant women, women who have recently given birth 
and breastfeeding mothers; and young people. Directive 94/33/EC on young people at work372 
prohibits the employment of young people in activities involving harmful exposure to chemical 
agents, including reprotoxic substances. Directive 92/85/EEC on pregnant workers, workers who have 
recently given birth or are breastfeeding373 recognizes the particular vulnerability of this specific 
group and extends additional protection from exposure to chemical agents, including a prohibition of 
work involving exposure to lead and its derivatives.     
 
Finally, directive 83/477/EEC provides protection to workers exposed to asbestos.  

Tier 1 Questions 
 

• Chemical-related OHS Legislation and effective enforcement through inspection systems 
• Occupational exposure limit values 
• Emerging risks: nanomaterials and endocrine disruptors 

 

Chemical-related OHS Legislation 
 
Chemical Agents Directive 
 
Directive 98/24/EC on chemical agents (CAD) requires that if there is a hazardous substance then the 
employer should assess any risk from the chemical to the safety and health of workers. There are four 
key steps in carrying out a risk assessment: 
 

1) What is the hazard (hazard identification)?  

2) What is the dose/exposure that causes the effect (e.g. is there an OEL or blood limit 
value for the chemical), through what route does it cause its effect (e.g. inhalation) 
and any conclusions from health surveillance (hazard characterisation)  

                                                      
 
 
370 Council Directive of 12 June 1989 on the introduction of measures to encourage improvements in the safety and health 
of workers at work, O.J. L 183/1, 29 June 1989.  
371 Council Directive 98/24/EC of 7 April 1998 on the protection of the health and safety of workers from the risks related 
to chemical agents at work (fourteenth individual Directive within the meaning of Article 16(1) of Directive 89/391/EEC), 
O.J. L 131/11, 5 May 1998. 
372 Council Directive 94/33/EC of 22 June 1994 on the protection of young people at work, O.J. L 216/12, 20 August 1994 
373 Council Directive 92/85/EEC of 19 October 1992 on the introduction of measures to encourage improvements in the 
safety and health at work of pregnant workers and workers who have recently given birth or are breastfeeding (tenth 
individual Directive within the meaning of Article 16(1) of Directive 89/391/EEC), O.J. L 348/1, 28 November 1992 
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3) What is the the level, type and duration of exposure (exposure assessment)   

4) Given the above 3 steps, is there a risk (risk characterisation)?  

 
The employer should work through each of these steps in developing his or her risk assessment, 
progressively refining the risk assessment as more or new information becomes available. If there are 
any risks then the necessary preventive measures must be put in place to eliminate or reduce them to a 
minimum, as described in the previous sections. 
 
In addition, there is a focus on the protection of workers from the risk associated with exposure to 
endocrine disruptors in the workplace, an area that is not specifically addressed under EU law as yet. 
REACH SDSs will include data on endocrine disruptors for which a CSA is performed, i.e. on the 
market at 10 tonnes plus.  
 
Carcinogens and Mutagens Directive 
 
A key step was the adoption of Directive 2004/37/EC on carcinogens and mutagens at work374 
(CMD), which serves to provide additional protection from those chemical substances identified as 
posing more significant risks to human health. The more stringent requirements of the CMD reflect 
the view that the health risks associated with exposure to certain carcinogens and mutagens 
(genotoxic carcinogens) are not linked to a particular concentration or threshold, but may arise at any 
concentration. As such it is not possible to establish “no effect threshold levels”. The control regime 
under CMD therefore permits occupational exposure only when there is no alternative 
substance/system available and with workers’ exposure minimised.  
 
The Commission is currently considering whether substances categorised as reprotoxic category 1A 
and 1B should be included under the CMD, with the aim of extending additional protecting to workers 
from these substances. In particular, pregnant women can be exposed to reprotoxic substances priori 
to declaration of pregnancy in the critical early window of pregnancy, when resulting effects on the 
unborn child have the potential to be serious and irreversible.  
 
Asbestos 
 
Directive 2009/148/EC375  requires that for activities in which workers are or may be exposed to dust 
arising from asbestos or materials containing asbestos, a risk assessment must be carried out including 
consultation with the workers. Any activity exposing workers to intentionally added asbestos fibres 
shall be prohibited, with the exception of the treatment and disposal of products resulting from 
demolition and asbestos removal. The Directive sets a single maximum limit value for airborne 
concentration of asbestos is 0.1 fibres per cm3 as an eight-hour time-weighted average (TWA). In 
order to ensure compliance with the limit values, qualified personnel shall regularly measure asbestos-
in-air concentrations, in an appropriate way. If the limit value is exceeded, the reasons must be 
identified and appropriate measures taken to remedy the situation. If limit values cannot be kept by 
technical measures, the employer shall implement protective measures, including: providing proper 
personal protective equipment, putting up warning signs and preventing the spread of asbestos dust. 
Employers must keep a register for 40 year indicating the nature and duration of the activity and the 
exposure and to be made available to workers and physicians. 
 
                                                      
 
 
374 Directive 2004/37/EC of the European Parliament and of the Council of 29 April 2004 on the protection of workers from 
the risks related to exposure to carcinogens or mutagens at work (Sixth individual Directive within the meaning of Article 
16(1) of Council Directive 89/391/EEC), O.J. L 158/50, 30 April 2004 
375 Directive 2009/148/EC - exposure to asbestos at work of 30 November 2009 on the protection of workers from the risks 
related to exposure to asbestos at work,  
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Occupational Exposure Limit Values 
 
The CAD provides for the establishment by the Commission of indicative and/or binding OELs based 
on an evaluation of the relationship between the health effects of hazardous chemicals and the level of 
occupational exposure. For any indicative OEL, Member States shall establish a national OEL, taking 
into account the Community limit value and in accordance with national legislation and practice. For 
any binding OEL, Member States shall establish a corresponding national OEL based on, but not 
exceeding, the Community limit value. The Commission may also draw up binding biological limit 
values, with Member States obliged to then establish corresponding and not less stringent national 
binding biological limit values.  
 
To date, the Commission has only established binding OELs under the CAD for inorganic lead and its 
compounds, provided in table 27 below.  
 
Table 27: Binding OELs for inorganic lead and its compounds under the CAD 

Name of agent Occupational exposure limit value 8 h (3)  
mg/m3 at 20 °C and 101,3 kPa 

Inorganic lead and its compounds 0,15 
 
Following Annex II of the CAD, biological monitoring must include measuring the blood-lead level 
(PbB) using absorption spectrometry or a method giving equivalent results. A biological limit value 
for lead in human blood is set at 70 μg Pb/100 ml blood. Medical surveillance is carried out if: 
 

• exposure to a concentration of lead in air is greater than 0,075 mg/m3, calculated as a time-

weighted average over 40 hours per week; or 

• a blood-lead level greater than 40 μg Pb/100 ml blood is measured in individual workers. 

 
Since this OEL and biological blood limit value were set under the CAD in 1998, scientific evidence 
has shown more serious health effects associated with lower lead levels than previously anticipated, 
both for adults and for children exposed via their parents’ professional exposure.376 A report published 
by the University of California, Berkeley warned that blood levels of lead less than 20 µg/100ml can 
cause hypertension, a risk factor for heart disease, stroke and chronic kidney damage, and found 
decreased brain function in adults to be associated with blood lead concentrations of 20 to 50 
µg/100ml.377  
 
Reflecting these advances in understanding of the impacts of lead, in 2002 the EU Scientific and 
Social Committee for Occupational Exposure Limits (SCOEL) reviewed the evidence regarding the 
impacts of lead exposure on human health against the requirement in the CAD. Regarding the 
reprotoxic effects of lead, SCOEL concluded that adverse signs of male reproductive toxicity appear 
consistently at lead blood levels above 40 g/dl. The adverse reproductive toxicity effects in females, 
which they argued to be of highest potential impact, included impairment of the cognitive 

                                                      
 
 
376 SE Schrober et al, 2006, Blood lead levels and death from all causes, cardiovascular disease, and cancer: Results from 
the NHANES III mortality study, Environmental Health Perspectives, volume 114, number 10, pages 1538-1541; Menke A et 
al, 2006, Blood lead below 0.48 µmol/L (10 µg/dL) and mortality among US adults, Circulation, volume 114, issue 13, pages 
1388-1394; Gump, BB et al., 2008, Low level prenatal and postnatal blood lead exposure and adrenocortical responses to 
acute stress in children, Environmental Health Perspectives, 116, p. 249-255; Jusko, TA. et al., 2008 Blood lead 
concentrations <10 μg/dL and child intelligence at 6 years of age, Environmental Health Perspectives, 116, p. 243-248 
377 University of California, Berkley, 2009, Indecent exposure: Lead puts workers and families at risk, Perspectives, volume 
4, number 1, March 2009, available at: http://www.healthresearchforaction.org/indecent-exposure-lead-puts-workers-
and-families-risk  

http://www.healthresearchforaction.org/indecent-exposure-lead-puts-workers-and-families-risk
http://www.healthresearchforaction.org/indecent-exposure-lead-puts-workers-and-families-risk
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development in newborns and infants. SCOEL concluded that a definite threshold for this effect could 
not be derived from the available literature data. In conclusion, SCOEL recommended lowering the 
biological limit value for lead in blood to 30 µg/100ml.378 They noted that the recommended blood 
limit value is not entirely protective of the offspring of working women, for which no threshold for 
potential central nervous system effects in new born and infants could be identified, arguing that the 
exposure of fertile women to lead should therefore be minimised. 
 
The European Trade Union Institute (ETUI) argues that the EU standards on lead “provide no real 
health protection, either as regards reproductive health, or against other health damage from 
exposure to lead” and call for their revision, as well as the substitution of lead with alternative 
substances.379 In addition, trade unions in Member States where the OEL and biological limit values 
remain at the level required under the CAD have called for action to tighten these values380 Given the 
large body of evidence regarding the harmful effects of lead on reproduction, in particular adverse 
effects on offspring through exposure of working women, the EU binding OELs on lead and 
associated biological limit value for lead in blood require revision. New scientific data on lead 
exposure and effects are currently under discussion in the Scientific Committee on Occupational 
Exposure Limits (SCOEL), as well as in the Working Party on Chemicals of DG Employment, Social 
Affairs and Inclusion.   
  
The Commission has adopted three Directives in response to the Chemical Agents Directive, with 
three lists of indicative occupational exposure limit values for chemical agents at work. Directives 
2009/161/EC381, 2006/15/EC382 and 2000/39/EC383 establishing lists of indicative occupational 
exposure limit values for chemical agents at work. 

Emerging risks in OHS 
 
Nanomaterials 
 
EU-OSHA published a series of expert forecasts on potential emerging risks in the world of work in 
which experts agreed that nanoparticles and ultrafine particles pose the strongest emerging risk. In 
particular, the lack of knowledge regarding the specific properties of the range of nanoforms that 
workers may be exposed to and concerns regarding the applicability of test protocols generate 
uncertainties in risk assessment and resulting risk management options.  
 
Growing production and use of nanomaterials result in an increasing number of workers and 
consumers exposed to nanomaterials.384 The potential for human exposure depends on the way the 
nanomaterial is being used and is likely to be greater for ‘free’ nanomaterials, i.e. in powder form, 
than for embedded nanomaterials. Techniques for measuring exposure to nanomaterials in working 

                                                      
 
 
378 EU SCOEL, 2002, Recommendation from the SCOEL for lead and its inorganic compounds, SCOEL/SUM/83, January 2002, 
European Commission, available at: www.ec.europa.eu/social/BlobServlet?docId=6506&langId=en     
379 Mengeot MA and Vogel L, 2008 “Production and Reproduction: Stealing the health of future generations” ETUI-REHS, 
Brussels 
380 Hazards, 2009, Special report on lead, November 2009, available online at: http://www.hazards.org/lead/#urgentaction  
381 Commission Directive 2009/161/EU of 17 December 2009 establishing a third list of indicative occupational exposure 
limit values in implementation of Council Directive 98/24/EC and amending Commission Directive 2000/39/EC, OJ L 338, 
19.12.2009, p. 87–89 
382 Commission Directive 2006/15/EC of 7 February 2006 establishing a second list of indicative occupational exposure limit 
values in implementation of Council Directive 98/24/EC and amending Directives 91/322/EEC and 2000/39/EC, OJ L 38, 
9.2.2006, p. 36–39 
383 Commission Directive 2000/39/EC of 8 June 2000 establishing a first list of indicative occupational exposure limit values 
in implementation of Council Directive 98/24/EC on the protection of the health and safety of workers from the risks 
related to chemical agents at work, OJ L 142, 16.6.2000, p. 47–50 
384 EU-OSHA (2009) Workplace exposure to nanomaterials, EU-OSHA, available at: 
https://osha.europa.eu/en/...reviews/workplace_exposure_to_nanoparticles  

http://www.ec.europa.eu/social/BlobServlet?docId=6506&langId=en
http://www.hazards.org/lead/#urgentaction
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environments are under development, for example through a number of European Commission-
funded projects. The major challenge is distinguishing the specific target nanoparticles from other 
ambient ultrafine particles. In controlling exposure to nanomaterials in the workplace, the most 
effective approach is to contain the processes involving the sources of the materials.385 
 
EU-OSHA continues to work on the issue of workers’ protection from nanomaterials, having 
generated publications on workplace exposure to nanomaterials and risk communication (referenced 
above).  In addition, EU-OSHA has developed an on-line database of company Good Practice 
examples of good workplace management of manufactured nanomaterials which covers a variety of 
industries, such as textile, construction and medical applications.386 
 
In their 2012 Staff Working Document Paper, the Commission notes that “in general little or no 
information is currently available in the Safety Data Sheets (SDS), making it often difficult for 
employers and workers at the use stage to assess specific exposure to nanomaterials and to implement 
adequate prevention measures”. In addressing this, changes have been made to REACH Annex II387, 
which is the legal framework for SDS, while guidance from ECHA provides advice on how to address 
characteristics of nanomaterials in SDS.388 
 
In 2012, the Commission launched a study aiming to:  
 

1. check the extent to which the current EU OSH legal framework covers sufficiently and 
effectively nano-related risks in the workplace;  

2. delineate a series of possible scenarios that should help shed light on which options may be 
better suited to tackling nano-related workplace risks without undue demands on businesses; 
and  

3. draft a practical guidance document that may help tackle the mentioned workplace risks, 
pending development of a specific regulatory framework.  

 
The study includes an in-depth characterisation of likely exposures of workers to nanomaterials, 
relevant risk assessment issues, types and effectiveness of risk management measures and relevant 
regulatory issues. The study is due for finalisation by early 2013. The 2012 SWP concludes that 
“where the application of current regulatory obligations such as from REACH registration or the 
Chemical Agents Directive may not be sufficiently effective, further regulatory action, including 
possible restrictions of use of certain nanomaterials may become necessary”. 389 
 
In responding to the recent 2012 Second Regulatory Review on Nanomaterials, the ETUC stated that 
the Communication “does not provide new elements that could clarify the regulatory situation and 
that existing gaps are still unaddressed”. The ETUC calls for urgent modifications to REACH to 

                                                      
 
 
385 EU-OSHA (2011) Risk perception and communication with regards to nanomaterials, European Risk Observatory, 
Luxembourg, available at: https://osha.europa.eu/...nanomaterials.../risk-perception-communication-on- 
nanotechnology.pptx  
386 See: http://osha.europa.eu/en/practical-solutions/case-studies/index_html/practicalsolution? 
SearchableText=&is_search_expanded=True&getRemoteLanguage=en&keywords% 
3Alist=nanotechnology&nace%3Adefault=&multilingual_thesaurus%3Adefault=&submit=S 
earch  
387 Commission Regulation (EU) No 453/2010 of 20 May 2010 amending Regulation (EC) No 1907/2006 
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and 
Restriction of Chemicals (REACH), OJ L 133, 31.5.2010, p. 1. 
388 See: http://echa.europa.eu/documents/10162/17235/sds_en.pdf  
389 European Commission (2012) Commission Staff Working Paper on the types and uses of nanomaterials, including safety 
aspects, SWD(2012) 288 final, 3/10/2012, Brussels 
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ensure the potential high risks of nanomaterials are properly controlled and states that the 
precautionary principle needs to be applied to workers’ protection from nanomaterials.390  
 
Endocrine Disrupting Chemicals 
 
Increasing information on the health risks associated with exposure to EDCs has raised concern 
regarding exposure in the workplace. The serious effects of exposure to these agents imply that they 
are considered as chemicals of high concern, present a risk to the safety and health of workers and as 
such fall under the definition of hazardous chemical agents as set out in the CAD. Workers are 
therefore protected by the requirements for risk assessment and risk management measures under the 
CAD. 
 
However, concerns remain since the effects of exposure to EDCs are observed at very low doses, they 
can act additively (in combination) at concentrations which are individually harmless, and that there is 
a lack of international agreement on the classification of EDCs (although the Commission has 
published a priority list - see discussions under indicator 1). The on-going consideration of whether to 
include reprotoxic substances under the CMD may goes some way to extending protection, although 
not all EDCs operate through reproductive endpoints. Further action is required at EU level to address 
the risks of workers’ exposure to EDCs in a comprehensive manner.  
 
In terms of action on specific substances, following the recommendation of SCOEL, the Commission 
adopted an indicative occupational exposure limit value of 10 mg/m3 for BPA from inhalable dust. 

Tier 2 Questions 
 

• Occupational exposure limits for hazardous chemicals 
• Use of the Safety Data Sheets and DNELS 
• Compliance with OHS legislation 
• Uptake of measures to eliminate and prevent exposure, including closed systems  
• Regular and systematic occupational health reporting 

SDS and DNELs under REACH 
 
When conducting a risk assessment in order to determine whether any hazardous chemical agents are 
present at the workplace, employers will draw on the information in safety data sheets provided by the 
suppliers of chemical substances. The safety data sheets will be used to develop an inventory of 
chemicals used or produced in a workplace and to gather basic information on the chemicals to 
determine if they are hazardous. Table 28 below provides a summary of the information in the safety 
data sheet that can feed into the risk assessment.  
 
Under REACH, producers or supplies of chemicals that are sold in volumes of 10 tonnes per year or 
more are obliged to undertake a Chemical Safety Assessment, the results of which are must be 
included in the registration dossier. The Chemical Safety Assessment determines whether the risks 
from a particular use of a substance (on its own, in a mixture or in an article) are properly controlled. 
The assessment includes an assessment of the hazards of the substance, including establishing the 
level of exposure to a substance below which no ill-effects occur, or Derived No-Effect Level 
(DNEL)391 or, in the case of substances where impacts are not linked to the concentration of exposure, 
the level at which the risk is deemed to be tolerable, or Derived Minimal Effect Level (DMEL)392.  

                                                      
 
 
390 ETUC website, Workers’ protection lost in nano-space? ETUC reaction to the European Commission second regulatory 
review of nanomaterials, last accessed 21.02.13 at: http://www.etuc.org/a/10394  
391 Derived No-Effect Level (DNEL): A DNEL is the level of exposure to the substance below which no adverse effects are 
expected to occur. It is therefore the level of exposure to the substance above which humans should not be exposed. DNEL 

http://www.etuc.org/a/10394
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Table 28: Information from the safety data sheet to feed into risk assessment 

Section of the safety data sheet Relevant information 

SECTION 1: Identification of the 
substance/mixture and of the 
company/undertaking  

This section contains information on the chemical including its REACH registration 
number (if there is one), plus the supplier details for further information. 

SECTION 2: Hazards identification  This section contains the classification of the chemical (important for hazard 
identification), its label and hazards that don’t lead to classification but that may 
still need to be assessed (e.g. dustiness). 

SECTION 3: Composition/information 
on ingredients  

This section gives information on ingredients of mixtures (along with their 
hazards) that might be useful for risk assessment if they have a higher volatility to 
the other components. 

SECTION 4: First aid measures  This section will not normally have so much relevance to risk assessment 

SECTION 5: Firefighting measures  This section gives some information on hazardous thermal decomposition 
products. 

SECTION 6: Accidental release 
measures  

This section contains useful information on spills and precautions for such 
situations. 

SECTION 7: Handling and storage  This is one of the key sections that details safe handling and storage precautions 
that will guide the possible risk management measures for the chemical. 

SECTION 8: Exposure 
controls/personal protection  

Another key section that contains information on applicable national OELs and 
BLV for the chemical or its ingredients. Also contained here are details of risk 
management measures and Personal Protective Equipment relevant for uses of 
the chemical. 

SECTION 9: Physical and chemical 
properties  

This section contains information on properties that might give rise to physical 
hazards e.g. flammability and that influence exposure such as boiling 
point/volatility and granulometry. 

SECTION 10: Stability and reactivity  This section contains information on the reactivity of a chemical, how stable it is, 
if there are any hazardous reactions and what conditions or materials to avoid. 

SECTION 11: Toxicological 
information  

This section contains information on the health effects of the chemical, such as 
its effects on reproduction. 

SECTION 12: Ecological information  This section contains environmental information. 

SECTION 13: Disposal considerations  This section contains information on how to dispose of the product and its 
packaging safely. 

SECTION 14: Transport information This section contains information on safe transport of the substance. 

SECTION 15: Regulatory information  This section contains information on relevant safety and  health 
regulations/legislation specific for the chemical.  

 
 
If the substance is classified as dangerous or is bioaccumulative and toxic (PBT) or very persistent 
and very bio-accumulative (vPvB), then an exposure assessment and risk characterisation must be 
performed to demonstrate that the risks are adequately controlled. This involves the development of 

                                                                                                                                                                     
 
 
is a derived level of exposure because it is normally calculated on the basis of available dose descriptors from animal 
studies such as No Observed Adverse Effect Levels (NOAELs) or benchmark doses (BMDs). 
392 Derived Minimal Effect Level (DMEL): For non-threshold effects, the underlying assumption is that a no-effect-level 
cannot be established and a DMEL therefore expresses an exposure level corresponding to a low, possibly theoretical, risk, 
which should be seen as a tolerable risk. 
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exposure scenarios, an estimate of the exposure and a comparison of the exposure to the limits derived 
under the hazard assessment. If the exposure is lower than the DNEL/DMEL then the substance is 
properly controlled. Data generated by the REACH registrant under the chemical safety assessment 
should be included in the safety data sheet, and hence will be available to employers when conducting 
a risk assessment.  
 
DNEL(s) shall be established for the substance, reflecting the likely route(s), duration and frequency 
of exposure. For some endpoints, especially mutagenicity and carcinogenicity, the available 
information may not enable a threshold, and therefore a DNEL, to be established. If justified by the 
exposure scenario(s), a single DNEL may be sufficient. However, taking into account the available 
information and the exposure scenario(s), it may be necessary to identify different DNELs for each 
relevant human population (e.g. workers, consumers and humans liable to exposure indirectly via the 
environment) and possibly for certain vulnerable sub-populations (e.g. children, pregnant women) and 
for different routes of exposure. Thus additional protection is foreseen for vulnerable groups.  
 
The DNELs generated under REACH must be considered against existing OLVs under EU 
legislation, both indicative and binding. Guidance on deriving DNELs in cases when EU or national 
level OEL are available is provided in the ECHA Guidance on information requirements and the 
chemical safety assessment (Chapter R 8). In theory, compliance by industry with the DNEL should 
provide adequate protection, removing any need to consider additional OELs. Ideally, only one DNEL 
would exist for a substance/exposure scenario. However, there are concerns that, in practise, several 
DNELs may be derived (e.g. by different suppliers) and it has been suggested that, at least during 
REACH phase-in, use of OELs will continue to be important, particularly where it is not feasible to 
address all possible exposure scenarios in a CSA. In particular, national level DNELs vary 
considerably, both in terms of the absolute values for any one substance and the number of substances 
for which DNELs are set. This suggests that the use of national OELs as a basis for deriving DNELs 
will increase variation in DNELs.  
 
Where DNELs differ from OELs, this will obviously lead to short-term confusion, while industry and 
regulators adjust to the new information becoming available. Indeed, such differences are likely given 
the very different basis for their respective derivations. Importantly, OELs are intended as specific 
occupational health and safety instruments while DNELs primarily define a risk level and are then 
used to establish what risk management measures are necessary393.  This is illustrated by a recent 
comparison of 88 OELs produced by SCOEL with their corresponding worker DNELs under 
REACH, which showed that the safety margins for DNELs were overall about six-times higher than 
for the OELS, although they ranged between 0.3 and 58.394 This indicates that DNELs may not be 
more protective than OELs in every case, but generally are likely to be so. Thus, at least over the 
phase-in period for REACH and until such time as the apparent differences between OELs and 
DNELs can be clarified, it is likely that industry may be subject to some confusion. 
 
In 2012, the Commission published guidance395 for employers aiming to clarify the interface between 
the CAD and REACH, including a discussion of the exposure reference levels under the CAD, i.e. 
OELs, and under REACH, i.e. DNELs, as well as other types of exposure reference levels that might 
apply in specific circumstances, i.e. Acceptable Operator Exposure Levels (AOELs) in setting the 
conditions of use for plant protection products. The guidance states that whilst there is no direct 
relationship between a DNEL and an OEL, each is useful in establishing what is needed to secure 
                                                      
 
 
393 Kayser M (2007):  DNEL: multiple values for identical substances?.  Lecture at Occupational Limit Values for Hazardous 
Substances – Health working conditions in a global economy.  Comference under the German Presidency of the European 
Council, Germany, May 7-8, 2007.   
394 Schenk L and Johanson G (2011) A Quantitative comparison of the Safety Margins in the European Indicative 
Occupational Exposure Limits and the Derived No-effetc Levels for Workers under REACH.Toxicol. Sci, 121, 408-416 
395 European Commission (2011) Guidance for employers on controlling risks from chemicals Interface between Chemicals 
Agents  Directive and REACH at the workplace, European Commission, Social Europe 
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adequate control of exposure and recommends that users apply the control measures, risk 
management measures or conditions of use, that control exposure within the relevant reference level.  
 
In the 2013 General Report on REACH, the Commission provides additional clarification regarding 
the relationship between OELs and DNELs, presented in box below. The Commission takes the 
position that the lower of the two values should be complied with by the employer, and calls for 
additional guidance to be provided on how to consider two values, both in the ECHA guidance and in 
the SDS.  
 
Box 20: Commission clarification of the relationship between OELs and DNELs 

 
The Commission services are of the view that OELs and DNELs (for both the same duration and the same route of 
exposure) may co-exist, and in some circumstances may apply simultaneously to some work activities. In certain cases, 
where the guidance allows the registrant to use OEL instead of deriving DNEL, the problem of two different values would 
not arise. In other cases, it is the Commission's view that, in principle, the lowest level should be complied with by the 
employer. The binding OEL needs to be always complied with by the relevant employer. In cases when the DNEL is lower 
than the OEL, the compliance with DNEL is based on the premise that the registrant could not use OEL instead of deriving 
DNEL for the same exposure route and duration, as he has obtained new scientific information which indicated that the 
OEL does not provide the appropriate level of protection.  
 
Annex II to REACH provides for an obligation to list the relevant applicable EU or national OELs in Section 8 of the SDS 
(exposure controls/personal protection). Therefore the Commission services consider that more guidance on the 
relationship between the DNEL and different OELs in the ECHA Guidance on the compilation of SDS would be helpful for 
duty holders to fulfil properly their obligation to compile a SDS to avoid confusion between the two systems. The SDS itself 
could contain some explanation how those two values should be considered by the downstream user as an employer. 
 
 

Compliance with OHS legislation 
 
In particular, SMEs face challenges in addressing occupational safety and health issues associated 
with workers’ exposure to risk in SME’s due primarily to the relatively modest resources available for 
SMEs to invest in OSH396 and a lower level of awareness of the costs of non-compliance with OSH 
legislation397.  

Tier 3 Questions 
 
• Trends in the numbers of workers exposed to hazardous substances, as well as reductions in the duration of 

exposure 
• Trends in occupational accidents linked to chemicals 
• Trends in occupational disease linked to chemical exposure 

 

                                                      
 
 
396 Eurogip (2009). Occupational risk prevention in SMEs in Europe. Eurogip-44/E, Thematic Report September 2009, 
Brussels 
397 European Foundation for the Improvement of Living and Working Conditions, 2010. Health and safety at work in SMEs: 
Strategies for employee information and consultation. Available online at: 
http://www.eurofound.europa.eu/pubdocs/2010/461/en/2/EF10461EN.pdf 
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Trends in the numbers of workers exposure to chemicals in the workplace 
 
Due to the widespread use of hazardous substances, the range of economic activities where workers 
may be exposed to is broad. At the higher end of the scale, economic sectors include agriculture, 
industry and services. The numbers of workers employed in these sectors in the EU are presented in 
table 23 below, with data taken from EUROSTAT.  
 
Table 29: Number of workers in agriculture, industry and services in the EU 27 Member States 

Agriculture Industry Services 
11,122,300 56,430,400 150,274,200 

 
Baseline data against which to measure outputs is limited to a French study, the SUMER survey398 
(Medical Surveillance of Professional Risks), conducted in 2002-2003 under the auspices of the 
French Ministry of Employment, investigating the number of workers exposed to one or more 
carcinogens, mutagens or reproductive toxins (CMRs) during their professional activity. The analysis 
has been repeated and a second report in pending, but as yet unpublished. EU27-wide data is not 
available. 

Trends in chemical-related occupational accidents 
 
Regarding data on occupational accidents, EUROSTAT does not attribute the cause of occupational 
accidents and hence this data is not available for the EU27.  

Trends in occupation disease linked to exposure to chemicals  
 
Data from epidemiological studies on occupational disease is limited to snapshots from cohort studies 
and drawing out trends for the whole EU is not possible. Member States are recommended to 
introduce compensation systems and gather data on occupational disease and forward statistical and 
epidemiological data on occupational diseases recognised at national level to the Commission, via 
EU-OSHA, under Recommendation 2003/670/EC concerning the European schedule of occupational 
diseases399. The Recommendation lists chemical agents known to cause occupational disease and 
specifically refers to such diseases.  

Summary 
 
In summary, at the baseline year the EU already afforded protection to workers from chemical risk in 
a number of key areas, including substance specific coverage (asbestos) and specific protection for 
vulnerable groups. Since 2002, protection has been strengthened, most notably with the introduction 
of the CMD, which aims to eliminate, or where not possible, minimize workers’ exposure to 
carcinogens and mutagens. Discussion are currently underway regarding a possible extension of this 
to include reprotoxic substances, a move that would increase coherence with other EU legislation that 
treats CMR as group, as well as increasing workers protection and addressing the critical window of 
exposure of pregnant women to reprotoxic substances prior to declaration of pregnancy.  
 
In terms of gaps, EU-wide OEL on lead under the CAD require revision, since evidence is available to 
demonstrate harmful effects at very low levels of lead exposure. In addition, there is a need to clarify 
the relationship between OELs and DNELs, as set out in the REACH SDS.  

                                                      
 
 
398 Sumer (2006) « Les expositions aux riskes professionnelles : les produits chimiques, results Sumer 2003 » DARES No 118, 
July 2006, France 
399 Commission Recommendation 2003/670/EC of 19 September 2003 concerning the European schedule of occupational 
diseases (Text with EEA relevance) (notified under document number C(2003) 3297) OJ L 238, 25.9.2003, p. 28–34   
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In addition, there is a need for EU OHS legislation to respond to the emerging risks posed by 
nanomaterials in the workplace, either with specific protection measures or through the adaptation of 
existing measures. This will involve actions to ensure that adequate and relevant data on hazard, 
exposure and risk management measures for nanomaterials of concern are generated under the 
REACH registration process and transferred down the value chain in SDS. In addition, a specific 
regulatory framework for the protection of workers from nanomaterials may be required, with this 
being the subject of an on-going study.   
 
With regards to EDCs, Further action is required at EU level to address in a comprehensive manner 
the risks to workers of exposure to EDCs. 
 
Finally, data on trends in occupational health and disease is not available at EU level to inform policy 
making. Further efforts under Recommendation 2003/670/EC are required to collect data at Member 
States level and collate comparable data in comprehensive EU databases, as a useful basis for further 
regulatory decision making.  

Review of analysis under indicator 10 against SMART objectives 
 
Specific Tier 1 questions are specific in that they explore the existence of policies and programme to 

protect workers from chemical exposure, including emerging risks. Tier 2 questions then look at 
compliance with that legislation and in particular, the use of SDS as tools in protecting workers. 
Tier 3 questions look at trends in workers’ exposure, accidents and occupation disease linked to 
chemicals, and as such are specific. 

Measurable Questions under tier 1 are measurable in terms of policy outputs since the baseline. Impacts 
under tier 2 questions are less measurable, since data on compliance trends is qualitative and 
snapshot data, while the relationship between DNELs and OEL is a qualitative discussion rather 
than a measurable trend. While trends in workers exposure, accidents and occupational 
disease could be measured in theory, in practice data is not available.   

Achievable The analysis of tier 1 questions on policy outputs is achievable. Information drawn from policy 
discussion papers is available to address the relationship between DNELs and OELs, while the 
question on compliance can only be answered with snapshot qualitative data. Data is not 
available to present 2002-2012 trends in workers exposure, accidents and occupational disease 
comprehensively across the EU.   

Relevant Questions under all tiers are directly relevant to assessing efforts to control and miminise 
workers’ exposure to chemicals 

Timed Evidence for the period 2002 to 2012 is only available for tier 1 questions. Otherwise, evidence 
is from snapshot reports.  
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7.3.6 EU Progress under Indicator 11: Rotterdam Convention 

The Convention on the Prior Informed Consent Procedure for Certain Hazardous Chemicals and 
Pesticides in International Trade (Rotterdam Convention) was formally adopted on 11 September 
1998, and entered into force on 24 February 2004. The objective of the Rotterdam Convention is to 
promote shared responsibility and cooperative effort among Parties in the international trade of certain 
hazardous chemicals and pesticides in order to protect human health and the environment. It is based 
on the principle of Prior Informed Consent (PIC), meaning that a chemical listed in the Convention 
may only be exported with the importer's prior consent. The PIC procedure applies to banned or 
severely restricted chemicals (BOSR) and severely hazardous pesticide formulations that are listed in 
Annex III of the Rotterdam Convention. Parties’ decisions on whether or not to import a specific 
chemical are informed by decision guidance documents (DGDs), with import decisions published in 
the PIC Circular. The main elements of the Rotterdam Convention are summarized in Box 3 below.  
 
Box 21: Summary of the requirements of the Rotterdam Convention 

Implementation: The Convention established a Secretariat and a Conference of the Parties (COP) to oversee 
implementation, together with a Chemicals Review Committee (CRC) to review notifications and nominations from Parties 
and make recommendations on chemicals to include in the PIC procedure. In addition, each Party must designate national 
authorities as a Designated National Authorities (DNA).  
 
Imports: Each Party must specify whether or not it consents to the import into its territory of the hazardous chemicals or 
pesticides listed in the Convention. DGD are provided on Annex III chemicals to assist countries in making import decisions. 
Parties may also decide to consent to import only subject to specified conditions. Interim decisions are also accepted. A 
Party that does not consent to the import of a chemical or that only consents under specified conditions must ensure that 
the import of the chemical from any source and the domestic production of the chemical for domestic use are made 
subject to the same conditions. 
 
Exports: Exporting Parties must comply with the decisions of the other Parties relating to import authorisations, whereby a 
chemical may not be exported to any Party that has failed to transmit a response or has transmitted an interim response. 
However, there are exceptions, for example where the importing Party has given its explicit consent to the import of the 
chemical in question. Exporting Parties should assist importing Parties, upon request, to obtain further information and to 
strengthen their capacities to manage chemicals during their life-cycle. Any exported chemical that is banned or severely 
restricted under the Convention must be accompanied by an export notification, and the importing Party must also 
acknowledge receipt of the chemical. The Convention contains provisions on the information that must accompany the 
chemicals, such as labelling requirements. 
 
Listing hazardous chemicals and pesticides: The Convention establishes a mechanism for including further chemicals, 
provided that certain criteria are met. Each Party must inform the Secretariat of any regulatory action adopted in respect 
of one or more chemicals or pesticides on its territory. Such notification must include information on the properties, 
identification and use of the chemical and its regulatory action. When at least two verified notifications from two PIC 
regions for banned and severely restricted chemicals or one proposal containing information required for severely 
hazardous pesticide formulations have been identified and submitted to the Secretariat, the information is then forwarded 
with accompanying documentation to the CRC for review. The CRC reviews the information and may recommend the 
chemical for listing. The COP reviews the Committee's recommendation and takes the final decision. It can also decide to 
remove a chemical from the Convention.  
 
Information exchange: The aim is to facilitate the exchange of scientific, technical, economic and legal information 
concerning the chemicals within the scope of the Convention, and to provide information on domestic regulatory actions in 
this area. 
 
Technical assistance: Developing countries and countries with economies in transition may receive technical assistance 
from Parties which are more advanced in the area of chemical regulation. 
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Baseline 2002 
 
At the baseline year of 2002, Regulation (EEC) No 2455/92400 concerning the export and import of 
certain dangerous chemicals had already made the PIC procedure binding for all Member States.  

Tier 1 Question: 
 

• Transposition of the Rotterdam Convention into EU law 
 

Transposition of the Rotterdam Convention 
 
The European Union was one of the signatories of the Rotterdam Convention in 1998 and ratified the 
Rotterdam Convention on 19 December 2002.  
 
Regarding transposition into EU law, although Regulation (EEC) No 2455/92 had already made the 
PIC procedure binding for all Member States, it required revision to be consistent with the Rotterdam 
Convention. In 2003, Regulation (EC) No 304/2003 concerning the export and import of dangerous 
chemicals401 was adopted.  However, in 2006 Regulation (EC) No 304/2003 was annulled by the 
European Court of Justice (ECJ) due to concerns regarding the legal basis.402 Regulation (EC) No 
689/2008 of the European Parliament and the Council was then adopted on 17 June 2008403 and came 
into force on 1 August 2008. Following a number of amendments and in the interest of clarity, 
Regulation (EC) No 689/2008 was recast as Regulation (EU) No 649/2012404 and entered into force 
on 16 July 2012, to be implemented by 1st March 2014.  
 
The new Regulation (EU) No 649/2012 is now consistent with other relevant EU legislations, in 
particular REACH and CLP. Particular attention is also given to manage an adequate shelf-life of 
exported chemicals and appropriate storage conditions so that they may be used effectively and safely.  

 
Regulation (EU) No 649/2012 (as well as the preceding Regulation (EC) No 689/2008) includes a 
number of provisions that go beyond the requirements of the Rotterdam Convention, in order to 
deliver a higher level of protection to human health and the environment. These are considered below.   

Firstly, the requirements for export notification extend to all countries, not only to Parties of the 
Convention, irrespective of use.  

Secondly, the Regulation establishes an explicit consent procedure that requires the explicit consent 
of the importing party before export can proceed. The procedure applies to all chemicals that are 
BOSR in the EU in a convention use category (Annex I, Part 2), as well as all PIC chemicals (Annex 
I, Part 3) for which no import decision from the importing country is published. For chemicals in part 
3 of the Annex, this requirement does not apply when a positive import response is published in the 

                                                      
 
 
400 Council Regulation (EEC) No 2455/92 of 23 July 1992 concerning the export and import of certain dangerous chemicals, 
OJ L 251, 29.8.1992, p.13 
401 Regulation (EC) No 304/2003 of the European Parliament and of the Council of 28 January 2003 concerning the export 
and import of dangerous chemicals, OJ L63, 06.03.2003, pp1-26 
402 Case C-178/03 (Commission v. Parliament and Council): Regulation (EC) No 304/2003 was annulled for being based 
solely on Article 175(1) (Environment) of the Treaty, whereas it should have been founded on two legal bases, namely 
Article 133 (Common Commercial Policy) in addition to Article 175 
403 Regulation (EC) No 689/2008 of the European Parliament and of the Council of 17 June 2008 concerning the export and 
import of hazardous chemicals, OJ L204, 31.2008, p.1-35 
404 Regulation (EU) No 649/2012 of the European Parliament and of the Council of 4 July 2012 concerning the export and 
import of hazardous chemicals, OJ L201, 27.07.12, pp. 60-106 
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PIC circular of the Rotterdam Convention, and certain criteria are met. An explicit consent remains 
valid for subsequent exports during a period of three calendar years, unless otherwise specified in the 
conditions of the explicit consent itself. For those three years, any company in the EU may export the 
same chemical to the country that has granted the explicit consent, but still needs to meet the annual 
notification and reporting requirements.  

Thirdly, the scope of the EU Regulation is not limited to chemicals that fall under the definition of 
BOSR under the Convention, but also covers chemicals that are BOSR at EU level. Some chemicals 
might not qualify for PIC notification pursuant to Article 5 of the Convention, but the restrictions are 
such that the EU nevertheless alerts importing countries so as to ensure a higher level of protection. 

Fourthly, the two Convention use categories have been divided into two subcategories: pesticides are 
divided in agricultural and non-agricultural pesticides, and industrial chemicals are separated in 
chemicals for professional use and chemicals for consumer use. Under the EU Regulation, the ban or 
severe restriction of a chemical at subcategory level, but not at Convention use level, can trigger 
export notification.  

Fifthly, the EU makes export notifications irrespective of the intended use in the importing country 
and whether or not the intended use is banned or severely restricted within the EU, recognising that it 
cannot be guaranteed that the intended use is identical to the final use in the importing country.  

Finally, unless specified to the contrary, the Regulation’s obligations extend to exports to all 
countries, irrespective of whether or not they eventually are Parties to the Convention.  

The Regulation lists in its Annex I chemicals subject to export notification (Part 1), chemicals subject 
to the explicit consent procedure (Part 2) and subject to the PIC procedure under the Rotterdam 
Convention (Part 3). 

Tier 2 Questions: 
 

• Designated National Authorities  
• Implementation of key mechanisms: Submission of notifications of final regulatory actions and delivering import 

responses  
• Technical assistance activities 

 

DNAs 
 
The contact details for the DNAs of the EU Member States are available on the JRC website,405 as 
well as on the website of the Rotterdam Secretariat.406 
 
The Commission acts as the single contact point for all Union interaction with the Secretariat and 
other Parties to the Rotterdam Convention. This means that the Commission acts as a common 
designated authority on behalf of all Member State DNAs and in close cooperation with them. As the 
single contact point for all Union interaction with respect to the Rotterdam Convention, the 
Commission carries out various administrative functions on behalf of the Member States. This 
includes:  
 

• transmitting export notifications to Parties and other countries;  
                                                      
 
 
405 See: http://edexim.jrc.ec.europa.eu/lib/search_dna_address_form.php?version=PUB&type=EU  
406 See: http://www.pic.int/Countries/DesignatedNationalAuthorities/RoleandResponsibilities/tabid/1080/language/en-
US/Default.aspx  

http://edexim.jrc.ec.europa.eu/lib/search_dna_address_form.php?version=PUB&type=EU
http://www.pic.int/Countries/DesignatedNationalAuthorities/RoleandResponsibilities/tabid/1080/language/en-US/Default.aspx
http://www.pic.int/Countries/DesignatedNationalAuthorities/RoleandResponsibilities/tabid/1080/language/en-US/Default.aspx
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• submitting notifications of relevant EU or Member State regulatory actions banning or 
severely restricting a chemical; 

• transmitting information about other final regulatory actions not qualifying for PIC 
notification;  

• submitting decisions with respect to imports of PIC chemicals;  
• receiving export notifications from third countries, informing the Member States and 

publishing them on EDEXIM; and 
• receiving information from the Secretariat. 

 
To ensure close coordination with the Member States, the Commission chairs biannual meetings of 
the DNAs. The Commission also represents the EU at COPs and at meetings of the CRC.  Prior to 
sessions of the CRC, the Commission convenes preparatory meetings with Member States in order to 
coordinate common positions.  

To date, the JRC has provided scientific and technical support for the implementation of the PIC 
Regulation and managed the European centralised database of export and import of certain hazardous 
chemicals and pesticides, EDEXIM. 407 In accordance with the new Regulation, in 2014 the JRC will 
transfer these tasks to ECHA, which will then be responsible for transferring export notifications to 
importing countries and for maintaining a database on the notifications. The database on the imported 
and exported hazardous chemicals will be made available on the ECHA website.  

Implementation of key mechanisms 
 
The EU has submitted 52 notifications of final regulatory action to the Secretariat of the Rotterdam 
Convention, 43 for non-Annex III chemicals and 9 for Annex III chemicals.  
 
The EU has delivered 43 import responses, five of which gave consent to import only subject to 
specific conditions, while the remaining 38 did not consent to import. 
 
From 2003 to 17 June 2013 a total of 22,426 export notifications were issued by the EU.   

Technical assistance activities 
 
The EU has funded two technical assistance activities under the framework of the Rotterdam 
Convention, a Workshop for countries from Western Europe and Others Group on the implementation 
of the Rotterdam Convention held on 10 February 2005 in Geneva, and an International expert 
conference on asbestos and POPs policies and practices in Kazakhstan and the European Union on 20 
April 2009 in Astana, Kazakhstan. Technical assistance projects are further considered under 
indicator 20.  

Tier 3 Questions:  
 

• Number of export notifications and of requests for explicit consent 
• Number of unauthorised exports to third countries of Annex III chemicals, number of unauthorised exports to 

third countries of chemicals that have been banned or severely restricted in the EU 

Number of export notifications and requests for explicit consent 
 
Tier 3 questions seek to measure the actual impacts of implementing the Rotterdam Convention in the 
EU in terms of the effective regulation of the trade in hazardous chemicals. In particular, the high 
number of export notifications provides evidence of the effective participation of industry in the 
implementation of the PIC Regulation at EU level. In addition, data on substances for which an 
                                                      
 
 
407 http://edexim.jrc.ec.europa.eu/  

http://edexim.jrc.ec.europa.eu/
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explicit consent has been requested, as well as data on responses from the importing countries are 
available on the EDEXIM website408, and demonstrate the effective functioning of the system for 
tracking and controlling exports of substances that are BOSR in the EU (Annex I, Part 2), as well as 
all PIC chemicals (Annex I, Part 3) for which no import decision from the importing country is 
published. 
 

Number of unauthorised exports blocked by customs 
 
Another means of measuring success would be to identify a downward trend in data on the numbers 
of unauthorised exports to third countries of Annex III chemicals, as well as data on unauthorised 
exports to third countries of chemicals that are banned or severely restricted in the EU (recognising 
that such chemicals are also subject to PIC under Regulation (EU) No 649/2012). However, such data 
was not found to be publicly available. Indeed, by its very nature data on volumes of illicit trade is 
likely to be inaccurate, since the volume of illegal trade that goes undetected cannot be quantified.    
 
A decline in the numbers of unauthorised exports of Annex III chemicals and chemicals that are 
banned or severely restricted in the EU that have been intercepted by the customs official of EU 
Member States would also serve to demonstrate increasingly effective regulation of the trade in 
hazardous chemicals. No such data was found to be available at EU level. Under Article 9 of the 
Regulation, Member States are to provide the Commission with annual reports on the quantities of 
chemical traded, with an overall summary published on EDEXIM. However, this does not include 
data on the interception of illegal trade.  
 
In terms of materials of potential relevance, a 2011 OECD report on illegal international trade notes 
that there have been no reports to date of illegal trade of chemicals listed under the Rotterdam 
Convention.409 The report states that it is still too soon to reach any conclusions on the impact of the 
Rotterdam Convention at international level.  
 
Problems associated with trade in counterfeited pesticides and trade in pesticides that are not 
registered in the country of destination were highlighted at a 2010 OECD seminar on the “Illegal 
International Trade in Agricultural Pesticides”.410 The report of the seminar notes that although 
pesticides are amongst the most regulated products in the world, international shipments of counterfeit 
active ingredients and finished products often escape oversight by pesticide regulators and custom 
offices in OECD countries. It does not present any quantitative data regarding illegal trade in 
pesticides listed under Annex II of the Rotterdam Convention. 
 
Since the Parties to the Rotterdam Convention have not yet agreed a non-compliance procedure (as 
foreseen under Article 17 of the Convention), the Secretariat and the COP currently have no 
involvement in monitoring compliance.411 Despite requests, no party has yet reported any illegal 
activity to the Secretariat and data is therefore not available through the Secretariat. 
 
In the absence of data on illegal traffic we can review the requirements for compliance mechanisms at 
EU level. The Commission is responsible for coordinating compliance by the Member States, with 
authorities in the Member States, including DNAs and custom officials, responsible for controlling 
and monitoring imports and exports of chemicals listed in Annex I of Regulation (EU) No 649/2012.  
                                                      
 
 
408 See: http://edexim.jrc.ec.europa.eu/explicitConsent/search.php?version=PUB 
409 OECD, 2011, Illegal trade in environmentally sensitive goods, Joint Working Party on Trade and Environment, 
COM/TAD/ENV/JWPTE(2011)45/FINAL, OECD, Paris 
410 OECD, 2011, Report of the OECD Seminar on Risk Reduction through Prevention, Detection and Control of the Illegal 
International Trade in Agricultural Pesticides (ENV/JM/MONO(2011)6), OECD, Paris 
411 COP 5 was unable to achieve consensus on a non-compliance mechanism with text forwarded to COP 6 for further 
consideration, IISD, ENB Vol.15, No.188  
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In addition, a Reference Identification Number (RIN) is assigned to each export of an Annex I 
chemical upon introduction of the notification in EDEXIM and activated if all requirements are met. 
The RIN must be provided on the customs declaration and is used by custom officials to check the 
status of approval of the export in the EDEXIM database. If the export is not approved, it will be 
halted at customs.   

Summary 
 
The EU has met the objective of transposing and implementing the Rotterdam Convention. 
Regulation (EU) No 649/2012 both fully transposed the Rotterdam Convention, and includes a 
number of provisions that go beyond the Convention’s requirements, in order to deliver a higher level 
of protection to human health and the environment. DNAs have been designated and the EU is 
participating actively in key mechanisms, including the submission of notification and import 
responses. In addition, the EU has contributed financially to technical assistance activities.   
 
In terms of measuring impacts, data on EDEXIM on the number of export notification and requests 
for and provision of explicit consent demonstrates the effective participation of industry and the 
overall functioning of the system. While no data was found to be available at EU level on the 
interception of unauthorised exports, compliance mechanisms are established under the Regulation, 
including the use of RIN to allow customs to track exports and halt unauthorised exports.  

Review of analysis against SMART criteria 
 
Specific  The analysis under this indicator specifically addresses the transposition and implementation 

of the Rotterdam Convention in the EU and is therefore highly specific.   
Measurable  While transposition is measurable, data is not available to measure the impacts of legislation in 

terms of reductions in illegal trade in PIC chemicals.  
Achievable Extensive data was available to track changes in legislative requirements. Data was not 

available to allow for an assessment of impacts on the ground under Tier 3 questions.  
Relevant All three tiers of questions under this indicator are highly relevant to the implementation of the 

Rotterdam Convention. 
Timed  The change is legislative requirements can be assessed over the time period 2002 to 2012. 

However data to measure changes in impacts over this time period was not available.  
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7.3.7 EU Progress under Indicator 12: Stockholm Convention 

Baseline 2002 
 
As already discussed in section 3, the international community has taken action to reduce and 
eliminate production, use and releases of Persistent Organic Pollutants (POPs). To this end, two 
international legally binding instruments were negotiated and concluded in the early 2000s: 
 

• The Aarhus Protocol to the regional UNECE Convention on Long-Range Transboundary Air 
Pollution (CLRTAP) on POPs, opened for signatures in June 1998 and entered into force on 
23 October 2003.  

• The global Stockholm Convention on POPs, opened for signatures in May 2001 and entered 
into force on 17 May 2004. 

 
The EU participated actively in the negotiations of both instruments. 
 
Also relevant to this discussion is the Communication on a Community Strategy for Dioxins, Furans 
and PCBs412 adopted by the European Commission in 2001 as a response to a number of serious feed 
and food contamination incidents. This strategy aims to assess the current state of the environment 
and the ecosystem, to reduce human exposure to dioxins and PCBs in the short-term, to maintain 
human exposure at safe levels in the medium to long term and to reduce environmental effects from 
dioxins and PCBs. No legislative changes were proposed in the strategy, but several other measures 
were indicated, including proper enforcement of the existing Community legislation. As such the 
strategy forms a Community-wide action plan to reduce and eliminate releases of these POPs. 

Tier 1 Questions 
 

• Transposition of the Stockholm Convention and POPs Protocol into EU law 

Transposition of the Stockholm Convention and POPs Protocol and into EU law 
 
After 2002, the EU signed both international instruments on POPs, together with the then 15 Member 
States. In particular, the EU ratified the Aarhus Protocol on 30 April 2004 with Council Decision 
259/2004/EC413 and the Stockholm Convention on 16 November 2004 with Council Decision 
2006/507/EC414. The EU became a Party to the Stockholm Convention in 2005. 
 
The international requirements on POPs have been transposed into EU legislation mainly with 
Regulation (EC) No 850/2004415, with the export ban elements implemented through Regulation (EC) 
No 689/2008, as recast under Regulation (EU) No 649/2012.  
 
Regulation (EC) No 850/2004 complements earlier EU legislation on POPs and aligns it with the 
provisions of the two international agreements, emphasising the objective to eliminate the production 

                                                      
 
 
412 Communication from the Commission to the Council, the European Parliament and the Economic and Social Committee 
Community - Strategy for Dioxins, Furans and Polychlorinated Biphenyls /* COM/2001/0593 final. OJ C 322, 17.11.2001, p. 
2–18 
413 2004/259/EC: Council Decision of 19 February 2004 concerning the conclusion, on behalf of the European Community, 
of the Protocol to the 1979 Convention on Long Range Transboundary Air Pollution on Persistent Organic Pollutants. OJ L 
81, 19.3.2004, p. 35–36 
414 2006/507/EC: Council Decision of 14 October 2004 concerning the conclusion, on behalf of the European Community, of 
the Stockholm Convention on Persistent Organic Pollutants. OJ L 209, 31.7.2006, p. 1–2 
415 Regulation (EC) No 850/2004 of the European Parliament and of the Council of 29 April 2004 on persistent organic 
pollutants and amending Directive 79/117/EEC. OJ L 158, 30.4.2004, p. 7–49 
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and use of the internationally recognised POPs. For this purpose, the Regulation bans production, 
placing on the market and use of the 12 intentionally produced POP substances listed in the 
Stockholm Convention. The Regulation also establishes that general and specific exemptions to these 
prohibitions shall be limited to a minimum. It also defines measures to reduce unintentional releases 
of POPs and indicates that all remaining stockpiles for which no use is permitted shall be managed as 
hazardous waste. Furthermore, it introduces an obligation for Member States to set up emission 
inventories for unintentionally produced POPs, national implementation plans (NIPs) and monitoring 
and information exchange mechanisms.  
 
The ban on the export of substances listed in Annexes A and B to the Stockholm Convention (i.e. 
POPs and cosmetic soaps containing mercury) is implemented through Regulation (EC) No 689/2008, 
as recast under Regulation (EU) No 649/2012. Article 14 of Regulation (EC) No 689/2008 states that 
chemicals and articles, the use of which is prohibited in the Union for the protection of human health 
or the environment shall not be exported. The list of chemicals and articles banned from export is 
provided in Annex V of Regulation (EC) No 689/2008.  
 
Throughout the negotiations on the Stockholm Convention, the EU emphasised the need to extend the 
initial list of POPs warranting global action.  On 26 August 2010, a number of amendments of the EU 
Regulation entered into force416.  The amendments implement the international agreement reached at 
the 4th Conference of the Parties (COP) to the Stockholm Convention in 2009 to add nine new 
substances to the list of POPs. These substances and substance groups are thus to be subjected to 
corresponding destruction and elimination obligations or at least to limitations in use. The new POPs 
are 4 types of polybromodiphenyl ether (PBDEs), alpha hexachlorocyclohexane, beta 
hexachlorocyclohexane, perfluorooctane sulfonic acid, its salts and perfluorooctane sulfonyl fluoride 
and pentachlorobenzene. It should be noted that these substances had already been subject to 
prohibition or severe restriction in the EU.  
 
COP5 was held from 25-29 April 2011, in Geneva, Switzerland, and adopted over 30 decisions, 
including listing endosulfan in Annex A of the Convention, implying that Parties must take measures 
to eliminate the production and use. In the EU, it is prohibited to place on the market or use plant 
protection products and biocides containing endosulfan. In addition, endosulfan is listed under Annex 
I of Regulation (EC) No 689/2008, implying that explicit consent is required from the importing party 
before export can proceed. 
 
Provisions to prevent the production, placing on the market and use of new substances exhibiting POP 
characteristics were also incorporated into the new regulatory framework for chemicals (REACH – 
see Indicator 1), pesticides (see Indicators 1 and 9) and biocides (see Indicator 7).  

Tier 2 Questions 
 

• Implementation of key aspects, including: 
• Bans on internationally-recognised POPs; 
• Management of remaining stockpiles as hazardous wastes; 
• Control measures to minimise releases of unintentional POPs; and 
• Waste management to ensure the destruction or irreversible transformation of the POP content 

 
The Stockholm Convention lays down an obligation to all Parties to develop and endeavour to 
implement a plan for the implementation of its obligations under the Stockholm Convention. For the 
                                                      
 
 
416 Commission Regulation (EU) No 756/2010 of 24 August 2010 amending Regulation (EC) No 850/2004 of the European 
Parliament and of the Council on persistent organic pollutants as regards Annexes IV and V Text with EEA relevance, OJ L 
223, 25.8.2010, p. 20–28. Commission Regulation (EU) No 757/2010 of 24 August 2010 amending Regulation (EC) No 
850/2004 of the European Parliament and of the Council on persistent organic pollutants as regards Annexes I and III Text 
with EEA relevance. OJ L 223, 25.8.2010, p. 29–36.  
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EU, this obligation is transferred to the Article 8 of Regulation (EC) No 850/2004 on POPs. The EU 
has therefore developed a Community Implementation Plan on POPs (POPCIP)417, which also covers 
the substances that fall under the Aarhus Protocol on POPs. The overall purpose of the POPCIP is not 
only to fulfil these legal obligations but also to take stock of actions taken and lay down a strategy and 
action plan for further EU measures related to POPs included in the two international instruments. For 
this reason, the POPCIP is a good tool to assess the outcome of Indicator 12 on POPs.  
 
Another good tool is represented by the National Implementation Plans (NIP), elaborated and 
published by Member States to comply with Stockholm Convention requirements. As a matter of fact, 
article 12 of the Regulation requires annual reporting by Member States on the actual production and 
use of POPs and triennial reporting on the implementation of other provisions of the Regulation. The 
Commission is required to compile the reports and integrate them with the information from the 
EPER, the E-PRTR418 and the EMEP419 in a synthesis report. The first synthesis report420 was 
finalised by a consultant (BiPRO) on behalf of the Commission in 2009 based on the 2004–2006 
triennial reports and the 2006–2008 annual reports. Discussion on progress achieved in the 
implementation of the Community Implementation Plan until the end of 2009 is included in a 2010 
report from the Commission to the European Parliament and to the Council on the application of 
Regulation (EC) No 850/2004421. 

Bans on internationally-recognised POPs 
 
The Community Implementation Plan concluded that all the intentionally produced POPs listed in the 
Stockholm Convention or in the Aarhus Protocol on POPs have been phased out in the EU, most of 
them already several years ago, with the exception of lindane that could be used until end of 2007 as 
public health and veterinary topical insecticide.  
 
In this context, the legal measures to enact the bans on internationally recognised POPs are considered 
as comprehensive and generally implemented at Member State level. However, the 2010 Commission 
report highlights the need to intensify compliance controls of products to ensure withdrawal of the 
ones containing POPs. 
 
The EU is also promoting efforts to ban or severely restrict emerging POPs. As already mentioned, 
both international agreements foresee listing of additional substances to be banned, restricted or 
otherwise controlled on the basis of the screening criteria laid down in Annex D of the Convention for 
biopersistence, bioaccumulation, potential for long-range environmental transport and adverse effects. 
The Commission, together with the Member States, is promoting and supporting action to identify 
further POP candidates and initiate international action on their control in order to contribute to 
achieving the 2020 chemicals target adopted at the World Summit on Sustainable Development. 

Management of remaining stockpiles as hazardous wastes 
 
Recognising that obsolete or carelessly managed stockpiles of persistent organic pollutants may 
seriously endanger the environment and human health through, for instance, contamination of soil and 
ground water, Regulation (EC) No 850/2004 includes provisions for the management of the remaining 

                                                      
 
 
417 Commission Staff Working Document, Community Implementation Plan for the Stockholm Convention on POPs, SEC 
(2007) 341 : http://ec.europa.eu/environment/pops/pdf/sec_2007_341.pdf  
418 For more information on these registers see Indicator 2. 
419 European Monitoring and Evaluation Programme (EMEP), a scientifically based and policy driven programme under the 
Convention on Long-range Transboundary Air Pollution: http://www.emep.int/  
420 Beratungsgesellschaft für integrierte Problemlösungen (BiPRO), Support related to the international and Community 
work on Persistent Organic Pollutants, Reference : 070307/2007/465073/MAR/D1, Up-dated Synthesis Report 2009. 
421 Report from the Commission to the European Parliament and the Council on the application of Regulation (EC) No 
850/2004 on persistent organic pollutants in accordance with Article 12(6) of the Regulation /* COM/2010/0514 final 

http://ec.europa.eu/environment/pops/pdf/sec_2007_341.pdf
http://www.emep.int/
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stockpiles of POPs and measures that go beyond the provisions laid down in the Convention. In 
particular, it mentions that stockpiles of prohibited substances should be treated and managed as 
waste, while stockpiles of substances of which the production or use is still allowed should be notified 
to the authorities and properly supervised. In addition, the Waste Framework Directive 2006/12/EC422 
and the Hazardous Waste Directive 91/689/EEC423, set a number of provisions to ensure that wastes 
including stockpiles are handled in an environmentally sound manner. Amongst others, this includes 
waste prevention promotion, classification rules for hazardous waste, the obligation to collect waste 
and to package and label it appropriately, to elaborate waste management plans, to permit waste 
disposal and recovery installations and the prohibition to dispose of waste in an uncontrolled manner. 
The holder of stockpiles greater than 50 kg, consisting of or containing any POP and the use of which 
is permitted shall provide the competent authority with information concerning the nature and size 
thereof.  
 
POP pesticides Aldrin, Dieldrin, Endrin, Chlordane, DDT, Heptachlor, Chlordecone, Mirex, and 
Toxaphene were largely produced and used as insecticides for crop and wood protection in the 1950s 
and 1960s. As a result, obsolete stockpiles still exist in some EU Member States, especially in Central 
and Eastern Europe. Based on “Article 12 reports”, limited stockpiles are still present in a number of 
EU Member States. According to the analysis of the BiPro Summary Report, strategies for 
identification of stockpiles, products, articles in use and wastes are in place in all of the reporting 
Member States. This includes strategies for waste management and final destruction. 
 
As further summarised in the 2010 Commission report, four Member States reported stockpiles of 
POP pesticides. Spain reported 5,000 tonnes of lindane stored under controlled conditions. Bulgaria, 
Hungary and Lithuania reported around 15,000 tons of obsolete pesticides with unknown POP 
content. Export notifications provided by Germany under Article 12 reports suggest that Germany has 
some stocks of lindane. Ten Member States reported stocks of more than 91,000 tonnes of equipment 
containing PCBs.  
 
According to the Community Implementation Plan, the existing legal framework seems to ensure the 
environmentally sound management of stockpiles and waste consisting of or containing POPs. The 
2010 Commission report confirms this and concludes that the requirements of the Regulation are 
largely fulfilled as concerns intentionally produced POPs.  

Control measures to minimise releases of unintentional POPs 
 
According to Article 5 of the Stockholm Convention, National Action Plans on “measures to reduce 
or eliminate releases from unintentional production” of chemicals listed under Annex C of the 
Stockholm Convention shall be drawn up by contracting parties and subsequently be implemented as 
part of the National Implementation Plan (NIP). Action plans shall include as elements an evaluation 
of current and projected releases including source inventories, an evaluation of the efficacy of related 
laws and policy, strategies to respond to the findings in the light of the overall objective of continuing 
minimization, steps for promotion of education and training, five yearly reviews and schedule for 
implementation.  
 
Regulation (EC) No 850/2004 on POPs contains provisions for Member States to set up emission 
inventories for unintentionally produced POPs, to draw up national implementation plans (NIPs) as 
well as to develop monitoring and information exchange mechanisms. In particular, Article 6(3) of the 
Regulation indicates that Member States shall communicate their action plan on “measures to 
identify, characterise and minimise with a view to eliminating where feasible as soon as possible the 

                                                      
 
 
422 Directive 2006/12/EC of the European Parliament and of the Council of 5 April 2006 on waste (Text with EEA relevance). 
OJ L 114, 27.4.2006, p. 9–21 
423 Council Directive 91/689/EEC of 12 December 1991 on hazardous waste. OJ L 377, 31.12.1991, p. 20–27 
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total releases developed in accordance with its obligations under the Convention”, to both the 
Commission and the other Member States as part of its national implementation plans, pursuant to 
Article 8. The action plan shall “include measures to promote the development and, where it deems 
appropriate, shall require the use of substitute or modified materials, products and processes to 
prevent the formation and release of the substances listed in Annex III10 “. 
 
In this context, the 2010 Commission report concludes that the elaboration of NIPs and the related 
establishment of National Action Plans (NAPs) on measures to identify, characterise and minimise the 
total releases of unintentional produced POPs are not yet completed or have not even started in a 
number of Member States. Only 19 Member States have developed NIPs and related NAPs and 
provided them to the Convention Secretariat. At the same time environmental monitoring of PCDD/Fs 
and PCBs is established in most Member States. However, there seems to be no EU level database 
enabling evaluation of time trends and the information provided by Member States is not sufficient to 
evaluate the policy effectiveness at EU level. A more comprehensive and detailed compilation of 
comparable monitoring data at EU level and the establishment of a common information system is 
therefore needed. 
 
On dioxins and furans, the third progress report on the implementation of the Community Strategy for 
dioxins, furans and PCBs424 notes that the overall objective of the Dioxin Strategy to develop an 
integrated approach in order to reduce the presence of dioxins, furans and PCBs in the environment as 
well as in feed and food has been achieved to a large extent with the reduction of industrial emissions 
of these pollutants by about 80% over the past two decades. The full implementation of the Industrial 
Emissions Directive (replacing the IPPC Directive) is expected to further reduce these emissions. 
However, remaining sources of dioxins, furans and PCBs are still relatively widespread over small-
scale industrial and non-industrial sources and seem to be more effectively targeted by 
national/regional and local measures. The progress report also identifies certain areas where further 
analysis would be needed, in particular on understanding of the occurrence of dioxins in food and feed 
and secondary releases from soils and waters of contaminated sites. 

Waste management to ensure the destruction or irreversible transformation of the POP 
content 
 
Under the Convention, the POP content in waste is to be destroyed or irreversibly transformed into 
substances that do not exhibit similar characteristics. In this sense, Regulation (EC) 850/2004 lays 
down specific rules regarding waste consisting of, containing or contaminated by POPs. In particular, 
Article 7 deals with waste management.  
 
The Regulation allows under certain conditions alternative treatment options than destruction or 
irreversible transformation of POP waste if it does not exceed the concentration limits of Annex V to 
the Regulation.  According to the 2010 Commission Report, two Member States have made use of the 
derogation clause. In 2008, Germany authorised disposal of 50 tonnes of PCB containing construction 
and demolition waste at an underground disposal site for hazardous wastes. In 2009, Finland 
authorised disposal, after a treatment by stabilisation, of 2000 tonnes of soil contaminated with 
PCDD/Fs at a landfill for hazardous waste. However, the 2010 Commission Report notes that 
although only few Member States have made use of this derogation, a relatively short period of time 
has elapsed since the concentration limits were established and significant amounts of POP stockpiles 
still have to be disposed of.  
 

                                                      
 
 
424 COMMUNICATION FROM THE COMMISSION TO THE COUNCIL, THE EUROPEAN PARLIAMENT, THE EUROPEAN 
ECONOMIC AND SOCIAL COMMITTEE On the implementation of the Community Strategy for dioxins, furans, and 
polychlorinated biphenyls (COM(2001)593) – Third progress report. /* COM/2010/0562 final 
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A study prepared for the European Commission in 2010 also looked at the waste-related issues linked 
to the additional POPs added in 2009425. Based on the evaluation of major substance and waste flows 
and given the expected trend for remaining stocks of PBDEs and PFOS in used products, the 
consultant recommended a strict application of the precautionary principle in the light of the objective 
of the fastest elimination possible.  
 

Tier 3 Questions 
 

• Trends in POPs concentrations in the environment 
• Trends in POPs concentrations in human breast milk 

 

Trends in POPs concentrations in the environment 
 
Although data is not comprehensive to the EU27 and not complete for period 2002-2012, a number of 
studies and datasets provide some indications of trends in POPs concentration in environmental 
media. 
 
The third progress report on the Dioxin Strategy (2010) noted that between 1990 and 2007 industrial 
emissions of newly formed dioxins, furans and PCBs were reduced in the European Union by 80%. 
Such a general reduction of dioxin, furan and PCBs releases to the environment and exposure to 
humans has been achieved in particular through comprehensive control of industrial emission sources 
and through strategies aiming at reducing the presence of these substances in feed and food.  
 
A 2012 article426 looks at changes in POPs concentrations in soils in Norway and the UK in 1998 and 
again in 2008. Comparisons of the 2008 and 1998 data sets indicate a general decrease for PBDEs in 
surface soil, and a smaller averaged net decline of PCBs.  
 
An EEA report tracks trends since 1990 in anthropogenic emissions of persistent organic pollutants, 
specifically PAHs427. As indicated in figure 30, data on selected POPs for the EEA32 region 
(including the EU27 plus EFTA countries and Turkey) show that emissions have fallen by 61% 
between 1990 and 2009, which is due to a combination of targeted legislation and improved controls 
and abatement techniques. The EEA also notes that emissions of PCBs in the EEA32 have fallen 75% 
between 1990 and 2009, due mainly to reductions in ‘Industrial processes’ emissions, which 
accounted for 82% of the decrease over this period. PCBs emissions have risen from 1990 levels only 
in one EEA32 country (Portugal), whilst 19 countries reported lower emissions in 2009 than 1990, 
and the remaining 12 countries either did not report data, or reported zero emissions for 1990. 
 
Also, EEA32 countries’ reported emissions of dioxins & furans show a decrease of 83% by 2009 
when compared with 1990 levels. Of 28 countries which reported non-zero emissions, only one 
(Latvia) reported an increase in emissions from 1990 to 2009. The overall decrease in emissions 
across all EEA32 countries was due to significantly reduced emissions from the ‘Waste’ sector (27% 
of overall decrease), 'Energy production and distribution' (25%) and 'Commercial, institutional and 

                                                      
 
 
425 BiPRO, 2010 “Study on waste related issues of newly listed POPs and candidate POPs”. Available at: 
http://ec.europa.eu/environment/pops/pdf/Interim_POP_Waste_2010.pdf  
426  Schuster, J.K., Gioia, R., Moeckel, C. et al. (2011) Has the Burden and Distribution of PCBs and PBDEs Changed in 
European Background Soils between 1998 and 2008? Implications for Sources and Processes. Environmental Science and 
Technology. DOI: 10.1021/es200961p. 
427 EEA, 2011 “Persistent organic pollutants (POP) emissions” APE 006, EEA Copenhagen, available online at: 
http://www.eea.europa.eu/data-and-maps/indicators/eea32-persistent-organic-pollutant-pop-emissions-1/assessment-1 

http://ec.europa.eu/environment/pops/pdf/Interim_POP_Waste_2010.pdf
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households' (21%). In 2009, 32% of dioxin and furan emission were from sources in the ‘Commercial, 
institutional and households’ sector, 19% from 'Waste' and 16% from 'Energy use in industry'. 
 
Figure 30 : Emission trends 1990-2009 for the persistent organic pollutants: HCB - hexachlorobenzene, HCH - 
hexachlorocyclohexane, PCBs - polychlorinated biphenyls; dioxins & furans; and PAHs - polyaromatic hydrocarbons 

 
 
Source: EEA 
 
The above-mentioned 2010 Commission Report acknowledged that no policy effectiveness evaluation 
could be performed from the data available through the information reported by the Member States as 
the raw data was scattered in various databases with different formats. Also, it mentioned that the data 
were not comparable. 
 
However, the data collected by the EEA as part of indicator APE 006 on POPs, despite referring to 32 
countries and to the time period 1990-2010, provide a good indication of the impact of EU policies, 
namely on POP concentrations in environmental media, and suggest that EU policies are indeed 
having a positive effect on the ground.  
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Trends in POPs concentrations in human breast milk 
 
In a 2009 publication,428 the European Environment and Health Information System (ENHIS) provide 
data from four WHO surveys on POPs in human breast milk for a number of European Countries, 
with data from 2002 and from 2007. The data are not comprehensive to the EU27 but provide a good 
indication of trends in POPs concentrations in human breast milk. 
 
The collected data show clear differences in POP levels among European countries. It also shows a 
clear decrease in most countries, especially in those with the highest initial levels. This seems to 
reflect successful abatement at source, such as bans on production and use, as well as improved waste 
incinerators. The levels of pesticide POPs in human milk are very low. On the other hand, some 
newer compounds have emerged in the form of polybrominated and poly-fluorinated compounds. 
Although these are still present at reasonably low levels, they need to be further monitored. 
 
Figure 31, taken from the ENHIS publication, shows decreasing trends in dioxin levels in human milk 
in selected EU countries for the period 1998-2007. Fewer systematic data are available on other POPs. 
Norwegian and Swedish long-term analyses of human milk, mentioned in the ENHIS fact sheet, 
indicate a decrease of 90% in DDT and its metabolite p,p’-DDE and smaller decreases in total PCBs, 
hexachlorobenzene (HCB) and polychlorinated naphthalenes (PCNs) 
 
Figure 31 : Dioxin levels in human milk in selected countries, 1998-2007 

 
The ENHIS Fact Sheet notes that, because there are no coordinated analyses, data from different 
countries are still difficult to compare. During the fourth round of coordinated dioxin analyses, PCBs 
and pesticides were also measured and all organochlorine pesticide levels in Europe were found to be 
very low. There have been recent increases in PBDEs and perfluorinated compounds. PBDEs now 
seem to be decreasing as a result of the ban on penta- and octa-derivatives taken up by biota and 
humans. 
 

                                                      
 
 
428 WHO ENHIS, 2007 “Persistent organic pollutants in breast milk” Fact Sheet 4.3, ENHIS, available at:  
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Through its Global Environment Monitoring System (GEMS)/Food Programme429, the WHO has 
collected and evaluated information on levels of POPs in foods, including human milk, since the 70s. 
Further to the ratification of the Stockholm Convention, the WHO developed guidelines for a national 
protocol430 to monitor POPs in human milk over time, in order to understand, amongst others, if the 
Stockholm Convention was actually effective in reducing the release of POPs into the environment. In 
May 2005, WHO and UNEP entered into a Memorandum of Agreement for the coordination of 
human milk surveys for the purpose of the Stockholm Convention. 
 
In this context and under the Stockholm Convention Global Monitoring Plan on Persistent Organic 
Pollutants, the Secretariat of the Convention in cooperation with WHO-GEMS/Food launched a POPs 
survey in human milk in 2008431. The main purpose of this survey is the production of additional 
information to improve the geographic coverage in order to establish the baseline levels for future 
effectiveness evaluation of the Stockholm Convention. Results are not yet available, but would feed 
into a future assessment using these indicators.  

Summary 
 
In summary, the EU has transposed the Stockholm Convention and Aarhus Protocol on POPs under 
EU legislation in line with the demands of the JPOI Paragraph 23 (a) and SAICM, which calls for the 
ratification and implementation of these instruments. This also responds to the provisions of Chapter 
19 of the Agenda 21, which speaks of the need to phase out chemicals that pose unreasonable or 
unmanageable risk to human health and the environment. 
 
The implementation of EU policies related to POPs is generally functioning. On the basis of “Article 
12 reports”432, it can be concluded that Regulation (EC) 850/2004 is largely implemented as far as 
intentionally produced POPs are concerned. POPs are not produced and generally not placed on the 
market or used in any of the reporting Member States. Notified POP stockpiles remain in some 
Member States, but are restricted to PCB containing equipment and unspecified obsolete pesticides. 
Measures to identify, characterise and minimise sources such as implementation of industrial emission 
control requirements (BAT, permitting) and establishment of emission inventories have also been 
taken (see Indicator 2 for more information on information registers and Indicator 7 for more 
information on emissions of industrial pollutants). Waste provisions are also generally well 
implemented. 
 
Trends in POPs concentration in the environment and in human breast milk suggest that the EU 
policies implementing the Stockholm Convention have had a generally positive impact on the ground. 
We must be cautious in attributing the positive downward trends in POPs concentrations in the 
environment and in human breast milk entirely to EU policies, since both more stringent policies at 
Member State level and wider international actions will also have contributed to the decline. 
 
However, the data are still not complete for the EU27 and do not cover the complete time period 
2002-2012. In the future, improved monitoring and reporting by Member States in the context of 
Regulation (EC) 850/2004 as well as the availability of more data collected through the WHO-GEMS 

                                                      
 
 
429 See : http://www.who.int/foodsafety/chem/gems/en/  
430 Fourth WHO-Coordinated Survey of Human Milk for Persistent Organic Pollutants: Guidelines for Developing a National 
Protocol, Accessible at http://www.who.int/foodsafety/chem/POPprotocol.pdf 
431See: 
http://chm.pops.int/Implementation/GlobalMonitoringPlan/MonitoringActivities/Humanmilksurvey/tabid/270/Default.asp
x  
432 According to the Synthesis Report prepared by the consultant for the European Commission, 23 Member States 
submitted reports to the European Commission as required according to article 12 of the Regulation (EC) 850/2004. No 
reports were provided by Estonia, Greece, Malta and Portugal. Consequently all conclusions drawn did not cover these 
seven Member States unless specifically mentioned. 

http://www.who.int/foodsafety/chem/gems/en/
http://chm.pops.int/Implementation/GlobalMonitoringPlan/MonitoringActivities/Humanmilksurvey/tabid/270/Default.aspx
http://chm.pops.int/Implementation/GlobalMonitoringPlan/MonitoringActivities/Humanmilksurvey/tabid/270/Default.aspx
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POPs survey in human milk will make these trends a more useful indicator to assess the effectiveness 
of EU (and international) policies on POPs.  
 
As already indicated in the 2010 Commission Report, a more comprehensive and detailed compilation 
of comparable monitoring data at EU level and establishment of a common information system is 
needed. In addition, the Commission should consider the establishment of a chemical data centre 
enabling collection, accessibility, sharing and comparability of the chemical monitoring data related 
to POPs, including data from recently initiated human biomonitoring surveys. 

7.3.7.1 Review of analysis under indicator 12 against SMART objectives 
 
Specific Tier 1 and Tier 2 questions are specific to this indicator in that they measure the transposition 

and implementation of the Stockholm Convention. The EU has ratified the Convention and has 
put in place policies that are being implemented satisfactorily in EU Member States.  
Tier 3 questions are specific in that trends of POPs concentrations in the environment and in 
human breast milk are useful to assess the effectiveness of EU (and international) policies to 
eliminate and control emissions.  

Measurable Tier 1 and Tier 2 questions are measurable in that changes in EU policies and implementing 
actions are objectively verifiable through Member States’ reports and Commission’s analysis. 
To some extent, the changes are even measurable when looking at the number of POPs that 
have been banned as a result of the Stockholm Convention or that are being proposed for a 
future ban.  
Tier 3 indicators provide a quantitative assessment of the reduction of POPs concentrations 
and we can assume that some of this reduction results from EU policies and programmes, 
although the impact of such policies is not immediate and will take time to manifest.  

Achievable The data for the three Tiers can be all derived from EU or related sources (e.g. EEA). Also, EU 
policies include an obligation for Member States to monitor and report on POPs levels. Hence, 
the data are (or should be) publicly available at reasonable cost and should be reliable and 
complete once the reporting obligations have been met and a common information system 
established. For trends of POPs concentrations in human breast milk, the results of the WHO 
GEMS/Food survey will provide further data against which to measure progress. 

Relevant All three tiers of questions under this indicator are highly relevant to the implementation of the 
Stockholm Convention. 

Timed For Tier 1 and 2 questions, data (i.e. EU policies and programmes and implementation) are 
available for the period 2004-2010 (i.e. from the date of ratification of the POPs Convention by 
the EC to the last Commission report). Data on the policy status in 2002, the baseline year is 
also available.  
For Tier 3 questions, some data are available for the baseline year up to 2007 (for POPs trends 
in human breast milk) or to 2009 (for POPs trends in the environment), but these are not 
comprehensive for the EU27 and only provide a broad picture of where we are today. Data for 
2012 would be very useful in clarifying whether the downward trend in POPs has continued.  
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7.3.8 EU Progress under Indicator 13: Heavy Metals 

Baseline 2002 
 
At the baseline year, the Integrated Pollution Prevention and Control (IPPC) Directive (96/61/EC) 
regulated emissions of mercury from industrial installation, supported by some broader legislation, 
such as the Water Framework Directive. IPPC Directive requires installations to seek permits 
including conditions based on the best available techniques (BAT) for the sector. The benchmarks or 
criteria on which BAT relies are described in the BAT Reference Documents (BREFs). However, 
when determining the permit requirements based on BAT for a specific installation, the competent 
authority is permitted to take into account the technical characteristics of the installation concerned, 
its geographical location and local environmental conditions. Therefore, it is the local competent 
authority that decides on the specific permit requirements, and the system has an inherent flexibility 
as to how these requirements may be interpreted in permits. 
 
Of particular significance are mercury emissions from the chlor-alkali industry. The first chlor-alkali 
BREF document was published at EU level in December 2001, and identifies the membrane (mercury 
free) process (i.e. not the mercury-cell process) as BAT for the chlor-alkali industry. In addition, 
Directive 84/360/EEC regulating mercury emissions into the atmosphere was applied to the chlor-
alkali industry. In 2002, Council Directive 82/176/EEC433 set limit values and quality objectives for 
mercury discharges by the chlor-alkali electrolysis industry. It was repealed with effect from 22 
December 2012. 
 
On 24 June 1998 the Commission signed the Heavy Metals Protocol to the 1979 Convention on Long-
range Transboundary Air Pollution. Council Decision 2001/379/EC434 approves the Protocol on 
behalf of the Community. The aim of the Protocol is to reduce emissions from heavy metals caused 
by anthropogenic activities that are subject to long-range transboundary atmospheric transport and are 
likely to have serious adverse effects on human health and the environment. To this end, it stipulates 
the reduction of total annual emissions into the atmosphere of cadmium, lead and mercury, and the 
application of product control measures. 
 
In 1998, Directive 98/70/EC435 introduced a ban on the marketing of leaded petrol. 

Tier 1 Questions 
 

• Contribution to Mercury INC 
• Domestic actions to reduce the risks from mercury 
• Action on other heavy metals, in particular lead and cadmium 

 
Under this indicator, we consider actions to protect the environment from heavy metals, as well as 
human exposure via the environment and in certain products. Addition information on the controls on 
heavy metals in products is provided under indicator 7 on cleaner production and cleaner products. 
Regarding occupational exposure to heavy metals, this is covered under indicator 10 on occupational 
health and safety.  

                                                      
 
 
433 Council Directive 82/176/EEC of 22 March 1982 on limit values and quality objectives for mercury discharges by the 
chlor-alkali electrolysis industry OJ L 81, 27.03.1982, p. 29-34 
434 Council Decision 2001/379/EC of 4 April 2001 on the approval, on behalf of the European Community, of the Protocol to 
the 1979 Convention on Long-range Transboundary Air Pollution on Heavy Metals, OJ L 134, 17.05.2001 
435 Directive 98/70/EC of the European Parliament and of the Council of 13 October 1998 relating to the quality of petrol 
and diesel fuels and amending Council Directive 93/12/EEC, OJ L 350, 28.12.1998, p. 58–68  
 

http://eur-lex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexplus!prod!DocNumber&lg=en&type_doc=Decision&an_doc=2001&nu_doc=379
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Domestic actions to reduce the risks from mercury 
 
In 2002, a Commission report436 highlighted the fate of 12-15 thousand tonnes of surplus mercury 
resulting from chlor-alkali industry’s conversion away from the mercury cell process. With the aim of 
addressing this issue and cutting EU uses and emissions of mercury through a coherent life cycle 
approach to protecting the environment and human health from mercury releases, the EU Mercury 
Strategy was launched in 2005. The Strategy includes actions to ban mercury exports, establish safe 
storage criteria for metallic mercury removed from decommissioned mercury cell chlor-alkali plants, 
restrict specific uses of mercury, promote alternatives in products and processes and control 
emissions, as well as OHS requirements that affect mercury. The strategy has the following 
objectives: 
 

• Reducing mercury emissions. 
• Reducing the entry into circulation of mercury in society by cutting supply and demand. 
• Resolving the long-term fate of mercury surpluses and societal reservoirs (in products still in 

use or in storage). 
• Protecting against mercury exposure. 
• Improving understanding of the mercury problem and its solutions. 
• Supporting and promoting international action on mercury. 

 
A total of 20 specific actions were set, divided under each objective. Progress on these actions is 
considered below.  

Progress on the 2005 Mercury Strategy 
 
An independent 2010 report437 reviewed the EU’s progress in implementing the 20 actions foreseen 
under the Community Strategy Concerning Mercury and concluded that good progress had been 
achieved on twelve actions, moderate progress on six actions and little progress on two actions. The 
progress under the objectives are discussed below.  
 
Reducing Mercury Emission 
 
Point source emission of mercury include the chlor-alkali industry, cement production, coal 
combustion, crematoria (from combusted dental amalgam), metal smelters, steel production and waste 
incineration.   
 
Mercury emissions from industrial installations were regulated under the IPPC Directive, with local 
authorities granting permits with emission limit values based upon BAT listed in the BREF (see 
discussion under indicator 7). The IPPC Directive states that existing installations - installations in 
operation before October 1999 - should operate in accordance with the requirements of the Directive 
by 30 October 2007. However, IPPC left considerable discretion to the local authorities and permits 
conditions in many cases did not reflect BAT.  
 
In 2010, the IPPC was replaced by the IED, which entered into force on 6 January 2011 and has to be 
transposed into national legislation by Member States by 7 January 2013. Although the principle is 
the same as for IPPC, the role of the BREFs has now been strengthened. The possibility for permitting 
authorities to deviate from the AEL levels is more restricted and subject to justification according to 
strict criteria set out in the Directive.  
 
                                                      
 
 
436 Report from the Commission to the Council concerning mercury from the chlor-alkali industry, COM(2002) 489 final, 
06.09.2002, Brussels 
437 BioIntelligence Service (2010) Review of the Community Strategy Concerning Mercury, Paris, France 
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With regards to the chlor-alkali industry, in their 2011 Communication on implementation of the 
Mercury Strategy, the Commission notes that “it is expected that this will result in an accelerated 
replacement of mercury-based technologies and reduction of mercury emissions in a range of 
industrial sectors, in particular cement production, non-ferrous metal industries, large combustion 
plants, waste incineration and chlor-alkali manufacturing”.438 
 
The first chlor-alkali BREF document was published at EU level in December 2001. According to the 
chlor-alkali BREF, the membrane (mercury free) process, and not the mercury-cell process, is 
regarded as BAT for the chlor-alkali industry. The revision of the BREF has started in 2010 and is 
expected to be finalised in 2012. The real effects in the chlor-alkali sector are expected to be seen 
however only in 2016-2017, so around 4 years after the revision of the chlor-alkali BREF.  
 
According to a 2005 study439, emission from small-scale coal combustion was estimated to contribute 
16% of total EU mercury emissions. While the original Commission proposal for the IED suggested 
reducing the threshold for the application of the rules applying to large combustion plants from a total 
rated input of 50 MW to 20 MW, the 50 MW threshold was maintained in the final Directive. The 
Commission is required to review, by the end of 2012, the need to control emissions below the 50 
MW threshold.  

A 2006 Resolution440 of the European Parliament recognised that coal burning is the main source of 
mercury emissions and asked the Commission to introduce emission limit values for mercury for all 
relevant process, and in particular for large and small-scale coal combustion processes under the IPPC 
Directive or in a separate legislative instrument. With regards to the chlor-alkali industry, it calls on 
the Commission to ensure strict implementation of the IPPC Directive, bearing in mind that the 
mercury-cell process in the chlor-alkali industry is not identified as BAT. The Resolution calls on the 
Commission to implement PARCOM Decision 90/3 and phase out the use of mercury-cell chlor-alkali 
plants as soon as practicable, with the objective that they should be phased out completely by 2010.  
Regarding mercury emissions from crematoria, it asks the Commission to take further measures, in 
the short term, to control mercury emissions, and in addressing the source of these emissions it asks 
the Commission to propose by the end of 2007 restrictions on the use of mercury in dental amalgam, 
to take measures regarding treatment of dental waste, and to investigate whether additional measures 
are prevent amalgam from entering the waste stream. 

Dental amalgam is the second biggest use of mercury in the EU and generates considerable emissions 
in the form of hazardous waste. Commission Decision 2000/532/EC characterises amalgam waste 
from dental care as hazardous waste, making it subject to the provisions of the Waste Framework 
Directive that address hazardous wastes. The European Parliament resolution on the European 
Environment & Health Action Plan 2004-2010 - Article 6, declared that, consistent with the opinion 
of the relevant Scientific Committee, urgent consideration should be given to restricting the marketing 
and/or the use of mercury used in dental amalgams. In March 2012, the Commission requested the 
Scientific Committee for Emerging and Newly Identified Health Risks (SCENIHR), as well as the 
Scientific Committee for Health and Environmental Risks (SCHER) to update their opinions on dental 
amalgam issued in 2008 on the basis of new information made available. 
 

                                                      
 
 
438COMM, 2010 “Communication from the Commission to the European Parliament and the Council on the review of the 
Community strategy concerning mercury” COM(2010) 723 final   
439 AEA Technology/NILU-Polska (2005) Costs and environmental effectiveness of options for reducing mercury emissions 
to air from small-scale combustion installations, AEA Technology/NILU-Polska 
440 European Parliament resolution on the Community strategy concerning mercury (2005/2050(INI)) 

http://www.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=en&reference=2005/2050(INI)
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Cutting Supply and Demand  
 
Following Regulation (EC) No 1102/2008 on the banning of exports of metallic mercury and certain 
mercury compounds and mixtures and the safe storage of metallic mercury441, the export of metallic 
mercury is banned after 15 March 2011, and mercury from decommissioned chlor-alkali plants shall 
be safely stored. 
 
Restrictions on Uses in Products 
 
Following Directive 2007/51/EC relating to restrictions on the marketing of certain measuring devices 
containing mercury, fever thermometers as well as other mercury-containing measuring devices (e.g. 
manometers, barometers, sphygmomanometers, thermometers other than fever thermometers) 
intended for sale to the general public may no longer be placed on the market. The Directive includes 
a review clause for a possible extension of the existing restrictions to other measuring devices 
containing mercury.  
 
A ban on the use of mercury in measuring devices will apply from April 2014 under REACH 
restrictions. In addition, REACH includes a restriction on the use of mercury substances in marine 
anti-fouling paints, wood preservatives, among others. In addition, the manufacture, sale and use of 
phenylmercury substances in concentrations over 0.01% will be banned from October 2017.  
 
Directive 2006/66/EC442 on batteries and accumulators and waste batteries and accumulators sets 
maximum mercury limits for alkaline and button cell batteries, and prohibits the marketing of mercury 
oxide batteries, although there may still be significant quantities of the latter that transit the EU in 
trade flows. A study on the potential for reducing mercury emissions from batteries is on-going. In 
June 2013, the European Parliament and the Council revised the Directive to ban button cells 
containing mercury, to apply 21 months after the directive's entry into force 
 
According to Regulation (EU) No 1233/2009, mercury and its compounds may not be present as 
ingredients in cosmetics, including soaps, lotions, shampoos, skin bleaching products, etc. (except for 
phenyl mercuric salts as a preservative in eye make-up, and in products for removal of eye make-up, 
in concentrations not exceeding 0.007 percent by weight) that are marketed within the European 
Community. Mercury in cosmetics is also covered through legislation implementing the Rotterdam 
Convention. The production for export in the EU of mercury containing cosmetics was banned in 
2003 under Annex 5 of the EU Regulation 689/2008 implementing the Rotterdam Convention. 
 
The EU has developed and passed two pieces of legislation regulating the content and disposition of 
electrical and electronic equipment (EEE). Directive 2002/96/EC (WEEE) mainly ensures separate 
collection and recycling of EEE, while Directive 2002/95/EC (RoHS) limits the use of certain 
hazardous chemicals – including mercury or any components containing mercury – to a maximum 
concentration by weight of Mercury 0.1% in new equipment marketed after 1 July 2006. At present, 
however, due to the lack of widely available energy-efficient alternatives, the EU has specifically 
permitted continued use of fluorescent lamps with a low mercury content, as well as all specialty 
mercury lamps (more details on this are contained in the RoHS Directive). The content of mercury in 
energy efficient lighting has recently been revised under the relevant annex of the RoHS directive.  
 

                                                      
 
 
441 Regulation (EC) No 1102/2008 of the European Parliament and of the Council of 22 October 2008 on the banning of 
exports of metallic mercury and certain mercury compounds and mixtures and the safe storage of metallic mercury, OJ L 
304, 14.11.2008, p. 75–79 
442 Directive 2006/66/EC of the European Parliament and of the Council of 6 September 2006 on batteries and 
accumulators and waste batteries and accumulators and repealing Directive 91/157/EEC 
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Mercury in lamps is also relevant to the EU Ecolabel. According to European Commission Decision 
1999/568/EC (amended 9 September 2002), for a manufacturer to be allowed to use the European 
Ecolabel on a single-ended compact fluorescent lamp, the mercury content must not exceed 4 mg, and 
the life of the lamp must exceed 10,000 hours. This decision is under revision and mercury content 
maximum allowed level is expected to be further lowered. 
 
Environmental Quality Standards 
 
In terms of quality standards for mercury in different environmental media, the relevant legislation 
addressing ambient air quality standards is Directive 2004/107/EC relating to arsenic, cadmium, 
mercury, nickel and polycyclic aromatic hydrocarbons in ambient air. The Directive requires that 
mercury is measured at background sampling points with a spatial resolution of 100,000 km2 in order 
to provide information on geographical variation and long-term trends. Monitoring of particulate and 
gaseous divalent mercury is also recommended. 
 
With reference to water, mercury is classified as priority hazardous substance according to Annex X 
of the Water Framework Directive. Member States are obliged in the long term to take measures to 
cease or phase out the emissions, discharges and losses of this substance. In addition and reflecting 
the combined approach of the Water Framework Directive, Directive 2008/105/EC establishes 
Environmental Quality Standards (EQS) in the field of water policy for certain priority substances, 
including mercury and its compounds. In case these standards are not met, Member States have to 
take measures to comply with them by 2015. The EQS for mercury are presented in table 30 below.  
 
Table 30: EQS for mercury under Directive 2008/105/EC 

Name of substance CAS number AA-EQS 
Inland surface 
waters 

AA-EQS(i) 
Other surface 
waters 

MAC-EQS 
Inland surface 
waters(ii) 

MAC-EQS(iii) 
Other surface 
waters 

Mercury and its compounds 7439-97-6 0.05(viii) 0.05(viii) 0.07 0.07 
i This parameter is the EQS expressed as an annual average value (AA-EQS). Unless otherwise specified, it applies to the 
total concentration of all isomers. 
ii Inland surface waters encompass rivers and lakes and related artificial or heavily modified water bodies. 
iii This parameter is the Environmental Quality Standard expressed as a maximum allowable concentration (MAC-EQS). 
Where the MAC-EQS are marked as "not applicable", the AA-EQS values are considered protective against short-term 
pollution peaks in continuous discharges since they are significantly lower than the values derived on the basis of acute 
toxicity. 
viii If Member States do not apply EQS for biota they shall introduce stricter EQS for water in order to achieve the same 
level of protection as the EQS for biota set out in Article 3(2). They shall notify the Commission and other Member States, 
through the Committee referred to in Article 21 of Directive 2000/60/EC, of the reasons and basis for using this approach, 
the alternative EQS for water established, including the data and the methodology by which they were derived, and the 
categories of surface water to which they would apply. 

Action on other heavy metals, in particular lead and cadmium 

EU actions to control heavy metals includes a range of specific restrictions in product legislation, 
controls of emissions under the IPPC/IED Directive (considered above), limit values for heavy metals 
in sewage sludge (considered under indicator 8) and environmental quality standards. For air, the 
fourth daughter Directive 2004/107/EU sets target values for arsenic, cadmium, mercury, nickel and 
polycyclic aromatic hydrocarbons in ambient air with the aim of avoiding preventing or reducing 
harmful effects on the environmental and human health. Monitoring requirements are set only for 
mercury. For water, lead and its compounds are priority substances under the Water Framework 
Directive, while cadmium and mercury and their compounds are priority hazardous substances.   
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In addition, heavy metal concentrations are regulated in foods, with Commission Regulation (EC) No 
1881/2006443 establishing maximum levels in certain foods have been established for the heavy metals 
cadmium, lead and mercury. Provisions for methods of sampling and analysis for the official control 
of lead, cadmium, mercury, inorganic tin, 3-MCPD and benzo(a)pyrene in foodstuffs are laid down in 
Commission Regulation (EC) No 333/2007444. EFSA has delivered a number of scientific opinions on 
heavy metals, including lead (2010) arsenic (2009), mercury and methyl mercury (2004) and 
cadmium (2009).445 

Specific concerns regarding cadmium and lead are considered below.  

Cadmium 
 
Cadmium is harmful to the environment and human health and is subject to restrictions under 
REACH. In particular, REACH prohibits cadmium in jewellery, brazing fillers and plastics as of 
December 10, 2011. The plastics industry is currently seeking an annulment of the recent extension of 
this restriction under REACH.  
 
With regards to the RoHS Directive, the exemption for cadmium used in some ceramic materials 
inside capacitors will expire in 2014.446 In June 2013, the European Parliament and Council agreed to 
a ban on cadmium in batteries for cordless power tools from December 2016447.  
 
Phosphate fertilizers have been identified as a major source of cadmium on arable land, where it tends 
to accumulate over time and bioaccumulates in crops intended for human consumption. The cadmium 
content of food, which is the main source of human intake of cadmium, has become a public health  
concern. In 2003, the Commission launched an internet consultation on a draft proposal448 relating to 
cadmium in fertilisers, accompanied by an impact assessment. The draft proposal foresees the 
stepwise introduction of upper limits for cadmium in phosphate fertilisers over a transitory period of 
several years, allowing suppliers time to adapt and ensure continuity of supply. Work on the issue 
appears to have stalled.  
 
Directive 2004/107/EC relating to arsenic, cadmium, mercury, nickel and polycyclic aromatic 
hydrocarbons in ambient air requires that cadmium is monitored in order to provide information on 
geographical variation and long-term air pollution trends.  
 
Lead 
 
A 2006 study449 conclude that following major success in reducing the use of leaded petrol to zero, 
the overall emission pattern for lead will be remarkably stable in the coming decades. Current 
emissions, mainly into soil and water, are the result of the slow corrosion of lead and will continue for 

                                                      
 
 
443 Commission Regulation (EC) No 1881/2006 of 19 December 2006 setting maximum levels for certain contaminants in 
foodstuffs  
444 Commission Regulation (EC) No 333/2007 of 28 March 2007 laying down the methods of sampling and analysis for the 
official control of the levels of lead, cadmium, mercury, inorganic tin, 3-MCPD and benzo(a)pyrene in foodstuffs (Text with 
EEA relevance ) OJ L 88, 29.3.2007, p. 29–38 
445 See: http://ec.europa.eu/food/food/chemicalsafety/contaminants/cadmium_en.htm  
446 ENDs Europe (2012) Two RoHS exemptions moved to new directive, 16 October 2012, ENDs 
447 European Commission (2012) Proposal for a Directive of the European Parliament and of the Council amending Directive 
2006/66/EC on batteries and accumulators and waste batteries and accumulators as regards the placing on the market of 
portable batteries and accumulators containing cadmium intended for use in cordless power tools, COM(2012) 136 final 
448 European Commission (2003) Draft proposal relating to cadmium in fertilisers, available at: 
http://ec.europa.eu/enterprise/newsroom/cf/itemdetail.cfm?item_id=3176&fosubType=r&lang=en 
449 European Commission (2006) Risk to health and environment of the use of lead in products in the EU“, Contract 
no.ETD/00/503273, http://ec.europa.eu/enterprise/chemicals/docs/studies/tno-lead.pdf. 

http://ec.europa.eu/food/food/chemicalsafety/contaminants/cadmium_en.htm
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some time even if the application of uses such as lead plating and lead shot, the main emission sources 
(after leaded petrol), are stopped immediately. In order to diminish lead inflow into the food 
generation system, the study note that measures to minimising the use of fertilisers likely to be 
contaminated with lead, such as sewage sludge and compost, might be advisable. Corrosion from lead 
plating is the main contributor to lead pollution of sewage sludge, the main emission source for water. 
In addition, residual flows from waste incineration are of special concern. The report concludes that 
under unfavourable conditions, young children may exceed their tolerable daily intake for lead and 
that there is a need for further information and testing. 
 
There are a range of restriction on the use of lead in products, including limit value for toys, and 
maximum concentrations in electronic equipment. In addition, REACH prohibits the placing on the 
market and the use of lead in jewelry articles at a concentration level of 0.05% or above. The limit 
values for lead in toys have been recognized as inadequate to protect children and required revision. A 
consultation on lead in toys was concluded in 2012 and a proposal for revised limits is to be expected 
in 2013.450 
 
Finally, the OEL for workers exposure to lead is inadequately protective, with this issue considered 
under indicator 10 on OHS legislation.  

Contribution to the Mercury International Negotiating Committee 
 
On Saturday, 19 January 2013 Governments agreed to the text of the global legally binding 
instrument on mercury, the “Minamata Convention on Mercury”. Following the conclusion of the 
negotiations at the fifth Intergovernmental Negotiating Committee, the text will be open for signature 
at a Diplomatic Conference (Conference of Plenipotentiaries), which will be held in Minamata and 
Kumamoto, Japan, from 9 to 11 October 2013. The convention was developed under the auspices of 
the Intergovernmental Negotiating Committee to Prepare a Global Legally-binding Instrument on 
Mercury, to which the EU made significant substantive contributions. The EU was awarded the Gold 
Certificate by UNEP’s Mercury Club for its financial contributions to support the negotiating process 
on mercury.451  

Tier 2 Questions 
 

• Emission trends for mercury and other heavy metals 

Emission trends 
 
A 2011 assessment452 by the EEA provides emission trend data for 1990 to 2009 for the 32 EEA 
countries (i.e. a wider geographical scope than the EU27). It notes that across the EEA32 countries, 
emissions of lead have decreased by 91%, mercury by 68% and cadmium by 70% between 1990 and 
2009. For all three heavy metals, the most significant sources in 2009 are fuel combustion, 
particularly from public power and heat generating facilities and in industrial facilities.  
 
Since the early 1990s, progress in reducing point source emissions of cadmium and lead (e.g. 
emissions from industrial facilities has been achieved through improvements in for example 
abatement technologies for wastewater treatment, incinerators and in metal refining and smelting 
industries, and in some countries by the closure of older industrial facilities as a consequence of 
economic re-structuring. However, little progress has been achieved since 2002 on lead.  

                                                      
 
 
450 See: http://ec.europa.eu/enterprise/sectors/toys/public-consultation-lead/index_en.htm  
451 See: http://www.unep.org/hazardoussubstances/Mercury/Negotiations/MercuryClub/tabid/29753/Default.aspx  
452 EEA (2011) Heavy metal emissions (APE 005) Assessment published Dec 2011, available online at: 
http://www.eea.europa.eu/data-and-maps/indicators/eea32-heavy-metal-hm-emissions-1/assessment-1#toc-1   

http://ec.europa.eu/enterprise/sectors/toys/public-consultation-lead/index_en.htm
http://www.unep.org/hazardoussubstances/Mercury/Negotiations/MercuryClub/tabid/29753/Default.aspx
http://www.eea.europa.eu/data-and-maps/indicators/eea32-heavy-metal-hm-emissions-1/assessment-1#toc-1
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Figure 32 below presents the decline in emissions of lead, cadmium and mercury from 1990 to 2009. 
Further details on specific metals are provided below.  
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Figure 32: Emissions of cadmium, mercury and lead for the EEA 32 countries from 1990 to 2009 

 
 
Data source: National emissions reported to the Convention on Long-range Transboundary Air Pollution (LRTAP 
Convention) provided by The United Nations Economic Commission for Europe (Environment and Human Settlements 
Division)  
 
Mercury 
 
The main sources of mercury to the environment are natural atmospheric emissions from volcanoes 
and anthropogenic emissions from coal-fired power stations and metal production and cement 
production. In addition, products containing mercury release mercury over their life time and as asuch 
are diffuse sources. Available data on mercury emissions from industry and from products are 
considered below.  
 
Mercury emissions from Industry 
 
Figure 33 below provides an overview of the main industrial sources of atmospheric emission of 
mercury in the EU in 2011, drawing on data from the E-PRTR.  

http://www.eea.europa.eu/data-and-maps/figures/emission-trends-of-selected-heavy-metals-eea-member-countries-indexed/hm_2009_fig_01/image_original
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Figure 33: 2011 emissions of Hg to air in kg by facility type, and % of total emission by facility type 
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Data for 1990 to 2007 reported under the CLATRP show that mercury air emission from public 
electricity and heat production sector, largely coal-fired production plants, continued to decrease in 
the 2000s, although at a slower rate than in the 1990s.  Between 2005 and 2008, mercury emissions 
from this sector are estimated to have decreased by 17% in the EU from 29.6 tonnes to 24.5 tonnes.  
 
A 2010 OSPAR report provides data on trends in mercury emissions from 1998 to 2006. With regards 
to air emissions, they report an overall reduction in total air emissions of around 20% for that period. 
However, they note that total emissions from industrial processes, including manufacturing industries, 
remained fairly stable over this period, with an increase in emissions from the metal production 
sector. A significant trend is the reduction of mercury emissions from the chlor-alkali industry which 
halved, as have the total losses of mercury from this industry through product, waste water and air. 
For the period 1998 to 2010, OSPAR reports significant reductions in riverine inputs of mercury to 
the Greater North Sea (reductions of 75%) and for the Celtic Seas (reductions of approx. 85%).  
 
Data from the E-PRTR on emissions of mercury from point sources to air water and soil are presented 
in figures 34, 35 and 36 respectively, with data limited to the period 2007-2010. Emissions to all 
environmental compartments show an overall decline, although emissions to soil actually increased 
significantly from 2007 to 2008. The most significant downward trend is seen for mercury emissions 
to water.    
 

Figure 34: Annual total mercury emissions to air in tonnes from 2007 to 2010 as reported in the E-PRTR 

 
 

 

Figure 35: Annual total mercury emissions to water in tonnes from 2007 to 2010 as reported in the E-PRTR 
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Figure 36: Annual total mercury emissions to soil in kg for 2007 to 2010 as reported in the E-PRTR 

 
 
Mercury emissions from Products 
 
Mercury also enters into the environment through the disposal products containing mercury including: 
car parts, batteries, fluorescent bulbs, medical products, thermometers, and thermostats. Emissions 
from crematoria are a small but widespread source. 
 
A 2007 report453 estimated annual emissions of mercury to air from product use in the EU27 in the 
range of 10-18 tonnes (best estimate 14 tonnes) from technical products and 2-5 tonnes from 
cremation, giving a total of 12-23 tonnes. They calculated that of the mercury consumer in technical 
products, 11% was emitted to air, 31% ended in safe storage while 58% accumulated in society or was 
disposed of in landfills. In making a comparison with data on emissions of mercury to air from 
products from the mid-1990s (i.e. prior to the 2002 baseline), they found a significant decrease in 
annual emissions (a reduction of 60-49 tonnes) and attribute this reduction to reductions in use, 
efficient collection of waste products and better emissions control. However, they stressed that 
emissions of mercury to air from products and cremation contributed at least 6-16% of total 
anthropogenic emissions to air, making it a significant source.   
 
Lead emissions 
 
From being the largest source of lead in 1990 when it contributed around 75% of total emissions, 
emissions from the road transport sector decreased since then by nearly 99%. Nevertheless, the road 
transport sector still remains an important source of lead, contributing around 8% of total lead 
emission in the EEA32 region. Nevertheless, the road transport sector still remains an important 
source of lead, contributing around 10% of total lead emission in the EEA32 region. Contributing 
sources include residual lead in fuel, engine lubricants and parts, and from tyre and brake wear. Since 
the baseline year of 2002, little progress has been made in reducing emissions further, with 98% of the 
total reduction from 1990 emissions of lead having been achieved by 2002. 
 

                                                      
 
 
453 Kindbom K and Munthe J (2007) Product-related emissions of mercury to air in the European Union, Swedish 
Environmental Research Institute, Stockholm, Sweden 
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Cadmium emissions 
 
As reported by the EEA in 2011, emissions of cadmium for the EEA32 countries declined by 70% 
between 1990 and 2009. This is largely due to improvements in abatement technologies for 
wastewater treatment, incinerators and in metal refining and smelting facilities, coupled with the 
effect of EC directives and regulations mandating reductions and limits on heavy metal emissions 
(e.g. the IED, IPPC directive and associated permitting conditions). 

Tier 3 Questions 
 

• Trends in environmental concentrations for mercury and other heavy metals 
• Reduced impacts on human health from mercury exposure 

Trends in environmental concentrations 
 
Mercury and its compounds are PBTs and are transboundary pollutants, implying that atmospheric 
mercury can be transported to regions far from the emissions source. This means that local pollution 
contributes to the global pool in the long term. Based on models by Sunderland et al. (2009)454, 
present atmospheric mercury deposition rates are predicted to result in mercury concentrations 
doubling in the North Pacific Ocean by 2050. This is then likely to result in significant increases in 
pelagic marine fish, such as the Pacific Bluefin Tuna.455 The global transport of mercury has led to the 
contamination of regions with few or no mercury sources, such as the Arctic. In the presence of 
bacteria, mercury is transformed into methylmercury, the most toxic form of mercury, and 
bioaccumulates in food chains ultimately resulting in methylmercury concentrating in the muscular 
tissue of fish.   
 
A 2009 report456 by the Zero Mercury Campaign provides recent data on methylmercury 
concentrations in fish, with data provided in table 31 below.  
 
Table 31: Mercury levels in fish purchased in the EU in 2009 

Fish No of samples Mean Hg mg/kg Countries of  purchase 
Swordfish 10 0.643 DE, ES, IT, BE, FR 
Shark 5 0.560 DE, CZ 
Tuna 9 0.311 DE, ES, IT, BE, FR 
Pike 2 0.440 CZ 
All fish combined 26 0.497 6 countries 
 
Although limited to a small sample size, the data nevertheless confirms that EU consumers are 
exposed to methylmercury at significant levels in their diets, in particular individuals who regularly 
consume fish.  
 
More recently in 2011, FAO/WHO reviewed the risks and benefits of fish and shellfish consumption 
and provide mean mercury concentrations for a wide range of commonly consumed shellfish. Mean 
mercury concentrations in shellfish vary by almost a full order of magnitude. Mussels such as clams 
and scallops have a mean total mercury concentration of approximately 0.02 ppm, wet weight (w/w) 
while the American lobster has a mean THg of 0.22 ppm, w/w. Squids account for the largest 
percentage of cephalopods captured from the world’s oceans (~77%) and have a mean THg of 0.1 
                                                      
 
 
454 Sunderland, E.M., D.P. Krabbenhoft, J.W. Moreau, S.A. Strode, and W.M. Landing (2009) Mercury sources, distribution, 
and bioavailability in the North Pacific Ocean: Insights from data and models. Global Biogeochemical Cycles 23: GB2010, 
pp.14 
455 Biodiversity Research Institute (2012) Mercury in the global environment: Patterns of global seafood mercury and their 
relationship with food, BRI, Maine, US 
456 Zero Mercury Working Group, 2009 “Mercury in fish” Brussels, Belgium 
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ppm, w/w.457 FAO provide data from 2010 on the Hg concentration in toothed mammals captured in 
Europe, showing Hg muscle concentrations of 4.4 ppm, w/w.458  
 
It should be noted that current mercury concentrations in fish and mammals result from previous 
mercury emissions over the past several decades. As such, it is not yet possible to measure the impacts 
of the EU Mercury Strategy on methylmercury in vertebrates.  

Impacts on human health 
 
Mercury and most of its compounds are highly toxic to humans and ecosystems. High doses can be 
fatal to humans, but even relatively low doses can seriously affect the nervous system and have been 
linked with possible harmful effects on the cardiovascular, immune and reproductive systems, as well 
as on brain development in foetuses and young children. Methylmercury readily passes through both 
the placenta and the blood-brain barrier, so exposure of women of child-bearing age and of children, 
is of greatest concern. 
 
The largest source of mercury exposure for most people in developed countries is inhalation of 
mercury vapour from dental amalgam. Exposure to methylmercury mostly occurs via diet. 
Methylmercury bioaccumulates in the aquatic food chain, increasing the vulnerability of populations 
with a high intake of fish and seafood to exposure. 
 
Regarding impacts on human health, data is not comprehensive and limited to cohort studies. 459 A 
2002 report by RPA460 reviews the risks to human health from mercury and can provide baseline data, 
also on use patterns.    

Dietary Exposure to Mercury 
 
A key dietary source of mercury intake is through the consumption of fish species that contain 
methylmercury as a result of bioaccumulation in the food chain. Some of the highest human exposure 
is seen in native Arctic communities, due to the accumulation of mercury in fish and the high 
contribution of fish to the local diet.  
 
In 2003, the Joint Expert Committee on Food Additives (JECFA) recommended a Provisional 
Tolerable Weekly Intake (PTWI) of methylmercury of 1.6µg/kg/week, which the WHO adopted as 
the current international exposure guideline for methylmercury intake, which is about twice as high as 
the US Reference Dose, at 0.1µg/kg/day. JECFA argued that the PTWI dose should produce an 
equilibrium maternal blood mercury level of about 8.7µg/L, which is 1.5 times the equivalent US 
reference value. 
  
Substantial new evidence published since 2003 shows that the limit is inadequate in protecting public 
health against methylmercury damage, with several studies reporting adverse effects at mercury doses 
below the JECFA PTWI.461 A recent review of epidemiological evidence conducted by US-based 

                                                      
 
 
457 FAO/WHO (2011) Report of the Joint FAO/ WHO Expert Consultation on the Risks and Benefits of Fish Consumption, 
Rome, Food and Agriculture Organization of the United Nations; Geneva, World Health Organization 
458 FAO (2012) FAO yearbook. Fishery and Aquaculture Statistics, 2010. FAO, Rome 
459 Mergler, D., Anderson, H. A., Hing, L. M. C., Mahaffey, K. R., Murray, M., Sakamoto, M. and Stern, A., 2007, 
'Methylmercury exposure and health effects in humans: a worldwide concern', Ambio, (36) 3–11; Sundseth, K., Pacyna, J. 
M., Pacyna, E. G., Munthe, J., Mohammed Belhaj, M. and Astrom, S., 2010, 'Economic benefits from decreased mercury 
emissions: projections for 2020', Journal of Cleaner Production, (18) 386–394 
460 RPA, 2002 “Risks to health and the environment related to the use of mercury products” RPA, UK 
461 Debes F et al. (2006) Impact of prenatal methylmercury toxicity on neurobehavioral function at age 14 years, 
Neurotoxicology and Teratology 28:363-375; Oken E, Radesky JS, Wright RO, Bellinger DC, Amarasiriwardena CJ, Kleinman 
KP, et al. (2008) Maternal fish intake during pregnancy, blood mercury levels, and child cognition at age 3 years in a US 
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Biodiversity Research Institute considers the health impacts of mercury in fish and suggests that 10% 
of pregnant women and young children in Europe are at risk of significant damage to the children’s 
developing brains from the methylmercury in the ordinary amounts of fish they eat. They propose a 
new guideline of 0.025 µg/kg/day, noting that this dose level should be feasible to achieve for most 
people without restricting their overall seafood consumption, although women and parents would 
need to select low-mercury fish species.462  
 
The EU sets maximum concentrations for heavy metals, including mercury, in fish. Maximum levels 
were already in place at the baseline in 2002, and have since been revised twice to reflect growing 
concerns regarding human health impacts.463 EFSA is currently reviewing existing safe levels. 
 
In terms of dietary exposure in the EU, the 2005 Mercury Strategy noted that most people in central 
and northern Europe showed bioindicators of exposure below the internationally accepted safe levels 
for methylmercury, the majority of the population in coastal areas of Mediterranean countries, and 
around 1-5% of the population in central and northern Europe, are around the internationally accepted 
safe levels. Importantly, large numbers among Mediterranean fishing communities and the Arctic 
population exceed them significantly. A 2012 publication464 providing results from biomonitoring 
found levels of mercury were found to be relatively high around the Mediterranean, due to greater 
consumption of seafood. Finally, for 2010, OSPAR reported concentrations above EU dietary limits 
mainly around Denmark and in certain industrialized estuaries in the UK.465 
 
Finally, the Drinking Water Directive 98/83/EC set limits on heavy metals in drinking water, 
including lead, cadmium, mercury and nickel.   

Summary 
 
Since 2002, the EU has undertaken a range of actions targeting heavy metals, in particular with 
regards to mercury. The launch of the 2005 Mercury Strategy foresaw 20 actions targeting mercury 
emissions, use and banning exports. The 2010 assessment of EU progress in implementing the 
Strategy identifies significant progress in key areas, including the mercury export ban, the ban on 
mercury use in some measuring devices and the EU contribution to securing the global agreement on 
mercury, the Minamata Convention on Mercury, agreed in February 2013. However, implementation 
has lagged behind on controlling emissions from industrial installations, including both IPPC sectors 
and small-scale combustion plants, as well as on the use of dental amalgam and emissions from waste 
management sectors.  
 

                                                                                                                                                                     
 
 
cohort, Am. J. Epidemiol. 167, 1171-1181; Sagiv SK, Thurston SW et al (2012) Prenatal exposure to mercury and fish 
consumption during pregnancy and Attention Deficit/Hyperactivity Disorderrelated behavior in children. Archives of 
Pediatric and Adolescent Medicine. Published online: http://doi:10.1001/archpediatrics.2012.1286, Available at: 
http://archpedi.jamanetwork.com/article.aspx?articleid=1377487; Jedrychowski W, et al. (2006) Effects of prenatal 
exposure to mercury on cognitive and psychomotor function in one-year-old infants: Epidemiologic cohort study in Poland, 
Annals of Epidemiology 16(6): 439-447 
462 Groth E (2012) An overview of epidemiological evidence on the effects of methymercury on brain development and a 
rationale a lower definition of tolerable exposure, ZeroMercury Working Group, Brussels  
463 Amended in 2002 by COMMISSION REGULATION (EC) No 221/2002 of 6 February 2002 amending Regulation (EC) No 
466/2001 setting maximum levels for certain contaminants in foodstuffs, OJ L37, 7.2.2002, p 4-6; and amended in 2005 by 
Commission Regulation (EC) No 78/2005 of 19 January 2005 amending Regulation (EC) No 466/2001 as regards heavy 
metals, OJ L16, 20.01.2005, p 43-35 
464 Preliminary summary of the DEMOCOPHES results available at: 
http://www.health.belgium.be/eportal/Aboutus/relatedinstitutions/NEHAP/PROJECTSANDACTIONS/HumaneBiomonitorin
g/Results/index.htm 
465 OSPAR Commission (2010) Quality Status Report 2010, Status and trend in marine chemical pollution, OSPAR, UK  
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With regards to other heavy metals, legislation includes restrictions in products, as well as emission 
controls and environmental quality standards. Particular issues of concern include human exposure to 
cadmium via food and exposure to lead in both products and the occupational setting.  
 
In terms of policy impacts on emissions of heavy metals, data for the period 1990 to 2009 show 
significant declines in emissions for mercury, lead and cadmium. However, for lead, little progress 
has been made in reducing lead emissions in the period 2002 to 2010 for which data is available. In 
looking at environmental concentrations of mercury, attempt to assess impacts are confounded by the 
lack of data for the baseline year, and the persistence of mercury which implies that impacts will be 
seen only over a long time period. 
 
In terms of dietary exposure to mercury, recent evidence suggests that the PTWI of methylmercury of 
1.6µg/kg/week requires revision. With regards to heavy metal levels in fish, EFSA is currently 
reviewing existing safe levels. 

Review of analysis against SMART Criteria 
 
Specific Tier 1 questions are specific in that they explore EU actions to control mercury, both at EU level 

and in contributing to international efforts, as well as addressing actions on other heavy metals. 
Tier 2 questions look at emission trends in lead, cadmium and mercury, so looking at the 
specific outcomes of policy actions on heavy metals, while tier 3 questions look at 
environmental concentrations and impacts on human health, i.e. the specific impacts of 
actions.    

Measurable Questions under tier 1 are measurable in terms of policy outputs since the baseline, in 
particular under the 2005 Mercury Strategy. There is data available to answer tier 2 questions 
by measuring trends in emissions of cadmium, mercury and lead, as well as to identify main 
source of mercury emissions to air. Snapshot data is available to measure environmental 
concentrations (data on methylmercury concentrations in fish), while the discussion on human 
health impacts is more qualitative and draws on on going scientific discussions. 

Achievable The review of policies and progress in implementing those policies under tier 1 questions is 
achievable, largely due to the 2010 BioIntelligence report reviewing EU progress on the 2005 
Mercury Strategy. In terms of measuring emissions, data is available to demonstrate trends in 
emissions for lead, cadmium and mercury for the EEA32 (a wider area that the EU27), and for 
the EU27 for 2007-2010 from the E-PRTR. With regards to trends in environmental 
concentrations, data is not available to demonstrate trends in mercury concentrations in fish 
for the EU27, and data on human health impacts and dietary exposure is qualitative and limited 
to cohort studies. 

Relevant Questions under all tiers are highly relevant to measuring EU progress in controlling emissions 
of heavy metals to the environment. Although the lack of data to furnish the analysis under tier 
3 precludes a robust assessment of impacts, emissions data suggests a significant decline on 
1990 emissions levels, i.e. positive outcomes.   

Timed Policy changes from 2002 to 2012 can be tracked. In terms of measuring emissions, data is 
available to demonstrate trends in emissions for the EU32 from 1990 to 2009, and for the EU27 
for 2007 to 2010. Data on environmental concentrations, human health effects and dietary 
exposure is snapshot evidence and does not cover the relevant time period. 
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 EU Progress on Governance  7.4

7.4.1 EU Progress under Indicator 14: Right to Know and Stakeholder 
Participation 

Baseline 2002 
 
In 2002, Council Directive 90/313/EEC466 on the freedom of access to information on the 
environment regulated to some extent the manner in which public authorities approached the issue of 
openness and transparency on environmental matters. The objective of the Directive was “to ensure 
freedom of access to, and dissemination of, information on the environment held by public authorities 
and to set out the basic terms and conditions on which such information should be made available”. 
However, the right-to-know or to access information was not explicitly mentioned. In 2000, the 
European Commission highlighted several shortcomings in a report467 on the experience gained on the 
application of the Directive. In particular, shortcomings included the narrow interpretation of the 
scope of environmental information leading to refusals to provide such information (e.g. on the public 
health effects of the state of the environment) and failures to respond.  
 
More specifically on chemicals, before 2002 citizens who wanted to avoid certain toxic substances, 
e.g. for the sake of not harming their health, had hardly any tool to find out the necessary information 
about these substances. Directive 67/548/EEC on the approximation of laws, regulations and 
administrative provisions relating to the classification, packaging and labelling of dangerous 
substances468 only mentioned that all packaging of dangerous substances must be labelled with name 
and origin of the substance, danger symbol (explosive, oxidising, very flammable, toxic, harmful etc.) 
and reference to the special risks arising from such dangers. It had no provision related to the public 
right-to-know.  
 
The Commission White Paper on Chemicals Policy of 13 February 2001469, acknowledged 
consumers’ “right of choice” based on the provision of information on the health effects, 
environmental effects, other serious hazards and safe instructions for use of chemical products (point 
9). The White Paper also placed on industry, including downstream users, the responsibility of 
providing such information to consumers. These considerations were taken forward in the new EU 
chemicals legislation REACH. 
 

Tier 1 Questions 
 

• Public and workers’ right-to-know about chemical risk enshrined in legislation. 
• Identified role for industry in implementing the right-to-know. 
• Provisions for stakeholder participation 

 

                                                      
 
 
466 Council Directive 90/313/EEC of 7 June 1990 on the freedom of access to information on the environment 
 OJ L 158, 23.6.1990, p. 56–58 
467 Report from the Commission to the Council and the European Parliament on the experience gained in the application of 
Council Directive 90/313/EEC of 7 June 1990, on freedom of accesss to information on the environment. /* 
COM/2000/0400 final 
468 Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws, regulations and administrative provisions 
relating to the classification, packaging and labelling of dangerous substances OJ 196, 16.8.1967, p. 1–98 
469 http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2001:0088:FIN:EN:PDF 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2001:0088:FIN:EN:PDF
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Public and workers’ right-to-know about chemical risk enshrined in legislation 
 
In 2003, important steps forward in ensuring citizens’ right-to-know and public participation on 
environmental matters were made with Directive 2003/4/EC on public access to environmental 
information470 and Directive 2003/35/EC providing for public participation in respect of the drawing 
up of certain plans and programmes relating to the environment471. The new Directives brought the 
EU legislation in line with the UN-ECE Convention on Access to Information, Public Participation in 
Decision-Making and Access to Justice in Environmental Matters (‘the Aarhus Convention’) signed 
by the European Community in 1998.  
 
In particular, the Directive on access to information explicitly mentions the “right of access to 
environmental information” held by or for public authorities (Art. 1) and enlarges the scope of 
environmental information to also cover “factors, such as substances, energy, noise, radiation or 
waste, including radioactive waste, emissions, discharges and other releases into the environment, 
affecting or likely to affect (…) the environment”. Hence, chemicals are included in the scope of the 
Directive. The Directive covers access to information upon request by the public, which is further 
explained below, as well as dissemination of environmental information, which is covered under 
Indicator 2. Regulation (EC) 1367/2006472 is also relevant as it applies the provisions of the Aarhus 
Convention to Community Institutions and Bodies, including the European Chemicals Agency. The 
Regulation aims at guaranteeing the right of public access to environmental information received or 
produced by EU institutions or bodies and held by them.  
 
Directive 2003/4/EC on public access to information states that information must be made available to 
the applicant not later than one month after receipt of the request. If the volume and complexity of the 
information is such that this period cannot be complied with, a period of two months from the date of 
receipt of the request is to be allowed. The Directive also foresees grounds for refusal to respond to a 
request for information, in particular if disclosure of the information would adversely affect the 
confidentiality of the proceedings of public authorities or of commercial or industrial information, 
public security or national defence, the course of justice, intellectual property rights, the 
confidentiality of personal data, the interests of the person who supplied the information on a 
voluntary basis, or the protection of the environment. However, it is interesting to note that where the 
information relates to emissions into the environment, Member States may not provide for a request to 
be refused by virtue of the exceptions relating to the confidentiality of commercial or industrial 
information or the confidentiality of personal data. 
 
The REACH Regulation adopted in 2006 explicitly refers to the Aarhus Convention and Directive 
2003/4/EC in Recital 117, which also mentions that “EU citizens should have access to information 
about chemicals to which they might be exposed in order to allow them to make informed decisions 
about the safe use of chemicals”. One of the main objectives of REACH is to increase the amount of 
information on chemicals. This is to be achieved not only by making information available to the 
public (see Indicator 2) but also by enabling the citizens the right to obtain information on whether a 
hazardous chemical is present in articles put on the EU market.  
 

                                                      
 
 
470 Directive 2003/4/EC of the European Parliament and of the Council of 28 January 2003 on public access to 
environmental information and repealing Council Directive 90/313/EEC. OJ L 41, 14.2.2003, p. 26–32 
471 Directive 2003/35/EC of the European Parliament and of the Council of 26 May 2003 providing for public participation in 
respect of the drawing up of certain plans and programmes relating to the environment and amending with regard to 
public participation and access to justice Council Directives 85/337/EEC and 96/61/EC - Statement by the Commission OJ L 
156, 25.6.2003, p. 17–25 
472 Regulation (EC) No 1367/2006 of the European Parliament and of the Council of 6 September 2006 on the application of 
the provisions of the Aarhus Convention on Access to Information, Public Participation in Decision-making and Access to 
Justice in Environmental Matters to Community institutions and bodies. OJ L 264, 25.9.2006, p. 13–19 
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In particular, REACH Article 33 stipulates that sufficient information shall be provided to the 
recipient of an article containing a substance of very high concern SVHC (CMR, PBT, EDCs placed 
on a Candidate List according to the criteria art 57, art 59(1)) to allow safe use of the article. It is 
Article 33.2 that is most relevant to the right-to-know, as it states that any supplier of an article 
containing a hazardous SVHC shall provide the consumer, upon request, with sufficient information 
to allow safe use of the article including, as a minimum, the name of the substance. The relevant 
information shall be provided free of charge, within 45 days of the receipt of the request.  
 
This means that under REACH any citizen can ask retailers if their articles contain SVHCs and the 
producers/retailers are obliged to provide an answer within a set timeframe. Using the right-to-know 
empowers citizens to make informed choices and, by this, also contributes to more sustainable 
production.  
 
REACH Article 35 introduces the right-to-know for workers, stating that workers and their 
representatives shall be granted access by their employer to the information provided in accordance 
with Safety Data Sheets (Articles 31 and 32) in relation to substances and mixtures that they use or 
might be exposed to in the course of their work (for more information on GHS labelling and Safety 
Data Sheets see Indicator 3). 

Identified role for industry in implementing the right-to-know 
 
REACH Article 33 introduces a specific duty for industry to communicate information on substances 
in articles. Art 33.2 as well as recital 56 of REACH place on industry a greater responsibility and a 
duty of transparency to provide information on the safe use of articles to consumers upon request. 
Hence, the right-to-know enshrined in REACH implies efforts from industry to allow these 
transparency mechanisms to function smoothly. However, it should be noted that the right-to-know 
provided for under REACH is limited to SVHC that have been placed on a candidate list for 
substitution after lengthy official procedures. 
 
According to Article 118, ECHA should ensure access to documents in line with Regulation (EC) No 
1049/2001 on public access to institutions’ documents473. Article 118 also identifies information that 
is normally deemed to undermine the protection of the commercial interest of persons and companies 
registering a substance. However, where urgent action is essential to protect human health, safety or 
the environment, the Agency can disclose such information. Therefore, Article 118 of REACH should 
be read in conjunction with Article 6 of Regulation 1367/2006, which provides for the obligation to 
interpret in a restrictive way the grounds for refusal of access to documents474.  
 

Provisions for stakeholder participation 
 
Regarding stakeholder involvement, REACH repeatedly emphasizes the role of stakeholders in the 
implementation of chemicals legislation, namely in the functioning of the European Chemicals 
Agency. In particular, REACH mentions that stakeholders can be involved as observers in the work of 
the Management Board. ECHA’s approach to engagement with its Accredited Stakeholders is 
explicitly mentioned in a policy document. It states that the “Accredited Stakeholders represent 
several different areas of interest and allow the Agency to engage in a dialogue with key actors having 
an interest in REACH and CLP at EU level. Building open and trustworthy relations with the 
Accredited Stakeholders and working together through meaningful activities are the main objectives 

                                                      
 
 
473 Regulation (EC) No 1049/2001 of the European Parliament and of the Council of 30 May 2001 regarding public access to 
European Parliament, Council and Commission documents. OJ L 145, 31.5.2001 
474 V. Buonsante, Access to documents : Interaction and gaps in REACH and Aarhus Convention systems, Environmental 
Law Network International (ELNI) Review 1/11 
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for the Agency’s stakeholder engagement policy”475. The engagement of stakeholders is twofold: 
channelling feedback from the field and disseminating information for further outreach. Accredited 
Stakeholders can also participate in the work of the Agency’s bodies, i.e. the three Committees and 
the Forum.   
 
In addition to REACH, other EU chemical-related legislation provides for public participation in 
decision-making. Directive 2012/18/EU on the control of major-accident hazards involving dangerous 
substances (Seveso III Directive476) explicitly addresses public consultation and participation in 
decision-making and introduces more effective rules on participation in land-use planning projects 
related to Seveso plants. In particular, under Article 15, Member States shall ensure that the public 
concerned is given an early opportunity to give its opinion on specific individual projects related to 
planning for new establishments, significant modifications to establishments or new developments 
that might increase the risk or consequences of major accidents. Directive 2009/128/EC477 on the 
Sustainable Use of Pesticides also states that public participation shall be ensured when drawing up 
the National Action Plans.  

Tier 2 Questions 
 

• Public participation in decision-making on chemical risk, i.e. ECHA procedures 
• Functioning of REACH Article 33 

 

Public participation in decision-making on chemical risk, i.e. ECHA procedures 
 
In accordance with the REACH Regulation, the ECHA’s website explicitly mentions that “all 
organisations and individuals interested in or affected by the chemicals regulations are considered as 
ECHA's stakeholders and are welcome to participate in the Agency's work”. Interested stakeholders 
should apply as Accredited Stakeholder Organisations. Eligibility criteria include the following: 
legally established within the EU/EEA and have activities at EU level; legitimate interest in ECHA’s 
areas of work; representative in the field of their competence; non-profit making and do not 
exclusively represent individual companies; registered in the Register of Interest Representatives 
maintained by the Commission (necessary criterion to participate as observers in the Committee and 
Forum meetings of ECHA). Accredited Stakeholder Organisations are invited to participate in all 
committee meetings and to discuss strategic issues in workshops. 
 
According to a review of ECHA for the period 2007-2010478, ECHA has implemented its stakeholder 
management activities along three main lines: broad communication and events aimed at all 
stakeholders (such as stakeholders days, website, newsletters and helpdesk), events and 
communication targeted at specific stakeholder groups (e.g. workshops for industry and Competent 
Authorities) and specific roles and privileges for its accredited stakeholders (such as the right to attend 
Committee meetings). 
 

                                                      
 
 
475 See : 
http://echa.europa.eu/documents/10162/13559/echas_approach_to_engagement_with_accredited_stakeholder_organis
ations_en.pdf   
476 Directive 2012/18/EU of the European Parliament and of the Council of 4 July 2012 on the control of major-accident 
hazards involving dangerous substances, amending and subsequently repealing Council Directive 96/82/EC Text with EEA 
relevance OJ L 197, 24.7.2012, p. 1–37 
477 Directive 2009/128/EC of the European Parliament and of the Council of 21 October 2009 establishing a framework for 
Community action to achieve the sustainable use of pesticides (Text with EEA relevance). OJ L 309, 24.11.2009, p. 71–86 
478 Final Report on the Review of the European Chemicals Agency prepared by PricewaterhouseCoopers, March 2012. 
Available at : http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/echa_en.htm 

http://echa.europa.eu/documents/10162/13559/echas_approach_to_engagement_with_accredited_stakeholder_organisations_en.pdf
http://echa.europa.eu/documents/10162/13559/echas_approach_to_engagement_with_accredited_stakeholder_organisations_en.pdf
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/echa_en.htm
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At the moment 64 organisations are listed as Accredited Stakeholder Organisations on the ECHA 
website479, including European NGOs (e.g. European Environment Bureau, Health and Environment 
Alliance, Greenpeace International, Chemsec, etc.), industry associations (e.g. European Chemical 
Industry Council), consumers (e.g. the European Consumers’ Organisation) and Small and Medium 
Enterprises (e.g. the European Association of SMEs). ECHA arranges several events and workshops 
throughout the year, with the biggest annual event being the Stakeholders' Day, which is open to all 
interested stakeholders. For example, in 2012 the Stakeholders’ Day took place on 23 May and 
focused on preparations for the next registration deadline. Over 300 participants attended the event 
on-site and a further 350 followed online via web streaming480.  
 
28 Accredited Stakeholder Organisations representing industry (22), NGOs (4), academia (1) and 
social partners (1) attended the latest Accredited Stakeholder Workshop, which took place on 23 
November 2011481. The findings of the workshop fed into ECHA’s Multi-Annual Work Programme 
2013-2015 and into ECHA’s strategy for engaging with its Accredited Stakeholder Organisations. 
 
Also, public consultations are regularly published.  Since its creation in 2007, ECHA has launched a 
large number of consultations, which can be broadly divided into consultations on 1) testing 
proposals, 2) harmonised classification and labelling proposals and 3) proposals for authorisation482.  

Functioning of REACH Article 33 
 
Although REACH includes provisions and instruments for the dissemination of information to the 
public, according to some scholars ECHA interprets its obligations in a restrictive sense when 
applying the REACH and Aarhus Convention principles on this matter483. In particular, the speed and 
quality of information dissemination has been evaluated as poor to date. For example, ECHA has so 
far decided not to publish registrants’ names and registration numbers included in the Safety Data 
Sheets, which should be disseminated pursuant to Article 119(2).  Also, ECHA seems to have adopted 
so far a defensive approach to confidentiality484 to the detriment of transparency. 
 
A campaign by the European Environment Bureau in 2010 (“The Fight to Know”485) assessed the 
effectiveness of the right-to-know, by sending out “as if consumers requests” (from citizens) and 
“specific formal requests” (from NGOs) on SVHC to a number of retailers. In theory, under Article 
33.2 all producers and retailers should reply to citizens about SVHC in their products and how their 
articles should be safely used. In practice, the EEB campaign found that, out of 158 right-to-know 
requests sent to 60 retailers, 50% remained un-answered and only 22% of the requests were followed 
with adequate responses. The campaign also showed that, three years after the entry into force of 
REACH, even big multinationals are not yet able to fulfil their duty of care and transparency 
obligations related to Article 33.2 of REACH.  
  

                                                      
 
 
479 See: http://echa.europa.eu/web/guest/about-us/partners-and-networks/stakeholders/echas-accredited-stakeholder-
organisations  
480 ECHA newsletter : http://echa.europa.eu/documents/10162/13584/echa_newsletter_2012_3_en.pdf  
481 Workshop proceedings : http://echa.europa.eu/documents/10162/13587/proceedings_mb_final_en.pdf  
482 ECHA’s website News and News Archive pages : http://echa.europa.eu/en/news-and-events/news-alerts  
483 V. Buonsante, Access to documents : Interaction and gaps in REACH and Aarhus Convention systems, Environmental 
Law Network International (ELNI) Review 1/11 
484 European Environment Bureau and ClientEarth’s, Identifying the Bottlenecks in REACH implementation, October 2012. 
Available at: http://www.eeb.org/EEB/?LinkServID=53B19853-5056-B741-DB6B33B4D1318340  
485 European Environment Bureau, The Fight to Know ? Substances of Very High Concern & the Citizens’ Right To Know 
under REACH, October 2010. Available at : http://www.eeb.org/EEB/?LinkServID=8BBC1DF8-C9C7-8B93-
CA5F42033F11A3AD  

http://echa.europa.eu/web/guest/about-us/partners-and-networks/stakeholders/echas-accredited-stakeholder-organisations
http://echa.europa.eu/web/guest/about-us/partners-and-networks/stakeholders/echas-accredited-stakeholder-organisations
http://echa.europa.eu/documents/10162/13584/echa_newsletter_2012_3_en.pdf
http://echa.europa.eu/documents/10162/13587/proceedings_mb_final_en.pdf
http://echa.europa.eu/en/news-and-events/news-alerts
http://www.eeb.org/EEB/?LinkServID=53B19853-5056-B741-DB6B33B4D1318340
http://www.eeb.org/EEB/?LinkServID=8BBC1DF8-C9C7-8B93-CA5F42033F11A3AD
http://www.eeb.org/EEB/?LinkServID=8BBC1DF8-C9C7-8B93-CA5F42033F11A3AD
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Tier 3 Questions 
 

• Has REACH effectively increased stakeholder participation?  
 

Has REACH effectively increased stakeholder participation? 
 
As mentioned above, stakeholders do participate in ECHA’s decision-making process. To measure 
stakeholders’ level of satisfaction with their involvement in the Agency’s work, a survey is carried out 
annually with the Accredited Stakeholder Organisations. The survey also covers their roles in the 
various ECHA bodies and networks. According to the ECHA General report 2011486, the level of 
stakeholder satisfaction with their involvement was rated as high. 
 
However, a review of ECHA487 concluded that the Agency has successfully involved all stakeholders 
during the period 2007-2010, but was not always perceived as transparent and independent. In 
particular, NGOs and Member State Competent Authorities have commented that ECHA appears to 
favour industry’s interests over other stakeholders in the decision-making process. According to the 
same review, stakeholder management activities could be broadened, e.g. by increasing the pool of 
potential attendants to Committee meetings through less stringent criteria for accreditation. 
 
A recent publication by EEB and ClientEarth488 also notes that decisions on what meetings and 
documents are of a confidential nature have often been arbitrary, although participation of 
stakeholders has been guaranteed in all ECHA bodies to a certain extent.  

Summary 
 
In summary, the requirements for the right-to-know and stakeholder participation under EU chemicals 
legislation conform to the demands of Chapter 19. In particular, under REACH, mechanisms are in 
place to implement the right-to-know for the community and workers, through SDSs and Article 33. 
Also, industry’s role to provide information on chemicals is recognized, as well as industry’s right to 
protect confidential business information. Stakeholder participation in the definition and 
implementation of chemical-related policy is also ensured. 
 
REACH requirements on stakeholder participation have been translated in practice into several 
mechanisms to ensure that stakeholders’ views are taken into account in ECHA decision-making 
process. The outcome of EU legislation in this respect is satisfactory. However, as far as REACH 
Article 33 is concerned, the mechanisms to ensure citizens’ right-to-know are not fully functioning at 
the moment. This seems to be due partly to lack of awareness of REACH obligations and partly to 
lack of willingness to disclose information on the side of industry. An initial gap analysis therefore 
suggests that the right-to-know is established in principle under REACH but it is not yet fully 
implemented by industry.  
 
Also, confidentiality of business information should be better balanced with the need for transparency 
in access to documents. ECHA should share to the extent possible the information and data it 
manages, while respecting the essential role of protecting confidential information. This is the 
underlying requirement for achieving the goals of REACH and CLP regarding protection of human 
health and the environment as well as enhancing competitiveness and innovation. 
 

                                                      
 
 
486 ECHA General Report 2011, The year of dissemination. Available online at: 
http://echa.europa.eu/documents/10162/13560/mb_06_2012_general_report_2011_final_en.pdf  
487 Final Report on the Review of the European Chemicals Agency prepared by PricewaterhouseCoopers, March 2012.  
488 EEB and ClientEarth, Identifying the bottlenecks in REACH implementation, October 2012. 

http://echa.europa.eu/documents/10162/13560/mb_06_2012_general_report_2011_final_en.pdf
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The impact of EU policies on stakeholder participation is generally positive. ECHA empowers 
different organisations to provide their views on chemical-related decision-making processes. 
However, the Agency could do more to improve its transparency and perceived independence vis-à-
vis stakeholders. Also, stakeholder management activities could be widened to cover a larger number 
of stakeholders. 

Review of analysis under indicator 14 against SMART objectives 
 
Specific Tier 1 questions are specific to this indicator in that they assess the inclusion in EU chemicals-

related policies of provisions related to citizens’ right-to-know and stakeholder participation. 
Tier 2 questions look at how these provisions work in practice and are therefore also specific. 
Tier 3 questions may be more difficult to address as the interpretation of stakeholder 
participation can somehow differ depending on the interlocutor. 
 

Measurable Tier 1 and Tier 2 questions are measurable in that provision for the right-to-know and 
stakeholder participation can be tracked in EU policies. Also, the outcome of these policies can 
be objectively verified in the formal reviews of ECHA’s work or through NGO initiatives (e.g. EEB 
Fight to Know). Tier 3 questions can to some extent be verified, but not always objectively. 
Also, Tier 3 questions are only qualitatively measurable. 
  

Achievable The data for the three Tiers can be all derived from EU sources and websites, or from NGO 
reports. 

Relevant Tier 1 and Tier 2 questions are relevant in that they effectively demonstrate the output and 
outcome of EU policies in terms of legal provisions and related implementation. Tier 3 
questions are also relevant but have an element of subjectivity that makes them more difficult 
to address. 

Timed The data available for this indicator cover the period 2007-2012, i.e. after the REACH 
Regulation and ECHA were introduced and established. In particular, formal reviews cover so 
far the period 2007-2010. 
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7.4.2 EU Progress under Indicator 15: Partnerships and Voluntary 
Initiatives 

Baseline 2002 
 
At the baseline year, Regulation (EC) 761/2001 allowed for voluntary participation by organisation in 
a Community eco-management and audit scheme (EMAS) set in place a Community eco-management 
and audit scheme allowing voluntary participation by organisations. The direct environmental aspects 
of EMAS relevant to chemicals  include: emissions to air; releases to water, avoidance, recycling, 
reuse, transportation and disposal of solid and other wastes, particularly hazardous wastes; use and 
contamination of land; risks of environmental accidents and impacts arising, or likely to arise, as 
consequences of incidents, accidents and potential emergency situations. 
 
In addition in 2002, Regulation (EC) No 1980/2000 had established a community eco-label scheme.  
According to this Regulation the eco-label may not be awarded to substances or preparations 
classified as very toxic, toxic, dangerous to the environment, carcinogenic, toxic for reproduction, or 
mutagenic in accordance with the Dangerous Substances Directive, nor to goods manufactured by 
processes which are likely to significantly harm man and/or the environment, or in their normal 
application could be harmful to the consumer. This legislation represents an attempt tp promote 
cleaner products to the EU consumer.  

Tier 1 Questions 
 
Existence of:  
• Partnership in delivering sound chemicals management, private sector and civil society  
• Voluntary action initiatives by industry, reorganizing the critical role private sector plays in delivering sound 
chemicals management  
• Responsible care approach to production and chemical product 
 
The following section will investigate EU-level partnership between two or more stakeholder groups 
to deliver on aspects of sound chemical management. In addition, voluntary industrial initiatives on 
sound chemicals management, with reference to relevant websites and publications will be reviewed.  
In addition, participation of the chemicals sector in EMAS and in Eco-Label will also be reviewed. 
 
The role of the industry could vary. It could include: 
 

• Provide data for risk assessment 
• Adopting community right to know programmes 
• Implementing initiatives of responsible care 
• Product stewardship 
• Adopting code of principles 
• Apply operational standards (not lower than those in the country of origin)  
• Phase out and dispose of any banned chemicals in an environmentally sound manner 
• Establish environment management system  
• Participate actively in the promotion of cleaner production. 

As long as improvements in the legislative regulations on hazardous chemicals could be slow, there is 
an crucial need for companies to voluntarily move away from chemicals with highly problematic 
properties. 
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CEFIC 
 
CEFIC489, the European Chemical Industry Council, is the forum and the voice of the chemical 
industry in Europe. As the voice of the European chemical industry, Cefic is a committed partner to 
EU policymakers, facilitating dialogue with industry and sharing our broad-based expertise. The 
European chemical industry supports and drives voluntary initiatives to help companies identify, 
assess and control the potential risks resulting from their operations. Although the Council was 
founded in 1972, many of the partnership activities and voluntary actions documented have started 
developing after 2006.  
 
Cefic is continuously striving to better understand environmental and human health effects and ensure 
the safety of products and processes through, among other initiatives, Responsible Care. One of the 
main responsibilities of Cefic is to contribute to the safe use of chemical substances in compliance 
with global, EU and national rules. Topics of concern in the industry include the health of vulnerable 
populations, the precautionary principle for new technologies and the influence of climate change on 
health.  

Responsible Care is the global chemical industry’s unique initiative to improve health, environmental 
performance, enhance security, and to communicate with stakeholders about products and processes. 
Responsible Care commits companies, national chemical industry associations and their partners to:  

• Continuously improve the environmental, health, safety and security knowledge and 
performance of our technologies, processes and products over their life cycles so as to avoid 
harm to people and the environment. 

• Use resources efficiently and minimise waste. 
• Report openly on performance, achievements and shortcomings. 
• Listen, engage and work with people to understand and address their concerns and 

expectations. 
• Cooperate with governments and organisations in the development and implementation of 

effective regulations and standards, and to meet or go beyond them. 
• Provide help and advice to foster the responsible management of chemicals by all those who 

manage and use them along the product chain. 
 

Launched in 2006, the Responsible Care Global Charter expands and extends the process of 
continuous improvement beyond chemicals manufacturing to other activities, especially those 
associated with the safe use and handling of products along the value chain. 
 
In 2010, Cefic and its member federations adopted the European Responsible Care Security Code. 
Cefic’s role is to advance Responsible Care in Europe promoting and ensuring consistency of 
implementation by national member federations.  Each Cefic member federation is responsible for 
developing and running its own national Responsible Care programme with its member companies, 
and for overseeing implementation by those companies. Cefic also focuses on engaging with 
stakeholders, increasing the involvement of SMEs and extending Responsible Care throughout the 
value chain.  
 
Accurate reporting of performance is at the heart of Responsible Care. In Europe, Cefic collects data 
on the industry’s health, safety and environmental performance. Open reporting enables companies 
and associations to share best practice and so improve their performance. In 2010, more associations 
have reported data than in 2009 so total figures may be higher. The data refers to 2008 performance.  
 
                                                      
 
 
489 http://www.cefic.org 

http://www.cefic.org/Documents/ResponsibleCare/RC_GlobalCharter2006%5b1%5d.pdf
http://www.cefic.org/Documents/ResponsibleCare/Feuillet%20RC_SecurityCode_V4.pdf
http://www.cefic.org/
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In addition, the environmental reporting of some associations is based on data published by authorities 
into E-PRTR, rather than gathered through member surveys. Overall, 22 European countries are 
covered in the latest Cefic Responsible Care data: Austria, Belgium, Bulgaria, Czech Republic, 
Estonia, Finland, France, Germany, Hungary, Ireland, Italy, Latvia, Netherlands, Poland, Portugal, 
Slovak Republic, Slovenia, Spain, Sweden, Switzerland, Turkey, United Kingdom. On specific 
indicators the data from some countries have not been used. There are several reasons for this. The 
national industry may not have such emissions or national associations may have not yet reported KPI 
data for a sufficient number of years. In total, Cefic collects data on 16 Key Performance Indicators. 
 
The Cefic Responsible Care Self Assessment guidance & questionnaire assist chemical companies 
assess their performance in Environment, Health, Safety & Security. Each section starts with a key 
statement which describes the overall goal followed by a series of questions which enable people to 
think about what they are doing and what they are not doing and how and why they can substantiate 
their position. 

Having completed the self assessment, the document then helps people to score the level of 
implementation in each section and to check the overall score of their company’s implementation of 
Responsible Care. “Spiders’ web” diagrams help visually present the results. 

It is a toolkit designed to support small and medium-sized enterprises implementing Responsible 
Care, the voluntary initiative to continuously improve the environmental, health, safety and security 
performance in the chemical industry. The kit brings together for the first time validated tools on 
chemicals management, energy efficiency, occupational health, process safety, transport safety, and 
others areas, making them freely available for everyone. In November 2008 Cefic launched a 
European Commission-supported initiative to help bring more SMEs into the Responsible Care fold. 
The initiative, called PRISME2 - Promoting Responsibility in SMEs, where the squared symbol 
implies redoubled effort - is part of a series of projects on corporate social responsibility being 
stimulated and part-funded by the Enterprise and Industry directorate of the European Commission. 
 
Cefic is proactively addressing the potential risks from combination effects of natural and man-made 
substances present in our environment. They are working with the OECD to test and assess 
potential endocrine disruptor substances. And through collaboration with the European institutions 
and 20 Member States, the European chemical industry is building up and sharing Human 
Biomonitoring data. This provides vital comparative information for occupational health 
professionals, and for studying the effect of environments on children’s health. New, non-
invasive biomonitoring techniques being developed by the chemical industry include exhaled breath 
analysis, leading to easy and early detection of diseases. 
 
Closer co-operation between the European Technology Platform for Sustainable Chemistry 
(SusChem) and other technology platforms is already being undertaken - for example a recent 
collaboration agreement with the Water Supply and Sanitation Technology Platform. Further topical 
networks, technology clusters and lighthouse projects involving value chain partners are also 
envisaged. Future research and innovation funding from the European Commission is likely to be 
increasingly linked to a value chain approach in applications to funding calls. 

Implementing Policy 
 
One of the main responsibilities of the European chemical industry is to contribute to the safe use of 
chemical substances in compliance with global, EU and national rules. REACH is widely regarded as 
the most advanced system worldwide to regulate the safe use of chemical substances and prevent 
unsafe exposure to humans and the environment. Intensely engaged in the establishment of REACH, 
we remain deeply supportive of its effective operation and as a solid scientific basis for policy-
making. 

http://www.cefic.org/Policy-Centre/Environment--health/Combination-effects-of-chemicals/
http://www.cefic.org/Policy-Centre/Environment--health/Combination-effects-of-chemicals/
http://www.cefic.org/Policy-Centre/Environment--health/Endocrine-Disruption-Modulators/
http://www.cefic.org/Policy-Centre/Environment--health/Human-Biomonitoring/
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To help its members and other actors in the supply chain successfully implement REACH deadlines in 
2013 and 2018, Cefic is constantly developing guidance documents and standardised tools to enhance 
harmonisation of procedures. The REACH regulation also targets downstream users – companies that 
use chemicals in the course of their industrial or professional activities – ensuring they have enough 
information to use chemicals safely. In collaboration with other industry associations, our exposure 
scenario workshops are developing simple solutions and “training the trainers” - to cascade 
information along the supply chain. 

ChemSec 
 
ChemSec490, the International Chemical Secretariat, is a non-profit organisation founded in 2002 by 
four environmental organisations. Its vision is a world free of hazardous chemicals. ChemSec gives 
examples of how substituting hazardous chemicals with safer alternatives is both technically and 
economically feasible. Since 2004 ChemSec gathers a number of multinational companies in the 
ChemSec Business Group to enhance dialogue on progressive chemicals management. They are also 
in close dialogue with many other multinational market actors. The ChemSec Business Group is a 
collaboration among companies working together to inspire concrete progress on toxic use reduction. 
It gathers market-leading companies, across a diversity of sectors, for the development of effective 
corporate practice in the substitution of hazardous substances. It also raises public awareness of 
companies' efforts to be drivers on this issue. 
 
At a meeting in Gothenburg, Sweden in 2004, ChemSec laid the foundation for closely 
communicating and collaborating with industry. The goal was to find common ground between 
ChemSec's pursuit of a toxic free environment and individual companies' ambitions to be successful 
and more sustainable in their operations. The ChemSec Business Group was thus established as a 
forum for downstream enterprises, such as retailers, manufacturers of consumer goods, etc., that are 
working together defining and raising the bar on toxics use reduction. These progressive companies 
have expressed either being positive towards stricter chemicals legislation and/or they are actively 
seeking to avoid hazardous substances in their production, regardless of legislative development, but 
rather as a response to consumer demand, risk management, and other responsible business priorities. 
Internally the group serves its participants, all engaged in sustainability issues, to meet, discuss, and 
achieve a greater understanding of the challenges they face in terms of chemicals policies and 
management. Companies active within very different sectors of industry nonetheless often face 
similar challenges, and can apply similar solutions. Accordingly, the group is non-sector-specific and 
actually seeks a diversity of sector representation.  
 
The group is also a platform for public activities or partnership opportunities aimed at promoting the 
understanding of, and providing solutions to, emerging chemicals issues. The objective is to drive the 
debate as well as increase engagement in chemicals related issues. 
 
Since it began in 2004, the group has held annual meetings, in Gothenburg, Copenhagen, London, 
Stockholm and (again) London, as well as organised and carried out a number of activities within the 
area of progressive chemicals policies. These include seminars in the European Parliament, business-
to-business conferences as well as producing a number of publications demonstrating the business 
sense of sustainable chemicals policies in industry. The ChemSec Business Group has also been 
actively involved in the development of the SIN List, a list developed by ChemSec 
containing Substances of Very High Concern in accordance with the criteria laid out in the EU 
chemicals regulation REACH. 
 

                                                      
 
 
490 http://www.chemsec.org  

http://www.cefic.org/Industry-support/Implementing-reach/
http://www.chemsec.org/
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Box 1: Examples of activities organized by the ChemSec Business Group 
• Chemsec Seminar, September 2006 

Authorisation and REACH:Substitution from a company perspective - Problems, challenges, solutions 
• Eureau and Skanska urge Council to back Parliament position on REACH, October 2006 
• ChemSec Business Group meeting in Stockholm, December 2007: Workshop on REACH implementation and ways 

to prepare for Authorisation 
• The SIN (Substitute It Now!) List, launched in September 2008 
• Substitution Conference, September 2008 
• ChemSec and Sony Ericsson on EuroNews, May 2009 
• Sony Ericsson launches GreenHeart phones 
• Review of RoHS 2009-2011, hazardous substances in electronic products 

 

ETPIS491 - EU-OSHA partnership to promote safe and healthy workplaces 
 
Healthy workplace campaign 2010 
 
Nine pan-European and multinational organisations have signed up to be part of the first wave of 
official partners of the Healthy Workplaces campaign492. Organised by EU-OSHA, the campaign 
focuses on the evaluation of health and safety risks and aims at reducing work-related accidents and 
illnesses. Improvements in this area are urgently needed. To give just one example figure: It is 
estimated that every three-and-a-half minutes somebody in the EU dies from work-related causes. 

Among the participating organisations are European employers’ and workers’ federations, 
multinational companies from various industry sectors, research platforms and NGOs. By signing up 
as official partners, these organisations get substantially involved in the campaign and promote risk 
assessment as the first essential step for good workplace safety and health management. 

Campaign on Risk Assessment (2008-2009) 
 
The overall aim of the Healthy Workplaces campaign493 is to promote an integrated management 
approach that takes into account the different steps of risk assessment. The two-year risk assessment 
campaign seeks to convey clearly that risk assessment is a systematic examination of all aspects of the 
work undertaken to consider what can cause injury or harm, whether the hazards can be eliminated 
and, if not, what preventive or protective measures are, or should be, in place to control the risks. The 
campaign seeks to demystify the risk assessment process; risk assessment is not necessarily 
complicated, bureaucratic or a task only for experts.  It also promotes the idea of a participatory 
approach to risk assessment. It is essential for the workforce to be consulted and involved in the risk 
assessment to ensure that hazards are identified not only from principles of knowledge but also by 
knowledge of working conditions and patterns of adverse effects upon workers. Risk assessment with 
its component of worker involvement is one of the key elements in building a sustainable prevention 
culture. By providing clear and simple guidance, we seek to empower all employers to carry out an 
effective risk assessment, and to take appropriate action to eliminate or control risks. 

ETAP494 Environmental Technologies Action Plan  
 
In January 2004 the Commission launched an action plan to stimulate the development and use of 
environmental technologies. The action plan aims at removing financial, economic and institutional 

                                                      
 
 
491 European Technology Platform on Industrial Safety http://www.industrialsafety-
tp.org/home.aspx?lan=230&tab=148&pag=2  
492 https://osha.europa.eu/en/campaigns/hw2010/maintenance  
493 https://osha.europa.eu/en/campaigns/hw2008/about  
494 http://ec.europa.eu/environment/ecoap/index_en.htm  

http://www.industrialsafety-tp.org/home.aspx?lan=230&tab=148&pag=2
http://www.industrialsafety-tp.org/home.aspx?lan=230&tab=148&pag=2
https://osha.europa.eu/en/campaigns/hw2010/maintenance
https://osha.europa.eu/en/campaigns/hw2008/about
http://ec.europa.eu/environment/ecoap/index_en.htm
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barriers to the development of environmentally friendly technologies. The actions have three main 
objectives: 
• To help make the transition from research to markets (by increasing and focusing research, 

establishing technology platforms and networks for technology testing); 
• To improve market conditions (by setting performance targets, leveraging investment, creating 

incentives and removing economic barriers, promoting environmental technologies via public 
procurement, building support for environmental technology in civil society); 

• To act globally (by promoting environmental technologies in developing countries, and 
promoting responsible foreign direct investment). 

 
The European Commission co-operated closely with Member States and industry to make ETAP a 
reality. To foster experience sharing on eco-innovations and on best practices, EU Member States 
have formalised their national strategies and action plans towards environmental technologies. 
National roadmaps help focus on relevant plans, actions and achievements relevant to environmental 
technologies and eco innovations. The competitiveness of European companies and economic growth 
are driving forces behind the ETAP initiative. But the desire to convince companies to invest in 
research is equally strong. The promotion of environmental technologies and eco-innovation provides 
many benefits for business by fostering innovation, cutting production costs, creating jobs, reducing 
pressures on the environment and encouraging competitiveness. ETAP actions are tightly linked to 
technological research and will benefit the European Research Area (ERA) through the creation of a 
network of technological centres able to validate and promote environmental technologies, definition 
of environmental standards, promotion of clean technologies in developing countries and widening 
the targeted distribution of information on environmental technologies. 
 
A High Level Working Group – established in 2004 – facilitates implementation of ETAP all over 
Europe and steers co-operation between all participants. The High Level Working Group consists of 
representatives from EU Member States and European Commission services. Open co-ordination with 
the Member States helps advance ETAP by exchanging ideas on best practices, developing indicators 
and setting guidelines and timetables. 
 
Complete success depends on the participation of all stakeholders, requiring mobilisation of relevant 
business and finance players and technology developers working in the field. For this reason, the 
European Forum on Eco-Innovation organises regular meetings on specific topics. 
 
Relevant players from business, finance, and technology development, as well as non-governmental 
organisations (NGOs), actively involved in eco-innovation and environmental technologies are invited 
to participate in the Forum. The Forum provides a platform for discussion, debate, and interaction. It 
fosters the mobilisation towards common objectives and concrete strategies for future action. 
Exchange of experience and technologies is supported by this website – which includes news, reports 
on policy and a showcase of best practice at national level and over the whole gamut of technologies.  
 
The Eco-innovation Action Plan (EcoAP) is a logical successor to the ETAP. Launched by the 
European Commission in December 2011, the new Action Plan will build on the valuable experience 
gained to date – especially in promoting eco-innovation’s development and uptake across Europe. 
The EcoAP is a significant step forward for eco-innovation, moving the EU beyond green 
technologies and fostering a comprehensive range of eco-innovative processes, products and services. 
The ambitious plan will also focus on developing stronger and broader eco-innovation actions across 
and beyond Europe. 
 
EcoAP is a comprehensive set of initiatives to improve the market’s uptake of eco-innovation. 
Adopted by the Commission in 2011, the plan expands the EU’s focus from green technologies to 
every aspect of eco-innovation – including products and services. In this way, it will bring benefits for 
the environment, create growth and jobs, and ensure more-efficient use of our increasingly scarce 
resources. The EcoAP builds on EU eco-innovation activities and experience gained over the last 
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decade, especially under the ETAP. These encompass everything from recycled materials to 
wastewater treatment, and from green business and smart purchasing schemes to environmental 
labelling. 
 
The European Commission and Member States will provide strong governance for eco-innovation 
policies with a dedicated High-Level Working Group. Other public and private actors will be invited 
to form a Multi-Stakeholder Group, so as to enlarge the dialogue to businesses and the civil society – 
which are vital transmission points for eco-innovation initiatives. The Commission and Member 
States will also coordinate national and EU policies on eco-innovation, for example by identifying and 
exchanging information on good practice. A range of useful tools will be available to them, including 
Eco-innovation National Roadmaps and Eco-innovation Fora. An Eco-innovation Scoreboard will 
gather data on eco-innovation performance across the EU and beyond, thus helping to monitor and 
evaluate progress made by 2020. 

Amendment to the Ecolabel Regulation since 2002 
 
Regulation (EC) No 66/2010 introduced some more stringent requirements on products seeking the 
Ecolabel. The EU Ecolabel criteria shall be determined on a scientific basis considering the whole life 
cycle of products. In determining such criteria, the substitution of hazardous substances by safer 
substances, as such or via the use of alternative materials or designs, wherever it is technically 
feasible must be considered.  

Importantly, the EU Ecolabel may not be awarded to goods containing substances or 
preparations/mixtures meeting the criteria for classification as toxic, hazardous to the environment or 
CMR in accordance with CLP, nor to goods containing substances on the REACH Candidate List.  
 
However, for specific categories of goods containing substances, and only in the event that it is not 
technically feasible to substitute them, or in the case of products which have a significantly higher 
overall environment performance compared with other goods of the same category, the Commission 
may grant derogations from the ban on hazardous substances in Ecolabel products. No derogation 
shall be given concerning substances on the Candidate List present in mixtures, in an article in 
concentrations higher than 0,1 % (weight by weight).  
 
Since 2002 the Commission has adopted or amended  decisions establishing the ecological criteria for 
the award of the ecolabels for soaps, shampoos and hair conditioners, all-purpose cleaners and 
sanitary cleaners, detergents for dishwashers, hand dishwashing detergents, laundry detergents, textile 
products, eco-label for footwear, indoor paints and varnishes, outdoor paints and varnishes, personal 
computers, notebook computers televisions, wooden floor coverings, hard coverings,  textile covering 
,  growing media, soil improvers, light bulbs, heat pumps, lubricants, mattresses, newsprint paper, 
printed paper, copy and graphic paper , tissue paper.  (See further explanation in the Tier II section)   
 

EMAS - Eco-Management and Audit Scheme 
 
In 2009, the eco-management and audit scheme (EMAS) Regulation was revised and modified for the 
second time. Regulation (EC) No 1221/2009 of the European Parliament and of the Council of 25 
November 2009 on the voluntary participation by organisations in a Community eco-management and 
audit scheme (EMAS III) was published on 22 December 2009 and entered into force on 11 January 
2010. 
 
EMAS III integrates all relevant guidance information in one legal document.  The environmental 
core indicators (energy efficiency, material efficiency, water, waste, biodiversity, emissions) allow for 
a flexible application and an organisation, providing sufficient justification, can decide not to report 
on an indicator that it considers not relevant. EMAS certifications are now possible for organisations 
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and sites located outside the EU community.  EMAS III saw no major changes with regard to the use 
and consumption of chemicals under EMAS III.   
 
Tier 2 Questions 
 

• Development of Ecolable 
• Participation in EMAS 

 

The development of Ecolabel  
 
Between 2000 and 2010 the number of licences which gives a company the right to use the EU 
Ecolabel logo for a specific product group increased by 36.1 % per year on average, i.e. a 
multiplication by a factor of 21.8 over this period. Figure 37 provides an overview of the annual 
increase in licenses issued. By the end of 2011, more than 1,300 licences had been awarded, and 
today, the EU Ecolabel can be found on more than 17,000 products.  
 
Figure 37: Number of Ecolabel licenses issued annually from 2002 to 2010 

 
Source of data: EUROSTAT  
 
Despite the significant increase in Ecolabel licences, the EU market share of ecolabelled products 
remains rather low. In addition, according to a Eurobarometer survey from 2009, 61% of EU citizens 
claimed they had never seen, or heard about, the EU eco-label and its flower logo.  
 
The ecolabel scheme was revised in 2010 in order to introduce more product groups, a quicker criteria 
development process and simplification of the assessment procedure. Key experts, in consultation 
with main stakeholders, develop the criteria for each product group in order to decrease the main 
environmental impacts over the entire life cycle of the product. Because the life cycle of every 
product and service is different, the criteria are tailored to address the unique characteristics of each 
product type. Every four years on average, the criteria are revised to reflect technical innovation such 
as evolution of materials, production processes or in emission reduction and changes in the market.  
 
An overview of the categories of ecolabelled products is presented in table 32, below, together with 
an indication of requirements for hazardous substances.  
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Table 32: Product Group Categories of EU ecolabelled products and requirements for hazardous substances  

Categories/criteria When the 
ecological 

criteria has 
been 

established 

it does not 
contain 
certain 

dangerous 
substances 

It contains 
less 

substances 
that are 

dangerous for 
health and 

the 
environment 

The exclusion 
of certain 

substances 
harmful for 

the 
environment 

and health 

Others 

      
Beauty care:      
Soaps, shampoos and hair 
conditioners 
 

2007 
 

    

Cleaning up:      
All-purpose cleaners 2011     
Detergents for 
dishwashers 

2011     

Hand dishwashing 
detergents 

2011     

Laundry detergents 2011     
Clothing:      
Textiles 2009     
Footwear 2009     
Do it yourself:      
Paints and varnishes 2008   *  
Electronic equipment:      
Personal computers 2011     
Portable computers 2011     
Televisions 2009     
Floor covering:      
Wooden coverings 2009     
Hard floor coverings 2009     
Textile coverings 2009     
Gardening:      
Growing media and soil 
improvers 

2006    The product does not 
contaminate the soil with 

residues of pesticides. 
Household appliances:      
Heat pumps 2007    The product reduces or 

prevents the risks for the 
environment and for human 
health related to the use of 

hazardous substances. 
Lubrificants: 2011     
Other Household items:      
Mattresses 2009     
Paper products:      
Newsprint paper 2012     
Printed paper 2011     
Tissue paper 2009     
Holiday accommodation:      
Campsite services 2009     
Tourist accommodation 
services 

2009     

* does not contain heavy metals, carcinogenic or toxic substances 
 
The EU Ecolabel currently covers a wide range of products and services, all non-food and non-
medical. Up to 2012, tissue paper and all-purpose cleaners each equate to around 10% of EU Ecolabel 
products, while indoor paints and varnishes make up nearly 14%. The largest product group is hard 
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floor coverings, which total more than 33% of EU Ecolabel products. Meanwhile there are hundreds 
of TVs, soaps, and shampoos to be found. Figure 38 provides an overview of the number of Ecolabel 
products by product category in 2012.  
 
Figure 38: Number of EU Ecolabel Products per category group 

 Source: DG Environment website 
 
Products groups for which criteria are under development include: Food and feed products, Industrial and Institutional 
Automatic Dishwasher Detergents, Office Buildings, Converted Paper, Hydronic Central Heating Generators, Imaging 
Equipment, Industrial and Institutional Laundry Detergents, Sanitary products, Taps and Showerhead, Toilets and Urinals.  

Participation in EMAS 
 
Since 2001, EMAS has been open to all economic sectors including public and private services. In 
2009 the EMAS Regulation was revised and modified for the second time. Regulation (EC) No 
1221/2009 of the European Parliament and the Council of 25 November 2009 on the voluntary 
participation by organisations in a Community eco-management and audit scheme (EMAS) was 
published on 22 December 2009 and entered into force on 11 January 2010.  
 
The scheme integrates ISO 14001 (International Standard for Environmental Management System) as 
its environmental management system element. Since April 2001, corporate registrations are possible, 
wherein organisations gather all their sites under one registration number. The European Commission 
started to collect numbers of sites in addition to number of organisations in March 2004 to give a 
more accurate picture of EMAS development.  
 
As shown in figure 39 below, total number of registered organisations and sites has increased 
significantly since 2003. It is also shown in figure 40 that the chemical industry represents the third 
sector per number of registered companies, after the waste and disposal and the electricity, gas 
sectors.  
 
However, it must be noted that when the absolute number of participating activities in EMAS is set 
against the total numbers of activities in the EU, it remains marginal in terms of impacts. 
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Figure 39: Number of registered organisations and sites per Member States, 2003-2010 

 
Data source: EMAS website495 
 
Figure 40: Number of registered companies by industrial sectors  

 
Data source: EMAS website 
 

Summary  
 
A growing number of companies are working actively to reduce their use of hazardous substances, 
inspired by international environmental agreements as well as their customers' concern for safer 
products. As new information emerges on the potential dangers of hazardous chemicals, individual 
companies are waking up to the risks and opportunities, not only for brand image but also their overall 
competitiveness. 

Many of CEFIC’s partnership activities and voluntary actions documented have started developing 
after 2006. Its activity consists in partnership for a healthy future and addressing the potential risks 
from combination effects of natural and man-made substances present in our environment. CEFIC’s 
Responsible Care Programme contributes to understanding environmental and human health effects 
and ensuring the safety of products and processes. Responsible Care is the global chemical industry’s 
                                                      
 
 
495 http://ec.europa.eu/environment/emas/index_en.htm  
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unique initiative to improve health, environmental performance, enhance security, and to 
communicate with stakeholders about products and processes.  
 
ChemSec gives examples of how substituting hazardous chemicals with safer alternatives is both 
technically and economically feasible. Since 2004 ChemSec gathers a number of multinational 
companies in the ChemSec Business Group to enhance dialogue on progressive chemicals 
management. Many other European industry associations built over the year partnerships to promote 
safe and healthy workplaces 
 
In January 2004 the Commission launched an action plan to stimulate the development and use of 
environmental technologies. The action plan aims at removing financial, economic and institutional 
barriers to the development of environmentally friendly technologies.  EcoAP is the successor to the 
ETAP. Launched by the European Commission in December 2011, the new Action Plan will build on 
the valuable experience gained to date – especially in promoting eco-innovation’s development and 
uptake across Europe. 

Information available to track increase in voluntary initiative are only available for EU coordinated 
programmes such Eco-label and EMAS. The number of products and services awarded the EU 
Ecolabel has increased every year. However, the EU market share of ecolabelled products remains 
low and according to a Eurobarometer survey from 2009, 61% of EU citizens claimed they had never 
seen, or heard about, the EU Eco-label and its flower logo.  
 
With regards to EMAS, between 2000 and 2010 the number of licences increased by 36.1 % per year 
on average, with the chemical industry being the sector with the third most EMAS registrations, after 
the waste and disposal and the electricity, gas sectors. However, it must be noted that when the 
absolute number of participating activities in EMAS is set against the total numbers of activities in the 
EU, it remains marginal in terms of impacts.  

Review of analysis against SMART Criteria 
 
Specific Tier 1 question is specific to this indicator in that it gives an overview of existing partnership or 

voluntary initiatives organised by the industry sector. Tier 2 question is specific to this indicator 
because it tries to give some more extensive knowledge on the implementation and 
performance of such initiatives.  

Measurable Tier 1 is measurable in the sense that it shows the change in the type initiatives organised by 
the industry. Tier 2 question is only measurable when it comes of EU coordinated programmes. 
Quantitative or qualitative data on the activities organised by the industry are difficult to find 
and analyse in a comparable way.   

Achievable The data for Tier 1 can be found on the industry association’s website, while the data on EU 
coordinated programmes are on DG Environment website. Precise and quantifiable information 
for Tier 2 are not easily achievable, especially in regards to industry initiatives.  

Relevant All two tiers of questions under this indicator are highly relevant to demonstrate the 
commitment of the industry sector in delivering sound chemicals management 

Timed For Tier 1 and 2 questions, data are available for the period 2006-2010. Data on the partnership 
status in 2002, the baseline year are not comprehensive, probably because action was not in 
place in a systematic way as it will be in the coming years.  
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7.4.3 EU Progress under Indicator 16: Precautionary approach 

Baseline 2002 
 
The precautionary principle is mentioned in the context of environmental protection in Article 191 (2) 
of the Treaty on the Functioning of the European Union496 (ex Article 174 of the Treaty establishing 
the European Community), with the aim of ensuring a higher level of environmental protection 
through preventative decision-taking in the case of risk. However, in practice, the scope of this 
principle is far wider and also covers consumer policy, European legislation concerning food and 
human, animal and plant health. 
 
In 2000, the Commission also issued a Communication on the precautionary principle497, with the aim 
of outlining the Commission’s approach to using the principle and establishing common guidelines on 
its application. The Communication does not deal specifically with application of the PP in the 
context of chemicals, but it does set out numerous guidelines that are of particular relevance for 
chemicals, notably because it places the PP within the realm of dealing with risks. The 
Communication calls for a structured approach to risks which comprises of three elements: risk 
assessment, risk management and risk communication. The PP is to be used especially in the risk 
management phase. Before deciding on taking action or not, the Communication underlines that it is 
necessary to complete as far as possible a risk assessment, consisting of four components: 1) hazard 
identification, 2) hazard characterization, 3) appraisal of exposure and 4) risk characterization. 
 
According to the Commission, the precautionary principle may be invoked when a phenomenon, 
product or process may have a dangerous effect, identified by a scientific and objective evaluation, if 
this evaluation does not allow the risk to be determined with sufficient certainty. The Commission 
also emphasizes that the precautionary principle may only be invoked in the event of a potential risk 
and that it can never justify arbitrary decisions. In particular, the precautionary principle may only be 
used when three preliminary conditions are met: 
 

• identification of potentially adverse effects; 
• evaluation of the scientific data available; 
• the extent of scientific uncertainty. 

 
The Communication also states that if action is deemed necessary, measures based on the 
precautionary principle should be proportional to the chosen level of protection, non-discriminatory in 
their application, consistent with similar measures already taken, based on an examination of the 
potential benefits and costs of action or lack of action, subject to review in the light of new scientific 
data, and capable of assigning responsibility for producing the scientific evidence necessary for a 
more comprehensive risk assessment. 
 
The burden of proof, i.e. the need to prove the absence of danger, may lie on consumers or on the 
business community depending on whether Community rules establish prior approval before the 
placing on the market of certain products, such as chemicals, drugs, pesticides or food additives. 
 
A report published in 2001 by EEA498 provides very good baseline information on the evolution of the 
precautionary principle from 1896 to 2000. The report is based on case studies analysing how “early 
warnings” were used or not used to reduce hazards and describe the resulting costs and benefits. The 
                                                      
 
 
496 Treaty of Lisbon amending the Treaty on European Union and the Treaty establishing the European Community, signed 
at Lisbon, 13 December 2007. OJ C 306, 17.12.2007, p. 1–271 
497 Communication from the Commission on the precautionary principle /* COM/2000/0001 final */ 
498 EEA (2000) Late lessons from early warnings: the precautionary principle 1896-2000, Environmental issue report No 
22/2001, Copenhagen 
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aim of this report was to see if lessons could be drawn from these histories to help prevent, or at least 
minimise, future impacts of other agents that may turn out to be harmful, and to do so without stifling 
innovation or compromising science.  

Tier 1 Questions 
 

• Precautionary approach as enshrined in EU law 
 

Precautionary approach as enshrined in EU law 
 
Since the Commission Communication, the precautionary principle has been enshrined in relevant 
chemicals-related legislation at EU level. In particular, the following key legislative acts include a 
specific reference to the PP: 
 

- REACH: The REACH Regulation refers to the principle several times in its preamble and 
assures in Article 1(3) that the Regulation is “underpinned by the precautionary principle”. 
 

- Pesticides: Regulation (EU) No 1107/2009 concerning the placing of plant protection 
products on the market contains a reference to the PP in Article 1(4): “The provisions of this 
Regulation are underpinned by the precautionary principle in order to ensure that active 
substances or products placed on the market do not adversely affect human or animal health 
or the environment. In particular, Member States shall not be prevented from applying the 
precautionary principle where there is scientific uncertainty as to the risks with regard to 
human or animal health or the environment posed by the plant protection products to be 
authorised in their territory.”  

 
- Biocides: Regulation (EU) No 528/2012 concerning the making available on the market and 

use of biocidal products explicitly mentions in the preamble that the “Regulation should be 
underpinned by the precautionary principle to ensure that the manufacturing and making 
available on the market of active substances and biocidal products do not result in harmful 
effects on human or animal health or unacceptable effects on the environment.” Also, Article 
1.1 emphasizes that “The provisions of this Regulation are underpinned by the precautionary 
principle, the aim of which is to safeguard the health of humans, the health of animals and the 
environment. Particular attention shall be paid to the protection of vulnerable groups.” 

 
- Water: Both the Water Framework Directive and Directive 2008/105/EC on environmental 

quality standards refer to the precautionary principle.  
 

- Waste: Directive 2008/98/EC on waste specifically mentions the precautionary principle: “In 
order to implement the precautionary principle and the principle of preventive action 
enshrined in Article 174(2) of the Treaty, it is necessary to set general environmental 
objectives for the management of waste within the Community. By virtue of those principles, 
it is for the Community and the Member States to establish a framework to prevent, reduce 
and, in so far as is possible, eliminate from the outset the sources of pollution or nuisance by 
adopting measures whereby recognised risks are eliminated”. 

 
As mentioned above, the 2000 Communication sets out that the PP should only be applied in the event 
of a potential risk, if it cannot be fully demonstrated or quantified or its effects determined because of 
the insufficiency or inconclusive nature of the scientific data. It stresses that a scientific evaluation of 
the potential adverse effects (risk assessment) should always be undertaken based on the available 
data (hazard identification, hazard characterisation, estimation of exposure and risk characterisation). 
This should lead to a conclusion on the possibility of the occurrence and the severity of a hazard's 
impact on the environment, or health of a given population including the extent of possible damage, 
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persistency, reversibility and delayed effect and to a description of the remaining uncertainties that 
helps the decision makers in the risk management phase. 
 
As further explained in the 2011 Milieu report499 on the application of the Precautionary Principle in 
the chemicals sector, risk assessment is an integral part of the process of control found in much of the 
EU chemicals control legislation, though there is also a second type of regulatory action where no 
explicit risk assessment is required and ensuring safety is reliant on establishment of essential safety 
requirements and European technical standards.  In the second type of regulatory regime, the 
regulators have already identified some of the risks associated with the product (hence the essential 
safety requirements) and the risk management measures are aimed at making the essential 
requirements operational and/or achieving compliance with the essential requirements, including the 
development of technical standards, verification procedures, etc. Table 33 below provides an 
overview of legislation where integral risk assessment and/or risk management is foreseen and where 
it is not. 
 
Table 33: Overview of chemicals risk assessment under EU legislation  

Integral risk assessment/ 
risk management 

No explicit risk assessment; risk 
management only or secondary assessment 

only after implementation of essential 
requirements 

• REACH, and the chemicals 
legislation preceding REACH 

• Plant Protection Product Regulation 
• Biocidal Products Regulation 
• Food and feed safety legislation 

(food additives, flavours, food 
contact materials, food enzymes, 
nutrients, plus parallel legislation 
for feed) 

• Human and veterinary medicines 
• Cosmetics 
• Detergents  

• Toys Directive 
• Construction Products Directive 
• Packaging and Packaging Waste 

Directive 
• IPPC 

 
In most chemical legislation, the party seeking to place a substance on the market must produce data 
on the properties of the substance. The legislation then relies on regulatory authorities to assess that 
information and take the main decisions if needed. In reversing the burden of proof as to a substance’s 
safety for a particular use, REACH also requires industry to assess the data it has gathered and to 
implement and recommend risk management measures for all substances manufactured/imported 
starting from 1 tonne/year.  

Tier 2 Questions 
 

• Application of the precautionary approach under EU chemicals management 
• Interpretation of the precautionary principle in EU case law 

 

                                                      
 
 
499 Milieu (2011) Considerations on the application of the Precautionary Principle in the chemicals sector, Study Contract 
No. ENV.D.3/SER/2010/0083rl, Brussels 
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Application of the precautionary approach under EU chemicals management 
 
The application of the precautionary principle requires inter alia taking decisions on what is 
considered an "acceptable" level of risk for society, identifying gaps in knowledge that result in 
uncertainty concerning the nature of a potentially unacceptable risk, and managing that risk in the face 
of uncertainty. Applying the precautionary principle in the context of chemicals regulatory decision-
making can present numerous challenges. These challenges are partly due to the specific nature of 
regulating chemicals, and the more general nature of the precautionary principle. The Commission 
Communication on the precautionary principle provides some general guidance. However, these 
guidelines are not tailor-made for the application of the precautionary principle to chemicals. Also, in 
the meantime, significant legal and practical developments in the field of chemicals regulation and 
application of the precautionary principle have occurred at the EU and national level500. 
 
In particular, some research501 examined how the precautionary principle has interacted with the 
development of the present chemicals regulatory regime, in particular REACH. The study concluded 
that the precautionary principle is manifest in both the design of the testing strategy and in policy 
provisions. However, in order to ensure the practical functioning of the principle, the study argues that 
there is a need for more transparency in the decision-making process.  
 
As already mentioned under indicator 1, the real application of the precautionary approach under 
chemicals management is tested in the way the EU currently deals with emerging risks, such as 
nanomaterials, endocrine disrupting chemicals and cocktail effects. The outcome of the decision-
making process in these areas will indicate to what extent the EU is listening to “early warnings” and 
adopting precautionary measures. Also, the extent of substitution of hazardous substances is an 
important element of testing the application of the precautionary principle in the context of REACH.  
 
In particular, a Milieu report on nanomaterials502 concludes that the precautionary principle seems 
applicable to the management of the potential risks from these substances. In the case of 
nanomaterials, the scientific knowledge needed to inform the scientific evaluation is currently limited, 
serving to increase the overall level of uncertainty and ultimately affect the foundation for 
preventative action. The precautionary principle could be applied to the management of the potential 
risks of nanomaterials in general, or to the management of potential risks from specific nanomaterials. 
In the case of some specific nanomaterials, the body of evidence that could feed into a risk assessment 
is expected to be somewhat larger, possibly creating a foundation for more stringent preventative 
action, such as product controls. In conclusion, given the particular emphasis on managing limitations 
in scientific knowledge, recourse to the precautionary principle would seem to be extremely relevant 
to the regulation of nanomaterials.  
 
On EDCs, a recent own initiative report by the European Parliament503 explicitly refers to the 
precautionary principle stating that on the basis of an overall assessment of the state of knowledge, the 
precautionary principle requires legislators to take measures to reduce human exposure to endocrine 
disruptors to a minimum. It stresses that the criteria determining what constitutes an endocrine 
disruptor should be scientifically based and that the precautionary principle should be applied in the 

                                                      
 
 
500 Milieu (2011) Review of Environmental Legislation for the Regulatory Control of Nanomaterials, Contract № 
070307/2010/580540/SER/D, 2011, Milieu, Brussels 
501 Søren Løkke, The Precautionary Principle and Chemicals Regulation: Past Achievements and Future Possibilities, in 
Chemicals Regulation – Review Articles, 2006. Available at: 
http://envirohealth.berkeley.edu/271E/2007/S13/Lokke2006.pdf  
502 Milieu (2011) Review of Environmental Legislation for the Regulatory Control of Nanomaterials, Contract № 
070307/2010/580540/SER/D, 2011, Milieu, Brussels 
503 European Parliament Draft Report on the protection of public health from endocrine disruptors (2012/2066(INI)), ENVI 
Committee, Rapporteur : Åsa Westlund, November 2012. 

http://envirohealth.berkeley.edu/271E/2007/S13/Lokke2006.pdf
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development of such criteria. An EEA report504 on the impacts of endocrine disrupters on wildlife, 
people and their environments also concludes that limiting our exposure to EDCs even before we have 
full scientific knowledge on the basis of the precautionary principle would seem a rational approach to 
take.  
 
Finally, a 2013 EEA report505 entitled “Late Lesson from Early Warnings” specifically examines the 
application of the precautionary principle to emerging risks. The report reviews a number of historical 
case studies where potential risks where identified and explores the types of risk management options 
that were adopted. In particular, the report reviews incidents of 'false positives', where government 
regulation was undertaken based on precaution but later turned out to be unnecessary. It argues that 
fear of false positives should not be a rationale for avoiding precautionary actions where they are 
warranted.  
 
The report highlights links between sources of scientific knowledge about pollutants, changes in the 
environment and new technologies, and strong vested interests and states that despite its presence in 
EU legislation and case law, “the application of the precautionary principle has been strongly 
opposed by vested interests who perceive short term economic costs from its use.” The report calls for 
greater public engagement in decision‑making on upstream innovations and their downstream 
hazards, including interpreting the 'high level of protection' required by the EU treaty.  
 
Finally, arguing that application of the precautionary principle is particularly relevant where the ratio 
of knowledge to ignorance is low, as with emerging technologies, the report highlights nanomaterials 
as a field where application of the precautionary principle is required. Noting that decision‑makers 
have yet to address shortcomings in legislation, research and development, and limitations in risk 
assessment for nanotechnologies, the report identifies a developmental environment in the field of 
nanotechnology that hinders the adoption of precautionary strategies.  

Interpretation of the precautionary principle in case law 
 
Although extensively discussing various aspects of the precautionary principle, and thus clarifying 
how to use it, the 2000 Commission Communication does not provide a definition and has been 
criticised for failing to do so. According to the Commission, the absence of a definition does not 
necessarily lead to legal uncertainty. Similarly to other general notions contained in the legislation, 
such as subsidiarity or proportionality, the Commission submitted that it is for the decision-makers 
and ultimately the courts to flesh out the principle.  However, as further explained below, although the 
ECJ and the Court of First Instance brought about some clarity in precautionary matters, the European 
judiciary has not clarified the terms of application of the PP in much detail. The following section on 
ECJ jurisprudence is largely based on the above-mentioned Milieu report. 
 
From the EU judiciary’s case law it is difficult to derive precise indications on how the precautionary 
principle is to be applied by the EU regulators. On the one hand, no case law was identified in which 
precautionary EU measures were found to be too precautionary (note that the same does not hold true 
for precautionary measures adopted by the EU Member States, where a multitude of judgments 
confirmed that not enough proof was presented to warrant national precautionary measures, for 
instance C-41/02 Commission v Netherlands).  On the other hand, only one case was identified in 
which an EU measure was judged to be not precautionary enough, namely T-229/04 Sweden v 
Commission.  
 

                                                      
 
 
504 European Environment Agency (2012) The impacts of endocrine disrupters on wildlife, people and their environments, 
EEA Technical report No 2/2012. 
505 EEA (2013) Late lessons from early warning: science precaution and innovation, EEA Technical Report No 1/2013, EEA, 
Copenhagen, Denmark  



295 
 

In case T-229/04 Sweden v Commission, the Court of First Instance annulled the decision to include 
paraquat as an active substance under Directive 91/414, inter alia because of procedural irregularities 
in the assessment of this substance. The Commission’s conclusion that “there is no indication that 
paraquat is neurotoxic” (para 103) was judged to be not satisfying the required procedural 
requirements laid down in the relevant regulation, because there were in fact indications of a possible 
link between paraquat and Parkinson’s disease, but these were not investigated: the examination of the 
dossier submitted by the notifier did not contain an assessment of the literature concerning this 
possible link. Furthermore, a Guatemalan study whose results on effects of the substance on humans 
had been extrapolated to address the situation in the EU should have led to the conclusion that a more 
precautionary approach was warranted (para 180). Finally, studies on the effects on animals (showing 
a significant risk) were not taken into account (para 228-242). These reasons brought the CFI to the 
conclusion that the level of proof brought about not only enabled the EU institutions to adopt a 
precautionary measure, but also an obligation for the EU to do so.  
 
In the other cases investigated for the Milieu study, including Afton Chemical C-343/09, Gowan C-
77/09, S.P.C.M. C-558/07, Bayer Crop Science T-75/06, Solvay Pharmaceuticals v. Council T-392/02 
and Pfizer Animal Health v Council T-13/99, the courts indicated that the very wide discretion of the 
EU decision maker stood in the way of finding precautionary decisions to be in violation of EU law. 
Still, some indications on the way in which risk analysis should be conducted and risk management 
decisions are to be prepared (notably the way in which scientific advice can be used) can be derived 
from the case law of the EU judiciary. 
 
In general, review by the EU judiciary is limited to verifying whether the exercise of such powers has 
been vitiated by a manifest error of appraisal or a misuse of powers, or whether the regulator has 
manifestly exceeded the powers of its discretion (see for instance S.P.C.M. C-558/07 and Pfizer 
Animal Health T-13/99). In such a context, the EU judiciary is of the opinion that it “cannot substitute 
its assessment of scientific and technical facts for that of the legislature on which the Treaty has 
placed that task” (case C-343/09 Afton Chemical on the fuel additive MMT, para 28).  
 
The fact that risk assessments actually showed risks to be acceptable did not stand in the way of 
adopting precautionary measures according to the EU judiciary. The same holds true for situations in 
which a risk assessment could not yet be carried out due to the absence of test methodologies (case C-
77/09 Gowan on the pesticide fenamirol; see the substance case study on fenamirol in Annex 2).  In 
several cases, these circumstances did not stand in the way of the adoption of precautionary measures 
aimed at protecting human health and/or the environment.  
 
The judiciary did point out that Community institutions must be able to show that in adopting a 
precautionary act they actually exercised their discretion, which presupposes the “taking into 
consideration of all the relevant factors and circumstances of the situation the act was intended to 
regulate” (C-343/09 Afton Chemical, para 34).   
 
Several commentators have expressed their concern about some of the precautionary measures 
adopted by the EU institutions, and have argued that the ECJ and the General Court (former Court of 
First Instance) should adopt a more active approach in testing such measures. They sometimes point 
at the way in which the ECJ approach differs from the much less restrictive way in which WTO 
Panels and its Appellate Body test the validity of trade restrictive measures. Also, the absence of a 
genuine cost-benefit analysis when adopting precautionary measures is criticized, as is the ECJ’s 
reasoning that human health always takes precedence over economic concerns (Pfizer case); in reality, 
human health does not always take precedence. 
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Summary 
 
In summary, the precautionary principle is enshrined in EU legislation related to chemicals, in line 
with Paragraph 23 of the JPOI and Principle 15 of the Rio Declaration. In fact, the EU interpretation 
of the precautionary principle is judged to be stronger than the UN and US definition506. 
 
Despite this, a 2013 EEA report finds that application of the precautionary principle has been opposed 
by strong vested interests in the EU and calls for stronger public engagement in interpreting risk from 
emerging issues and greater humility in the face of uncertainty.  
 
The interpretation of the precautionary principle in EU chemicals management was assessed both 
looking at the ECJ jurisprudence on how the principle has been interpreted, and also looking at 
current decision-making processes on emerging issues, such as nanomaterials and endocrine 
disruptors. With regards to these risks, it is important that the EU takes a precautionary approach in 
the coming years. 

Review of analysis under indicator 16 against SMART objectives 
 
Specific  Tier 1 and Tier 2 questions are specific in that they clearly identify where and how the 

precautionary principle has been applied. 
Measurable Tier 1 questions are measurable as they look at legislation where the precautionary principle is 

mentioned. Tier 2 questions are more difficult to measure as the actual application of the 
principle is often a matter of interpretation. 

Achievable Both Tier 1 and Tier 2 questions are achievable as data can be gathered from the EU legislation 
and related reports. 

Relevant Both Tier 1 and Tier 2 questions are relevant, although measuring change under Tier 2 
questions is more difficult to achieve.  

Timed Data is available for the baseline (EEA report and Commission Communication) as well as for 
today (current legislation on chemicals).  

 
  

                                                      
 
 
506 Karlsson 2010. 
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7.4.4 EU Progress under Indicator 17: International Chemicals 
Governance 

Tier 1 Questions 
 

• Actions to further MEAs on chemicals 
• Actions to strengthen synergies 

 

Actions to further International Multilateral Agreements on Chemicals Management 
 
SAICM 
 
The EU is playing a key role in the promotion of international governance on chemicals, in particular 
through the SAICM process. From its launch in 2006, the EU has been strongly committed to SAICM 
implementation, both by developing internal policies and legislation and by working with other 
countries to meet the foster the process507. 
 
With regards to the development of SAICM, the EU actively participated in ICCM since 2006. A 
review of the conference reports summarised in the Earth Negotiations Bulletin (ENB)508 indicates 
that the EU has promoted the strengthening of the process and its financing throughout the years. For 
example: 
 

- At ICCM-1 (4-6 February 2006), the EU pushed for a strong interpretation of the 
precautionary approach in SAICM and applying to health, not just environment, to achieve 
the WSSD 2020 goals; 
 

- At ICCM-2 (11-15 May 2009), the EU supported the proposed action (SAICM 
ICCM.2/10/Add.1), which provided for the establishment of a working group to review 
existing information and design an information system on chemicals in products. Also, on 
electronic waste, the EU together with Côte d’Ivoire warned against duplicating work under 
the Basel and Stockholm conventions. Finally, the EU highlighted that it had provided 80% of 
funding for the SAICM Secretariat and 70% of QSP funding, and stressed that the donor base 
must be broadened. 

 
- At ICCM-3 (17-21 September 2012), the EU called for establishing a register of 

nanomaterials, encouraging information exchange, and establishing public-private 
partnerships to ensure environmentally sound management of nanomaterials. On the Quick 
Start Programme, the EU called for prioritizing mainstreaming of sound chemicals 
management into national development plans. Also, the EU along with others supported the 
adoption of the proposed health strategy. 
 

Regarding chemical-related policies, the EU has introduced a number of legislative acts that 
contribute to international aspects of chemicals management. In particular, the registration process 
under REACH is generating a comprehensive publically available database with information on the 
intrinsic properties and safe use of substances, and has the potential to inspire new standards 
worldwide, with China having moved to implement an equivalent system “China REACH”. 
Information about the chemicals generated under REACH is publicly available and can therefore also 

                                                      
 
 
507 European Commission, Towards 2020: Making Chemicals Safer. The EU’s contribution to the Strategic Approach to 
International Chemicals Management, 2009. 
508 Available at: http://www.iisd.ca/process/chemical_management.htm  

http://www.iisd.ca/process/chemical_management.htm
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assist governments and other stakeholders in non-EU countries. In this context, the European 
Commission is providing support to a large number of non-EU countries to help them with training 
and technical assistance concerning REACH requirements.  
 
Basel Convention 
 
Regulation (EC) No 1013/2006 on shipments of waste implements the provisions of the Basel 
Convention in EU law, aiming to streamline existing control procedures and strengthened conditions 
on enforcement and cooperation between Member States in cases of illegal shipment. This Regulation 
is also supported by a large number of legislative acts addressing both waste and customs procedures 
in ports, further discussed under indicator 19 on illegal traffic in hazardous waste. It is notably that the 
EU has fully implemented the Basel Ban in Regulation 1013/2006/EC on shipments of waste, making 
it legally binding in all EU member states.  
 
In addition, the EU contributed to the substantial progress made in advancing negotiations under the 
Basel Convention, including adoption of the Cartagena Declaration on prevention and minimization 
of hazardous wastes by COP10.  
 
In terms of EU technical assistance under the Basel Convention, in 2010, the EU provided support for 
strengthening implementation compliance and enforcement of the Basel Convention in Synergy with 
related multilateral Environmental Agreements. 
 
Rotterdam Convention 
 
As discussed under indicator 11, implementation of the Rotterdam Convention in the EU goes beyond 
the requirements of the Convention to deliver a higher level of protection to human health and the 
environment. EU legislation covers all countries, including non-Parties, and includes a broader range 
of chemicals. The explicit consent of importing countries is required before PIC chemicals and 
chemicals qualifying for PIC notification can be exported. In addition, all dangerous chemicals must 
be appropriately packaged and labelled according to the CLP Regulation when exported.  
 
In addition, the EU has provided financial support for a range of activities under the Rotterdam 
Convention, including technical assistance to selected parties in the implementation of the Rotterdam 
Convention (2007, 2009, 2010), capacity-building for developing countries and support for 
participation in COPs (2007 & 2008).  
 
Stockholm Convention 
 
EU legislation implementing the Stockholm Convention is discussed under indicator 12 and goes 
further than the international agreement, aiming to eliminate, rather than just restrict, the production 
and use of internationally recognised POPs. The EU adopted an implementation plan in 2007 to 
complement Member State national plans.  
 
EU technical assistance under the Stockholm Convention has supported the development of a toolkit 
on reducing dioxin emissions (2007), effective participation of Parties in the effectiveness evaluation 
of the Stockholm Convention (2009), and activities to support parties to implement their obligations 
under the Stockholm Convention (2010).  
 
The European Commission and its Member States also work under the UNECE Protocol to the 
CLRTAP on POPs, which entered into force in 2003. The UNECE Protocol targets 16 POPs, although 
additional chemicals can be added. 
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Montreal Protocol 
 
The Montreal Protocol is implemented in the EU under Regulation (EC) 1005/2009 (ODS 
Regulation), which stipulates that each company producing, importing and/or exporting into the EU, 
feedstock user, process agent user and destruction facility must annually report their activities 
concerning controlled substances. The ODS Regulation goes beyond the Montreal Protocol and 
extends to 5 additional substances having an ozone-depleting potential (new substances) for 
producers, importers and exporters. These new substances are halon 1202, methylchloride (MC), 
ethylbromide (EB), trifluoroiodomethane (TFIM) and n-propyl bromide (n-PB). 
 
EU technical assistance under the Montreal Protocol has supported a jump start project to encourage 
developing countries to expedite their compliance with the HCFC phase out obligations and adopt 
environmentally friendly alternatives to HCFCs (2008), as well as the Montreal Protocol Technology 
and Economic assessment panel and Methyl Bromide Technical options committee co-chairs (2009). 
 
Mercury 
 
The EU has been one of the driving forces behind the global consensus reached in February 2013 on 
the Minamata Convention on Mercury, including through the provision of funds to support 
negotiations on a globally binding instrument on mercury (2010). For more information, see Indicator 
13. Additional funds have specifically supported projects to reduce mercury emissions (2009).  

Actions to further synergies in international chemicals management 
 
The EU is working with UNEP to promote synergies between the Rotterdam, Basel and Stockholm 
Conventions and the Montreal Protocol. The EU plays a leading role in all these initiatives and 
cooperates closely with non-EU countries for their implementation. 
 
In 2010, the EU provided financial support for the establishment of the position of joint head of the 
Basel, Stockholm and UNEP part of the Rotterdam Conventions Secretariats, while in 2009 the EU 
funded simultaneous meetings of the extraordinary COPs of the Basel, Rotterdam and Stockholm 
Conventions. 

Summary 
 
In summary, the EU plays a pivotal role in promoting an international approach and governance on 
chemicals management according to Paragraph 23. Along with promoting the further development of 
international multilateral agreements, the EU has provided funding for a range of activities, including 
both technical assistance under SAICM and the Stockholm, Rotterdam and Basel Conventions, as 
well as support to UNEP for the Secretariats. Funding has also been provided for activities on 
mercury and under the Montreal Protocol.  

Review of analysis under indicator 17 against SMART objectives 
 
Specific Tier 1 questions are specific in that they clearly identify the contribution of the EU to 

international governance on chemicals, in particular SAICM. 
Measurable Tier 1 questions are measurable as they look at legislation in place in the EU that contributes to 

the international approach to chemicals management. However, the picture can only be of 
qualitative rather than quantitative nature. 

Achievable Tier 1 questions are achievable as information on EU contributions to the SAICM process can be 
inferred from conference reports and ENB reports. Data can also be gathered from the EU 
legislation. 

Relevant The indicator is relevant, as it concretely demonstrates the contribution of the EU to 
international governance on chemicals.  

Timed Data is available since the inception of SAICM (2006). 
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 EU Progress on Controlling Illegal Traffic 7.5

7.5.1 EU Progress under Indicator 18: Illegal Traffic in Hazardous 
Chemicals and Products  

Baseline 2002  
 
In terms of illegal trade at the baseline year of 2002, Regulation (EEC) No 2455/92 concerning the 
export and import of certain dangerous chemicals had already made the PIC procedure binding for all 
Member States. As such the analysis under this indicator is summarised in order not to repeat the 
evidence presented under indicator 11.  
 
In addition, legislation was in place to control trade in products that are legally on the market but that 
that may pose a risk to consumers. Directive 2001/95/EC on general product safety aims to ensure a 
high level of product safety throughout the EU for consumer products, provides for an alert system for 
non-food dangerous products (RAPEX) to prevent or restrict the marketing or use of products posing 
a serious risk to the health and safety of consumer. Under this system the Commission disseminates 
the information received from a Member State to all other Member States by publishing weekly 
overviews of products posing a risk and the Member State measures to eliminate the risks. This 
system covers products that were not illegally placed on the market but that finally appeared not to be 
safe.  

Tier 1 Questions 
 
• Legislation to prevent the illegal import and export of toxic and dangerous products 
• Alert systems to identify illegal traffic 
 

Legislation to Prevent the Illegal Import and Export of Toxic and Dangerous Products 
 
REACH Regulation  
 
REACH requires that chemicals imported or placed on the EU market must be registered, while 
hazardous chemicals under Title VII require authorisation. In case of infringement of its provisions 
Member States must apply effective, proportionate and dissuasive penalties. This Regulation also 
requires Member States to maintain a system of official control and report to the Commission the 
result of the official inspections, the monitoring carried out, the penalties and other measure for its 
enforcement.509   
 
Rotterdam Convention 
 
Regulation (EC) No 689/2008 addresses international trade in dangerous chemicals and implements 
the Rotterdam Convention on prior informed consent. Regulation (EC) 689/2008 includes a number 
of provisions that go beyond the Convention. Substances covered by the Convention are listed in 
Annex I, with export of chemicals listed in Part 1 requiring an export notification, Part 2 explicit 
consent, and Part 3 subject to the PIC procedure. Further details are provided under indicator 11 on 
the implementation of the Rotterdam Convention in the EU. In addition, Regulation (EC) No 
689/2008 implements the export ban on certain POPs and cosmetic soaps containing mercury under 
the Stockholm Convention.  
 

                                                      
 
 
509 See Title XIV of Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 
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The Commission is responsible for coordinating compliance by the Member States, including DNAs 
and custom officials responsible for controlling and monitoring imports and exports of chemicals 
listed in Annex I of Regulation (EU) No 649/2012. Finally, Regulation (EC) 689/2008 states that the 
provisions of the CLP Regulation (EC) No 1272/2008 apply to all chemicals when they are exported 
from the Member States to other Parties or other countries, unless those provisions would conflict 
with any specific requirements of those Parties or other countries. 
 
Plant Protection Products Regulation  
 
Regulation (EC) No 1107/2009 lays down approval criteria for active substances at EU level and 
establishes a system by which Member States authorise the placing of plant protection products on the 
EU market. An active substances that is not approved for pesticide use will be added to the lists of 
chemicals contained in Parts 1 and 2 of Annex I to Regulation (EC) No 689/2008, the PIC Regulation. 
Exports of those active substances to third countries will then be subject to the explicit consent 
procedure. In terms of imports of active substances, it should be noted that it is possible to import an 
active substance that is not approved and to use it to formulate a plant protection product that is 
intended for export. 
 
Regarding the authorisation of plant protection products, industry in third countries seeking access to 
the EU market must submit an application to the Member State where the product is intended to be 
placed on the market for the first time. Authorisation for placing on the market are for a period not 
exceeding one year from the date of expiry of the approval of the active substances, safeners and 
synergists contained in the product, and the authorisation period therefore depends upon when the 
authorisation is granted. A Member State may review an authorisation at any time if it no longer 
complies with one of the pre-conditions for placing on the market, and if so may withdraw or amend 
the authorisation. The principle of mutual recognition enables the holder of an authorisation to place 
the product on the market in another Member State, insofar as the agricultural, plant health and 
environmental conditions are comparable in the regions concerned. However, the Member State may 
provisionally limit or ban the movement of a product on its territory if the product in question presents 
a risk to human or animal health, or to the environment. 
 
With regards to exports to third countries, authorisations are NOT required for the production, storage 
or movement of a plant protection product intended for use in a third country; provided that the 
relevant Member State implements inspection requirements to ensure that the plant protection product 
is exported from its territory. Producers, suppliers, distributors, importers, and exporters of plant 
protection products must maintain records of the plant protection products they produce, import, 
export, store or place on the market for at least 5 years.  
 
In enforcing the Regulation, Member States carry out official controls and report to the Commission. 
The Commission undertakes expert verification of Member State enforcement procedures. 
 
Biocidal Products Regulation 
 
Directive 98/8/EC concerning the placing of biocidal products on the market establishes a framework 
for the establishment at Community level of a list of active substances which may be used in biocidal 
products and for the Member States to grant authorisations to place biocidal products on their 
markets, based on the principle of mutual recognition. These requirements apply to active substances 
for use in biocidal products to be placed on the EU market and biocidal products imported into the EU 
from third countries.  
 
Active substances that are approved for use are included in Annex I or IA to the Directive. Active 
substances that are not included in this annex are considered banned for use in biocidal products and 
will be added to the lists of chemicals contained in Part 1 of Annex I to Regulation (EC) No 
689/2008, the PIC Regulation. Export of these active substances to third countries will then be subject 
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to notification. With regards to imports of active substances, active substances that are not approved 
for use in the EU may be imported into the EU and used to formulate biocidal products for export.  
 
On 22 May 2012, Regulation (EU) No 528/2012 concerning the making available on the market and 
use of biocidal products was adopted and will repeal and replace Directive 98/8/EC as of 1 September 
2013.  
 
Dangerous Products 
 
As outlined in the analysis of legislation to promote clean products under indicator 7, a number of 
legislative acts either prohibit the use of certain chemical substances in specific products, or set 
concentration thresholds for specific substances in the final product. These include the Regulation 
(EC) No 648/2004 on detergents, Toys Directive 2009/48/EC, RoHS Directive 2011/65/EU, 
Cosmetics Regulation No 1223/2009, Food Contact Material Regulation (EC) No 1935/2004 and 
Regulation (EU) No 10/2011 on plastic materials and articles intended to come into contact with food. 
Products that do not comply with these requirements cannot therefore be imported into the EU with 
the aim of placing them on the market. The implementation of the RAPEX system is one of the tools 
that can serve to alert authorities to products that do not comply with these requirements. 

New scope of the RAPEX system  
 
Since 1 January 2010 the RAPEX system also facilitates the rapid exchange of information on 
products posing a serious risk to the health and safety of professional users and on those posing a 
serious risk to other public interests protected via the relevant EU legislation (e.g. environment and 
security).   
 
In 2006 DG SANCO of the Commission and the Chinese authorities agreed upon a memorandum to 
implement a ‘RAPEX China tool’ which is an on-line system for regular and rapid transmission of 
data between the EU and the Chinese administration. DG SANCO provides the Chinese 
administration with the information on consumer products originating from China, which have been 
identified as dangerous and consequently banned or withdrawn from the European market by the 
authorities of the Member States and notified by these to the European Commission via the European 
Rapid Alert System – "RAPEX".  The Chinese authorities investigate all the notifications they receive 
via accessing the database and, when necessary, adopt measures which prevent or restrict further 
export of the notified dangerous consumer products to the EU. 

OECD Network on Illegal Trade in Pesticides 
 
The OECD has recently established a network of experts and inspectors knowledgeable and active in 
fighting illegal trade of chemicals, with the aim of facilitating the rapid exchange of information 
among national competent authorities and between authorities and industry on suspicious or rejected 
shipments. The role of the OECD is to collect, centralize and disseminate within the network the 
details of those experts and inspectors, to act as contact points for a “rapid alert system”.  

Tier 2 Questions 
 
• RAPEX notification trends  

Trends of RAPEX notifications (2003-2011)  
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Figure 41 below shows the trend in the annual number of RAPEX notifications from 2003 to 2011, 
with notifications increasing up until 2010 and then declining slightly in 2011.510  
 
  

                                                      
 
 
510 Information retrieved from the 2004 RAPEX Annual Report.  Available December 2012 at: 
http://ec.europa.eu/consumers/safety/rapex/docs/2011_rapex_report_en.pdf  

http://ec.europa.eu/consumers/safety/rapex/docs/2011_rapex_report_en.pdf
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Figure 41: Number of RAPEX notifications, 2003-2011 

 
 
Table 34 below shows the percentage of notifications where the risk is associated with chemical 
exposure from 2005 to 2011.511 Notifications due to risks from chemicals consistently range amongst 
the most notified risk categories.   
 
Table 34: Percentage of notifications for which the risk is associated with chemical exposure, 2005-2011 

2005 2006 2007  2008 2009  2010 2011 
9% 9% 13% 19% 26% 19%  19% 
   

Summary 
 
Under Regulation (EC) No 689/2008 concerning the export and import of hazardous chemicals, the 
EU has specific measures in place to ensure compliance with requirements regarding international 
traffic in hazardous chemicals and products, including compliance measures. Such measures are 
mainly taken at the Member State level or by Interpol which is supporting operations and providing 
capacity building and training to national authorities against the traffic of illicit goods (e.g. 
counterfeiting, piracy, smuggling, tax evasion).512   
 
In addition, a range of legislation serves to control and in some cases prohibit imports of hazardous 
chemicals and products. With regards to control on imports, a number of legislative acts set controls 
and restrictions on products that can be placed on the market in the EU. With regards to chemical 
products, REACH sets a number of requirements on imports, including that entities wishing to import 
substances at a volume of greater than 1 tonne register those substances, and that entities wishing to 
import substances listed in Annex XIV obtain prior authorisation. In addition, REACH restricts the 
import of certain substances under Annex XVII.  
 

                                                      
 
 
511 Information derived from the 2005-2011 RAPEX Annual Reports.  Available December 2012 at 
http://ec.europa.eu/consumers/safety/rapex/stats_reports_en.htm#annual  
512Information retrieved from the Interpol website. Available December 2012 at: http://www.interpol.int/Crime-
areas/Trafficking-in-illicit-goods/Trafficking-in-illicit-goods  

http://ec.europa.eu/consumers/safety/rapex/stats_reports_en.htm#annual
http://www.interpol.int/Crime-areas/Trafficking-in-illicit-goods/Trafficking-in-illicit-goods
http://www.interpol.int/Crime-areas/Trafficking-in-illicit-goods/Trafficking-in-illicit-goods
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The Biocidal Products Directive 98/8/EC (and from 1 September 2013 the Biocidal Products 
Regulation (EU) 528/2012) establishes a regime for the approval of active ingredients at EU level and 
the authorisation of biocidal products at Member State level. Active substances that have not been 
approved at Union level cannot be imported for use in a biocidal products and biocidal products that 
have not been authorised at Member State level (unless subject to mutual recognition) cannot be 
imported for placing on the market in the relevant Member State. Under the Plant Protection Products 
Regulation (EC) No 1107/2009, similar restrictions apply to the import of active substances for use in 
plant protection products and for plant protection products.  
 
Finally a number of legislative acts either prohibit the use of certain chemical substances in specific 
products, or set concentration thresholds for specific substances in the final product, including 
detergents, toys, electronic and electrical equipment, cosmetics, food contact materials and plastic 
materials and articles intended to come into contact with food. Products that do not comply with these 
requirements cannot therefore be imported into the EU with the aim of placing them on the market. 
The implementation of the RAPEX system is one of the tools that can serve to alert authorities to 
products that do not comply with these requirements. 
 

Review of analysis against SMART Criteria 
 
Specific  Tier 1 is specific enough since it assesses the changes in the EU policy and legislation that  addresses illegal 

trade of hazardous products and chemicals. To note that the RAPEX system also deals with products that 
were legally placed on the EU market but revealed to be dangerous.  
Information on illegal trade of chemical products in the EU is not available; therefore Tier 2 only provides 
information on trends in RAPEX notifications with a focus on the ones that relate to chemical risks. Such 
information is not specific enough.   
No information is available for Tier 3  

Measurable  Under Tier 1 the changes in EU policy and legislation are objectively measurable since they concern new 
legal requirements, new scope.  
Tier 2 indicator is not objectively verifiable through the trends of RAPEX notifications that do not help to 
understand for example export of illegal hazardous chemicals and products from the EU.  

Achievable  Tier 1 and Tier 2 and Tier 3 information derive mainly from EU institutions and are thus known publically 
available at reasonable cost and effort.  
 
No information is available for Tier 3 

Relevant  Tier 1 and Tier 2 indicators are relevant enough to assess progress of the EU with regard to   illegal 
international traffic in hazardous chemicals and products.  It shows mainly that the EU has not set in place 
measures to address the Illegal international traffic in hazardous chemicals and products.  
No information is available for Tier 3 

Timed  With regard to Tier 1 information on EU legislation and policy on illegal international traffic in hazardous 
chemicals and products is available for the period 2000-2012.   
Concerning Tier 2 indicator information on the notification  is only  available for the period 2004- 2011  
No information is available for Tier 3 
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7.5.2 EU Progress under Indicator 19: Illegal Traffic in Hazardous Wastes 

Baseline 2002 
 
In 2002, a number of legal instruments applicable to illegal international traffic in waste were in 
place, both to implement international obligations under the Basel Convention and additional EU 
level measures.   
 
The Basel Convention was adopted by the Community on 7 February 1994 through the Council 
Decision 93/98/EEC which was amended in 1997 by the Council Decision 97/640/EC of 22 
September 1997 on the approval, on behalf of the Community, of the amendment to the Convention 
on the control of transboundary movements of hazardous wastes and their disposal (Basel 
Convention), as laid down in Decision III/1 of the Conference of the Parties. The International 
Convention establishes mechanisms to control transboundary movements of hazardous wastes and the 
disposal thereof and introduces a system of export and import control of hazardous waste as well as 
the disposal thereof. Further, it aims at reducing the volume of waste in order to protect human health 
and the environment. It also prohibits the export and import of waste from a third-party State, lays 
down provisions on communication amongst States and establish notification requirements and 
proceedings. Furthermore it contains provisions on the re-import of hazardous waste. 
 
Regulation 259/93/EEC on the supervision and control of shipments of waste within, into and out of 
the European Community establishes a system for the organisation and supervision of waste 
shipment. It sets a prior authorisation procedure for the shipment of waste for disposal or for recovery.  
Accordingly, Member States have to introduce a common and compulsory notification system and a 
standard consignment note for shipments of waste. This is applicable for shipments of waste travelling 
within or entering or leaving the Community. The regulation establishes that any shipment of waste 
not complying with its provisions is deemed to be illegal traffic. 
 
Regulation 1420/1999/EC establishing common rules and procedures to apply to shipments to certain 
non-OECD countries of certain types of waste prohibits the export of certain dangerous waste to 
certain countries and territories not belonging to the OECD and makes it subject to the control 
procedure established under Regulation 259/93/EEC.  
 
Regulation 1547/1999/EC determines the control procedures that apply to shipments of certain types 
of waste to certain countries to which OECD Decision C(92)39 final does not apply. The Regulation 
defines the control procedures to be applied for certain types of waste within OECD countries and 
builds on Regulation 1547/1999/EC, which is applicable to waste shipment outside of OECD 
countries. 
 
Commission Decision 94/774/EC introduces a standard consignment note of a notification form and a 
movement/tracking form which shall be used for the notification and tracking of shipments of wastes 
established in Regulation 259/93/EEC. This standard consignment shall also serve as a certificate of 
disposal and recovery. 
 
Commission Decision 1999/412/EC adopts a questionnaire pursuant to Regulation 259/93/EEC to be 
used by the Member States as a template for information supply toward the European Commission 
within their monitoring and reporting obligations.  
 
Directive 91/689/EEC on hazardous waste is applicable to waste shipments as well. Under the 
Directive, Member States have to identify and record hazardous waste. Further, it requires 
transporters to document their activities and to report to the competent authority. 
 
In addition, other EU acts are applicable to some waste shipments. Directive 2000/59/EC of the 
European Parliament and of the Council of 27 November 2000 on port reception facilities for ship-
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generated waste and cargo residues implements the goal of the Marpol Convention. It focuses on ship 
operations in the ports of the individual Member States by establishing provisions relating to the legal 
and financial responsibilities of the operators dealing with ship-generated waste and cargo residues. 
Accordingly, the Port Reception Facilities can require ships to notify their need to use reception 
facilities and the delivery of ship generated waste and/or cargo residues. The Directive requires 
Member States to establish a vessel traffic monitoring and information system in order to enhance the 
safety and efficiency of maritime traffic and to improve the response and reaction but also prevention 
of incidents, accidents or potentially dangerous situations. It requires the Member States to establish 
electronic data exchange systems and the necessary infrastructure 
 
OECD Decision C 2001/107 concerning the control of transboundary movements of wastes destined 
for recovery operations revises the Decision C (92)39 and states that the OECD Member countries 
shall control transboundary movements of wastes destined for recovery operations within the OECD 
area and that the control system remains compatible with the needs of Member countries to recover 
wastes in an environmentally sound and economically efficient manner. 
 
Regulation 1774/2002/EC of the European Parliament and of the Council of 3 October 2002 laying 
down health rules concerning animal by-products not intended for human consumption sets out 
provisions ensuring a high level of health and safety in relation to animal by-products and includes 
provisions on hygienically transport thereof.  

Tier 1 Questions 
 
Review the existence of: 
• Approval of the Basel Convention 
• Enforcement programmes 
• Alert systems 
• Mechanisms for coordination and cooperation amongst stakeholders  
• Capacity building for customs officials to recognise illegal hazardous wastes 
 

Legislation on waste movements 
 
From 2002 to 2012 there have been several changes to the EU legislation and policy controlling the 
illegal international waste trafficking. 
 
Regulation 1013/2006/EC on shipments of waste (as amended) replaces Regulation 259/93/EEC and 
forms the new basis of the EU waste shipment legislation. It is applicable from the 12th July 2007 
onwards. It integrates provisions of the Basel Convention and the revised Decision concerning the 
control of transboundary movements of waste destined for recovery operations of 2001. It is 
applicable to all forms of waste, except radioactive ones and the ones where specific legislation is 
applicable. The Regulation requires all operators involved in shipment of waste and disposal or 
recovery to ensure environmental protection and human health. It brings the following changes to the 
EU legislation on illegal international traffic in waste: 
 

• It incorporates legislation and Commission Decisions into one comprehensive regulation 
• It harmonizes the waste lists with the Basel Convention and the OECD decision and revises 

the requirements and reduces the number of lists of wastes whose shipment is authorized. The 
“Amber List” contains waste subject to notification, the “Green List” waste subject to 
information only.  
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• The implementation of the “Ban Amendment” at the EU level that prohibits the export of 
hazardous waste from the EU to non-OECD countries.513 

• The regulation lists additional exceptions for amongst others on board waste, army imports 
and animal by-products and introduces more extended grounds for objections 

• It incorporates the Stockholm Convention of 22 May 2001 on persistent organic pollutants 
• It organizes and regulates the supervision and control of shipments of waste with regard to 

health and environmental protection and promotes a uniform application of the Regulation 
throughout the Community. 

• It establishes requirements to minimize and efficiently manage shipments of hazardous waste 
• It establishes the principles of proximity, priority for recovery and self-sufficiency for waste 

treatment 
• The Regulation reduces the number of waste shipment control procedures 
• The notification procedure asks for the prior consent given by the competent authorities of the 

countries involved in the shipment. The rules for notification, guarantees and take-back are 
much clearer. 

• The Regulation has a strong focus on better enforcement and cooperation amongst 
stakeholders and Member States on grounds of electronic information and document 
exchange 

 
A number of other legislative acts affect waste shipments in the EU and are briefly summarised in box 
22 below.  
 
Box 22: EU legislation affecting waste shipments and implementing aspects of the Basel Convention 

Commission Regulation 135/2012/EU of 16 February 2012 lists additional “green listed waste” to be included 
into the Annex IIIB to Regulation 1013/2006/EC. It thus broadens the scope of waste which is subject to the 
Basel Convention. 
Commission Regulation 664/2011/EC of 11 July 2011 lists additional mixtures of waste to be included into the 
Annex IIIA to Regulation 1013/2006/EC. It thus broadens the scope of waste which is subject to the Basel 
Convention.  
Commission Regulation 308/2009/EC of 15 April 2009 amends the Annexes IIIA on mixtures of waste and VI 
on pre- consented recovery facilities to Regulation 1013/2006/EC in order to adapt to the current scientific and 
technical knowledge. 
Commission Regulation 1379/2007/EC of 26 November 2007 amends Annexes IA, IB, VII and VIII of Regulation 
1013/2006/EC and revises the forms for notification and movement documents and for the information to 
accompany shipments of green-listed waste.  
Commission Regulation 669/2008/EC of 15 July 2008 completes Annex IC of Regulation 1013/2006/EC and 
establishes instructions for the notification and movement documents of the Annex IA and Annex IB. 
Commission Regulation 1418/2007/EC of 29 November 2007 addresses the export for recovery of certain 
waste listed in Annex III or IIIA to Regulation 1013/2006/EC to certain countries to which the OECD Decision on 
the control of transboundary movements of wastes does not apply. It replaces Regulation 801/2007/EC and 
Regulation 801/2007/EC. It takes into account answers by non-OECD countries concerning their rules on 
import of green-listed non-hazardous wastes. 
 

                                                      
 
 
513The COP 3 of the Basel Convention adopted the Decision III/1 in 1995. The Decision amended the Convention and 
prohibited exports of hazardous wastes for disposal and recycling from Annex VII countries (Countries which are Party to 
the Basel Convention and also Members of the EU and the OECD, as well as Liechtenstein) to non-Annex VII countries, 
(“Ban Amendment”). On an international level, the Ban Amendment has not entered into force as yet since the number for 
ratification needed for the entry into force is not only reached but also debated amongst the Parties However, the 
European Union accepted the Ban Amendment in 1997 and took a lead and fully implemented the ban in the Regulation 
1013/2006/EC. It is thus legally binding in all Member States.  
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Commission Regulation 740/2008/EC of 29 July 2008 amends Regulation 1418/2007/EC regarding the 
procedures to be followed for export of waste to certain countries. It takes into account answers by non-OECD 
countries concerning their rules on import of green-listed non-hazardous wastes. 
Commission Regulation 967/2009/EC of 15 October 2009 amends Regulation 1418/2007/EC concerning the 
export for recovery of certain waste to certain non-OECD countries. . It takes into account answers by non-
OECD countries concerning their rules on import of green-listed non-hazardous wastes. 
Commission Regulation (EC) No 837/2010 of 23 September 2010 amends Regulation 1418/2007/EC 
concerning the export for recovery of certain waste to certain non-OECD countries. It takes into account 
answers by non-OECD countries concerning their rules on import of green-listed non-hazardous wastes. 
Commission Regulation 801/2007/EC of 6 July 2007 applies to the export for recovery of certain waste listed in 
Annex III or IIIA to Regulation 1013/2006/EC to certain countries to which the OECD Decision on the control of 
transboundary movements of wastes does not apply. 
Directive 2006/12/EC of the European Parliament and of the Council of 5 April 2006 on waste establishes basic 
concepts and definitions related to waste management and implemented the European List of Waste. Under 
this list, all Member States have to report on their imports and exports of hazardous waste. Problematic is 
however, that the Basel Convention uses the “Y” codes which are less specific and do not correspond 
adequately to the actual waste shipped. The European ELW codes are more precise and give more information 
about the actual type of waste.  
Council Directive 2006/117/EURATOM of 20 November 2006 on the supervision and control of shipments of 
radioactive waste and spent fuel establishes a system of prior authorization for shipments of radioactive waste 
in order to provide greater protection against the dangers of ionizing radiation. 

Information exchange and awareness raising 
 
Implementation and enforcement problems of the European waste shipment legislation emerge due to 
the divergent interpretation and application of the Regulation within the Member State. Further a high 
number of illegal shipments is still happening due to the lack of sufficient control and financial 
resources and coordination between the individual Member States. 
 
In order to improve implementation and enforcement, the Commission hosted in the years from 2007 
to 2009 several information exchange and awareness-raising workshops on the implementation and 
enforcement of the Waste Shipment Regulation in the Member States. The aim of the workshops was 
to exchange information and knowledge amongst the competent national authorities and other 
stakeholders and to discuss problems and best practices examples in implementation and enforcement 
and cooperation.  
 
In addition, several reports on the state of implementation and enforcement of Annex VII and Articles 
18 and 49-50 of the Waste Shipment Regulation were published by the Commission. 

Alert systems 
 
No alert systems were set in place at the EU level in case of illegal waste shipment. To note that the 
“Rapid Alert System for Food and Feed” system was established by the EU as an information 
exchange tool  to notify the export and import of food and feed in cases where a risk to human health 
has been identified and measures have been taken in a Member State. It also applies to animal by-
products and animal waste.   

Mechanisms for coordination and cooperation amongst stakeholders  
 
In October 2010, the Commission launched the “Waste Shipment Helpdesk and Forum” open for all 
stakeholders such as environmental groups and the general public, academics, waste collectors, 
dealers, brokers, and traders. The service aims at supporting the Member States in the implementation 
of waste trafficking legislation and to provide timely information on implementation and enforcement. 
The Forum offers all stakeholders the possibility to exchange information and best practices and to 
discuss ways to prevent the illegal shipment of waste. Experts provide support through a Waste 
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Shipment Helpdesk for example on classification and procedural matters, as well as on treatment 
operations. 
 
Further, pursuant to Articles 53, 54 and 55 of Regulation 1013/2006/EC a list of Competent 
Authorities and Correspondents of the individual Member States as well as of the custom offices 
designated for the entry of waste shipments into and their exit from the Community are made publicly 
available. 

Capacity building for customs officials to recognise illegal hazardous wastes 
 

The European Union Network for the Implementation and Enforcement of Environmental Law 
(IMPEL) and Basel Convention Secretariat commissioned a project on “Capacity Building Activities 
and Monitoring E-waste Exports from the EU to West Africa”. The project aims amongst others at the 
improvement of information flow amongst African counties regarding e-waste and to enhance 
decision-making and the capacity to monitor and control transboundary movements of e-waste and to 
prevent illegal traffic. The European Commission supported financially the project.  
 
Table 35 below provides a summary of the major changes in EU policy on waste shipment from 2002 
to 2012.  
 
Table 35: Summary of changes from 2002 to 2012 in EU policy on waste shipments 

Illegal international traffic in wastes (2002-2012) 
I. Adoption of Regulation 1013/2006/EC of the European Parliament and of the Council of 14 June 2006 on 
shipments of waste 

• Harmonization of waste lists with the Basel Convention and the OECD decision and reduction of the 
number of lists of wastes whose shipment is authorized 

• Establishment of principles of proximity, priority for recovery and self-sufficiency for waste treatment 
• Adoption of the BAN Amendment 
• Reduction of the number of waste shipment control procedures 

 
II. Organization of information exchange and awareness-raising workshops on the implementation and 
enforcement of the Waste Shipment Regulation 
 
III. Creation of a Waste Shipment Helpdesk and Forum for coordination and cooperation amongst stakeholders 
 

Tier 2 Questions 
 

• Illegal waste shipment trends   

Illegal waste shipment trends  
 
Limited data are available on illegal waste shipments resulting from Member States reporting 
obligations pursuant to Regulation 259/93/EEC (2002-2005 and 2007-2009). However, there is a lack 
of data on the scale and nature of illegal waste shipments in the EU.  Several studies however 
highlight an increase of the volume of illegal waste shipments in the EU and exported from the EU. 
As the EEA mentions in a 2012 report on shipment of waste, the detection and reporting of illegal 
movement is inadequate and seem to reflect only a fraction of the real illegal waste trafficking 
activities.514   
 

                                                      
 
 
514 EEA Report  No 7/2012, movement of waste across the EU’s international and external borders. Available December 
2012 at: http://www.eea.europa.eu/publications/movements-of-waste-EU-2012   

http://www.eea.europa.eu/publications/movements-of-waste-EU-2012
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Pursuant to regulation 259/93/EEC Member States must report instances of illegal waste movements 
to the EU. According to an EEA 2009 and shown in figure 42 below, the reported annual tonnage of 
illegal shipments during 2001 to 2005 vary between 6,000 (2002) and 47,000 tonnes (2005) with an 
annual average of about 22,000 tonnes.515 It stresses that the number of reported illegal shipments has 
increased during this period.  
 
Figure 42: Reported illegal waste shipments in the EU from 2001 to 2005 

 
 
Further, the EEA concludes that for the year 2003 two thirds of the illegal shipments were related to 
hazardous or problematic waste included in the amber list within the EU. One third of these were 
related to non-hazardous waste of the green list and mainly consisted of waste to non-OECD countries 
for recovery.  
 
According to the 2012 EEA report, during 2007 and 2009 around 400 cases of illegal waste shipments 
were reported by Member States. However it mentions that some cases may have been reported twice 
in the importing and the exporting country. Furthermore seven Member States did not report at all and 
others did not detect any illegal shipment. 
 
A coordinated inspection campaign during 2008 to 2011 with the participation of 22 Member States 
inspection authorities and IMPEL identified that 19% of inspected shipments were in violation of the 
EU waste shipment Regulation.516    
  

                                                      
 
 
515 EEA, Report No 1/2009, Waste without borders in the EU?, Transboundary shipments of waste.  
516EEA Report No 7/2012, movement of waste across the EU’s international and external borders. Available December 
2012 at: http://www.eea.europa.eu/publications/movements-of-waste-EU-2012   

http://www.eea.europa.eu/publications/movements-of-waste-EU-2012
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Tier 3 Questions 
 
• Impact of illegal waste according to the EEA 
• Example of the Probo Koala case   
 

Impacts of Illegal Waste Shipments 
 
The EEA 2012 report summarises the impact of illegal waste shipments as follows:  
 

• adverse effects on the environment and human health during transport and in receiving 
countries;  

• channelling income to criminals or organised crime;  
• unfair competition to law-abiding waste producers, treatment facilities and traders;   
• possible loss of valuable resources if the waste is dumped or treated without respecting 

environmental and health protections in the receiving country;  
• high future costs to address the environmental and human harm in receiving countries. 

 

Probo Koala Case 
 
It is difficult to assess the environmental and health impacts of illegal waste trafficking without 
extensive empirical research. However, a 2006 incident involving illegal waste shipment and disposal 
in the Ivory Coast show the potential health and environmental impacts these activities can create. In 
August 2006, the Probo Koala, registered in Panama and chartered by shipping company Trafigura 
Beheer BV based in the Netherlands illegally discharged more than 500 tons of toxic waste at the 
harbour of Abidjan in the Ivory Coast. The waste was later on dumped at several public sites in the 
city of Abidjan. Seventeen people are reported to have died as a result of the dumping. More than 
30,000 were injured or suffered from burns to lungs and skin, headaches and vomiting. Before 
discharging at the Ivory Coast, the tanker was stationed in the Netherlands in order to treat the waste. 
However the contractor refused the treatment on grounds of a sickening smell emerging from the 
waste. The tender of a company to treat the waste was denied and thus the latter was pumped into the 
Probo Koala which left the port, was rejected port by several countries before offloading the waste in 
Abidjan. The operator violated European and International Law applicable to waste shipment in 
several occasions. 

Summary 
 
The EU has approved the Basel Convention and a ban on hazardous export of hazardous waste to non-
OECD countries. It has put in place coordination and cooperation mechanisms. However there is no 
EU comprehensive alert system in case of illegal shipment of waste.   
 
It is difficult to assess the trends in illegal shipments of waste in the EU, although limited available 
data suggests an upward trend in both volume and the number of illegal shipments. Despite the 
measures in place, illegal shipments are likely to increase in parallel with the development of waste 
shipments. Further efforts are required to ensure compliance with legislation in place.     
 
The environmental impacts of illegal waste shipment are difficult to assess but some examples 
demonstrate that they can have significant impacts on health and the environment since they are most 
likely to be transported disposed, recovered or recycled without respecting the adequate health and 
safety and environmental requirements.   
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Review of analysis against SMART Criteria 
 
Specific Tier 1 and Tier 2 questions are specific to this indicator in that they measure to adoption of the 

Basel Convention into EU law and its implementation and enforcement. The EU has ratified the 
Convention and has even gone further than requirements in international law (“Ban 
Amendment”). Tier 3 questions are specific in the sense that they focus on impacts of illegal 
waste shipments to health and the environment. 

Measurable Tier 1 and Tier 2 questions are measurable in that changes in EU policies and implementing 
actions are objectively verifiable through Member States’ reports and Commission’s analysis. 
Member States have reporting obligations pursuant Regulation 259/93/EEC and are required to 
report all cases and incidents on illegal waste shipment annually to the Commission. Thus both, 
qualitative or quantitative assessment of illegal waste shipping cases is carried out.  However, it 
is to notice that only revealed cases can be reported, the exact figure of illegal waste shipments 
is unknown and supposedly higher. 
Tier 3 questions are not measurable since it is impossible to assess the environmental and 
health impacts of illegal waste trafficking. 

Achievable The data in the first and second tier derive from official Commission documents and from the 
European Environmental Agency, as well as from the Member States themselves (reporting 
obligations) and are hence can be considered reliable, complete and coherent. Further, they are 
made publicly available at reasonable cost and effort. 

Relevant All questions under the tiers are relevant for proper implementation and enforcement of the 
Basel Convention. 

Timed For Tier 1 and 2 questions, data (i.e. EU policies and programmes and implementation) are 
available for the baseline year 2002, as well as for the following years until today. 
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 EU Progress on Technical Assistance 7.6

7.6.1 EU Progress under Indicator 20: Technical Assistance 

Baseline 2002 
 
Information of funding activities before 2002 is not available on the EuropeAid website.  
Nevertheless, it is recognised that before the adoption of SAICM, the forerunner of the thematic 
programme for Environment and Sustainable Management of Natural Resources including Energy 
ENRTP also supported projects relevant to SAICM objectives, including capacity-building, the 
dissemination of information and work on pesticides.  
 
Tier 1 Questions 
 

• Review EU projects and programmes that provide technical and financial assistance to developing 
countries and countries with economies in transition on sound chemicals management, 2002-2012 

 

Europeaid’s Thematic programme for environment and the sustainable management of 
natural resources 
 
From 2003 to 2006, the European Union supported a number of projects relevant to chemicals 
management, including capacity-building, the dissemination of information and work on pesticides. 
Between 2003 and 2006, some €4.5 million was allocated to these activities, with a non-exhaustive 
list of projects provided in table 36 below.  
 
Table 36: Non-exhaustive list of EU funded technical assistance projects from 2003 to 2006 

Year Country-Region Contractor Project EC 
contribution  

in € 
2003 Global Pesticide Action 

Network UK 
(PAN-UK) 

Pesticides and poverty: implementing chemical  
conventions 

1,173,957 

2003 Africa World Bank Africa Stockpiles Programme  horizontal activities 1,000,000 
2003 Developing 

countries & 
countries in 
transition 

WHO – IFCS Capacity building for the use of and contribution to INFOCAP 
(Information exchange Network on capacity-building for the sound 
management of chemicals) 

500,000 

2003 Asia UNITAR Strengthening national and regional capacities for implementing the 
Globally Harmonised System of Classification and Labelling of 
Chemicals (GHS) in the Association of South East Asian Nations 
(ASEAN) 

926,566 

2006 Global UNEP SAICM Secretariat activities 150,000 
2006 Global OECD Promotion of the use of Quantitative Structure Activity Relationships 

(QSAR) in regulatory assessments 
250,000 

 
In December 2006, Europeaid established a specific programme of environmental support, the 
Thematic Programme for Environment and the Sustainable Management of Natural Resources, 
including Energy (ENRTP). Since 2007, funds have been delivered through Europeaid, with the legal 
basis under Article 13 of the EU Regulation establishing the Development Co-operation Instrument . 
ENTRP helps developing countries and partner organisations to meet their obligations under 
multilateral agreements, including the management of chemicals and wastes. For the period 2007-
2010 some €15 million were allocated to tackling chemicals, wastes and sustainable consumption and 
production. This funding is in addition to money allocated to bilateral programmes and is used to fund 
the work of international organisations.  
 
Under the ENTRTP programme, DG Environment and DG Climate have provided support for 
projects to support international chemicals management under the Chemicals and Hazardous 
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Substances Thematic Cluster. Specifically, support has been provided to United Nations Environment 
Programme in order to fund mechanisms under the chemicals multilateral environmental agreements 
and to support the development of an internationally-agreed instrument on mercury. Funds have also 
been provided to OECD to support chemicals management activities.  Table 37 below presents some 
examples of chemical management technical assistance projects funded under ENRTP from 2007 to 
2011 - this is a non-exhaustive list.  
 
Table 37: Non-exhaustive list of projects for sound chemicals management supported under ENRTP from 2007 to 
2011 

Year Country-Region Contractor Project EC 
contribution  

in € 
2007  Global Rotterdam Convention Capacity-building for developing countries  80,000 
2007 Global Stockholm Convention Support for the secretariat of the Stockholm convention on persistent 

organic pollutants for the further elaboration of the dioxin and furan 
toolkit 

100,000 

2007 Global Montreal Protocol Support of the technical panels’ work on making the Protocol more 
effective in combating ozone depleting substances 

300,000 

2007  
&  
2008 

Global UNEP Preparatory work for and participation of developing countries in 
decision-making on mercury 

280,000 

2007 Global UNEP SAICM secretariat, Outreach and Participation in ICCM 2 600,000 
2007 Global UNEP SAICM Quick Start Programme Trust Fund 2,400,000 
2008 Global Rotterdam Convention Support for participation in conference of parties (COP4) 100,000 
2008 African, 

Caribbean and 
Pacific 
countries 

UNEP SAICM Quick Start Programme Trust Fund 1,950,000 

2008 Africa FAO Clean-up of obsolete pesticides, improving pesticides management and 
sustainable pest management 

4,448,220 

2008 Africa UNEP Building local capacity to address the flow of e-wastes and electrical and 
electronic products destined for reuse in selected African countries and 
augment the sustainable management of resources through the 
recovery of materials in e-wastes 

1,000,000 

2008 Coal dependent 
emerging 
economies 

UNEP Reducing Mercury Emissions from Coal Combustion 999,915 

2008 Global UNIDO and Blacksmith  
Institute 

Global Identification and Evaluation of Polluted Sites 580,000 

2008 Global Montreal Protocol Information-sharing on HCFCs and mobile air conditioning 400,000 
2008 Global OECD Review and development of test guidelines for the safety testing and 

assessment of manufactured nanomaterials 
50,000 

2008 Global OECD Promotion of the use of Quantitative Structure Activity Relationship 
(QSAR) models and their integration into different regulatory 
frameworks 

500,000 

2008 Global UNEP Implementation of the Governing Council Decision 160,000 
2008  UNEP Sustainable Public Procurement to achieve environmental, social and 

economic goals 
995,100 

2009 Guatemala and 
Nicaragua 

Movimento Africa '70 Integrated management of solid waste and sanitation in four 
municipalities of Guatemala and Nicaragua 

2,461,651 

2009 Ecuador Municipality of Quinindé 
Canton, Ecuador 

Comprehensive solid waste management in Canton Quinindé, province 
of Emeralds 

883,130 

2009 Nicaragua Association of Rural 
Cooperation in Africa 
and Latin Amercia 
(ACRA) 

Sustainable Integrated Management of Municipal Solid Waste in six 
municipalities in northern Chinandega 
   

605 709 

2009 El Salvador, 
Honduras and 
Guatemala 

Oxfam Italy Clean City: Integrated Management of Municipal Solid Waste in the 
Central American Trifinio 

1,622,588.49 

2009 Nicaragua Centre of Intervention 
for Regional 
Cooperation (CRIC) 

Integrated management of urban solid waste Matagalpa, municipality of 
Matagalpa, Nicaragua 
   

680,000 

2009 Asia UNITAR Strengthening National and Regional Capacities to Implement the 
Globally Harmonised System of Classification and Labelling of Chemicals 
(GHS) in ASEAN—Phase II 

1,125,000 

2009 Global Montreal Protocol Support to the Montreal Protocol Technology and Economic assessment 200,000 
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Year Country-Region Contractor Project EC 
contribution  

in € 
panel and Methyl Bromide Technical options committee co-chairs 

2009 Global UNEP Reduction of Mercury Emissions 160,000 
2009 Global Stockholm Convention Enhancing effective participation of Parties in the effectiveness 

evaluation of the Stockholm Convention 
400,000 

2009 Global Rotterdam Convention Technical assistance to selected Parties in the implementation of the 
Rotterdam Convention 

300,000 

2009 Global UNEP Simultaneous meetings of the extraordinary COPs of the Basel, 
Rotterdam and Stockholm Conventions 

250,000 

2010 Global Rotterdam Convention Technical assistance to selected parties in the implementation of the 
Rotterdam Convention 

400,000 

2010 Global Stockholm Convention Activities to support parties to implement their obligations under the 
Stockholm Convention 

481,180 

2010 Global UNEP Strengthening implementation compliance and enforcement of the 
Basel Convention in Synergy with related multilateral Environmental 
Agreements 

484,611 

2010 Global UNEP Negotiation of a globally binding instrument on mercury 1,000,000 
2010 Global UNEP Establishment of the position of joint head of the Basel, Stockholm and 

UNEP part of the Rotterdam Conventions Secretariats 
300,000 

2010 Global OECD Modular approach to chemicals management 200,000 
2010 Ecuador Municipal government 

of Antonio Ante, 
Ecuador 

Integrated Solid Waste Management Model,  715,000 

2010 Global UNEP Strategic Approach to International Chemicals Management (SAICM) 3,000,000 
2011 Global UNIDO Reduction of Toxic pollution threatening the environment and health of 

vulnerable communities 
5,000,000 

2011 Global FAO Improving capacities to eliminate and prevent recurrence of obsolete 
pesticides as a model for tackling unused hazardous chemicals in the 
former Soviet Union 

6,000,000 

 
Financial assistance has also been channelled towards SAICM implementation, through the “Quick 
Start Programme” (QSP), aimed at assisting initial enabling capacity building and implementation 
activities in developing countries and countries with economies in transition. The first allocation for 
chemicals was approved for SAICM in 2007, €2.4 million of which went to QSP, while €0.6 million 
financed a multi-faceted project supporting the work of the Secretariat. This involved an awareness-
raising project by a coalition of NGOs and funding for the participation of developing countries at the 
2nd ICCM – SAICM’s governing body. By the end of 2009, approximately USD 23,600,000 had been 
contributed to the QSP Trust Fund, of which 76% came from the EU. The EU contributed an 
additional €3 million to SAICM in 2010. The EU has contributed to the costs of the Preparatory 
Committees for the Development of SAICM. 

In December 2011, two Strategic Cooperation Agreements were signed, one between DG 
Development and Cooperation and UNEP and one between DG Environment and UNEP. The aim of 
the Strategic Cooperation Agreements is to adopt a more strategic and predictable approach towards 
cooperation with UNEP and UNEP-related MEAs in the framework of the support under the ENRTP. 
 
The Strategic Cooperation Agreement between DG Development and UNEP is related to the 
implementation of the ENRTP priorities on environment for development (i.e. actions to support 
countries/regions), and on mainstreaming of environment and climate change in development 
cooperation. The original budget allocated under the 2011 agreement was €15 million, reinforced in 
2012 with an additional €14 million. This agreement does not finance projects specifically on 
chemicals management, but includes activities to support UNEP work in relation to green economy 
and sustainable consumption and production, likely to impact on the production and consumption of 
chemicals. 
 
The Strategic Cooperation Agreement between DG Environment and UNEP is related to the 
implementation of the ENRTP priority on international environment governance, including actions to 
support multilateral environmental processes and the development of tools and guidelines. The 
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original 2011 budget was €15.2 million, reinforced in 2012 with an additional €11 million, and with 
plans for an additional €7.5 million in 2013. Under this SCA, €2.35 million has been allocated to 
support UNEP work in relation to chemicals management, and €4.2 million has been allocated to 
chemicals-related multi-lateral environmental agreements and synergies between multi-lateral 
environmental agreements. Additional support is planned for multi-lateral environmental agreements 
in 2013. 

Summary  
 
Since 2007, the EU has made a significant contribution towards technical assistance for international 
chemicals management under ENRTP, in particular under the Chemicals and Hazardous Substances 
Thematic Cluster. The forerunner of the ENRTP also supported projects relevant to chemicals 
management, with some €4.5 million was allocated between 2003 and 2006. In addition, the EU has 
provided funding for SAICM, both in terms of support for the negotiations and funding contributions 
to the QSP.  

Review of analysis against SMART criteria 
 
Specific Tier 1 question is specific to this indicator in that it gives an overview of existing programmes 

and projects managed by the European Commission for supporting technical assistance and 
capacity building for sound chemicals management in developing countries and countries with 
economies in transition.  

Measurable Tier 1 is measurable in the sense that it shows the change in the type and number of projects 
EU financed.  

Achievable The data for the two Tiers can be all derived from EU sources (mainly EuropeAid website). 
Nevertheless, precise and quantifiable information on existing projects at the baseline year are 
not available.  

Relevant All two tiers of questions under this indicator are highly relevant to demonstrate the changes in 
EU policy in capacity building and technical assistance for the sound chemicals management in 
developing countries.  

Timed Data (i.e. EU policies and programmes and implementation) are available for the period 2006-
2010 (i.e. from the date of agreement of the SAICM policy framework).  
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8. Gaps Analysis and Recommendations 

This analysis sets out the gaps identified when comparing EU progress on regulating chemicals during 
the period 2002 to 2012 against the interpretation of the WSSD 2020 Goal. It draws directly on the 
discussions under section 7 to provide a brief summary of gaps and where they fit under the range of 
objectives identified as contributing to the WSSD 2020 Goal. While we have maintained the same 
overall structure to section 7 
 
Where relevant, we also provide recommendations as to how these gaps might be address by 
additional work at EU level over the years 2013 to 2020. In developing recommendations, we have 
drawn upon a large body of existing work that undertook targeted analyses on each specific issue. In 
doing so, we present recommendations that are based upon more substantive research that was 
possible within the limited time and budget of this project. However, the time frames of these other 
studies are rarely entirely in accordance with the period 2002 to 2012 and this represents a limitation. 
However, we consider that the added value of drawing on previous studies outweighs this 
disadvantage. Key actions are then summarised in the Roadmap presented in section 9 of this report.   
 
This gaps analysis sets out work remaining to be done by the EU in the period 2013 to 2020 in order 
to meet the WSSD 2020 Goal. In doing so, the gaps must be contextualised by a range of existing 
commitments and planned actions already on the EU agenda with regards to chemicals management 
that will contribute to achievement of the WSSD Chemicals Goal.  
 
Of particular importance here, are the conclusion of the 2012 REACH Review Process, published the 
“General REACH Review”517, and accompanied by a Commission Staff Working Document518. The 
report and notes that “REACH is a key element of the EU's commitment towards the implementation 
plan adopted at the 2002 World Summit on sustainable development which aims to ensure that, by 
2020, chemicals are produced and used in ways that lead to minimisation of significant adverse 
effects on human health and the environment”.  
 
In discussing gaps and recommending future work, we have considered commitments highlighted 
within this report, as well as requirements for reviews incorporate in the REACH text.   
 
Finally, the wider context is set by the recently published draft decision for an Environmental Action 
Programme to 2020519 (7EAP), which includes a number of specific targets for chemicals 
management up until 2020 and specifically reiterates the EU commitment to meeting the WSSD 2020 
chemicals goal. One of the thematic priorities of the 7EAP is to promote better implementation of EU 
environmental law, an objective that will serve to increase progress on chemicals legislation.  
 
In addition, the 7EAP highlights uncertainty regarding impacts on human health and the environment 
from the combined effects of different chemicals, nanomaterials, EDCs and chemicals in products. It 
states that “if the EU is to attain the goal agreed at the World Summit on Sustainable Development in 
2002, and reaffirmed at the Rio+20 Summit, to have ensured ‘the minimisation of significant adverse 
effects’ of chemicals on human health and the environment by 2020 and to respond to new and 

                                                      
 
 
517 European Commission (2013) General REACH Review, General Report on REACH Report from the Commission to the 
European Parliament, the Council, the European Economic and Social Committee and the Committee of the Regions,  
Brussels, XXX XXX […](2013) XXX draft, Commission, Brussels, Belgium 
518 European Commission (2013) Commission Staff Working Document Accompanying the document General Report on 
REACH, Report from the Commission to the European Parliament, the Council, the European Economic and Social 
Committee and the Committee of the Regions, Brussels, 5 February 2013, SWD(2013)25, European Commission, Brussels, 
Belgium 
519 European Commission (2012) General Union Environmental Action Programme to 2020: Living well within the limits of 
our planet, COM(2012)170 Final, Brussels 
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emerging issues and challenges in an effective, efficient, coherent and coordinated manner”. It notes 
that safeguarding the health of EU citizens will involve the development of an EU strategy for a non-
toxic environment, supported by a comprehensive chemical exposure and toxicity knowledge base 
and conducive to innovation of sustainable substitutes. The need for future work on combination 
effects, EDCs, nanomaterials and chemicals in products is considered here.   

 Gaps in EU Progress on Knowledge, Information and Infrastructure 8.2

8.2.1 Risk Assessment 

Risk Assessment under REACH 
 
The EU chemical risk assessment programme under REACH delivers on the call under the JPOI for 
science-based risk assessment, with evidence available to demonstrate a significant increase in 
available data on chemicals, the subsequent re-classification of chemicals, and the use of this data in 
improving risk management.   
 
Gaps were identified in terms of the information requirements for 1-10 t/yr substances, polymers and 
the lack of requirements for substances produced or on the market at <1 t/yr, as well as resulting 
implications for substance classification. A number of these gaps have been subject to investigation 
under the REACH Review process and further actions are planned.520 A number of recommendations 
for improving the benefits for health and the environment emerging from the REACH Review are 
included in the 2013 General Report on REACH and are included in the relevant sections below.   
 
It should also be noted that the Commission has future obligations under Article 138 of REACH to 
undertake a range of reviews of the operation of REACH, summarised in Table 38 below.   

 
Table 38: Summary of future reviews required under Article 138 of REACH 

 
Summary of Review Deadline 
Chemical Safety Assessment/Report exemptions for substances 
manufactured/ imported in quantities less than 10 tonnes per 
company. 
 
CMRs Cat. 1 or 2 under  Directive 67/538/EEC  (Cat 1A or Cat 
1B under Regulation (EC) No 1272/2008) 

1 June 2019  
 
 
 
1 June 2014  

Consider registration of polymers  As soon as practicable 
Registration requirements for substances manufactured/ 
imported in quantities less than 10 tonnes per company 

Every 5 years, starting 
1 June 2012 (deadline for 
Article 117(4) report) 

Endocrine disrupting chemicals 1 June 2013 
Communication on additional dangerous substances in articles 1 June 2019 
Promotion of non-animal testing 1 June 2019 
 

The gaps in the coverage of risk assessment under REACH are briefly discussed below. Coverage of 
nanomaterial is considered separately under the section on nanomaterials. 

                                                      
 
 
520For further details see:  
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/registration_requirements_en.htm 
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>1 tonne Substances 
 
Highly toxic or ecotoxic substances produced or imported at below 1 tonne may cause greater risk to 
human health and the environment than a less toxic substance produced or imported in much larger 
volumes. While the exclusion from REACH of substances in this tonnage band is seen as one of the 
compromises made to move forward on agreements, it leaves a gap in information on chemicals on 
the EU market.  
 
A thorough assessment is required of possible means to include substances produced or imported in 
quantities of < 1 metric ton/year into the registration system should be considered. Only then are we 
approaching a situation when the principle “no data, no market” can be said to have been realized.  

Information Requirements for 1-10 tonne Substances 
 
Given the limited information requirements for the registration of 1-10 tonne substances, many 
substances in this tonnage band will still lack the data necessary for a meaningful hazard assessment 
and classification according to CLP. This can than have knock-on effects on downstream legislation 
that relies on the classification of chemicals to trigger risk management measures.  
 
In addition, since the volume threshold for conducting a CSA is 10+ tonne, with a full CSA 
undertaken on the basis of hazard criteria, CSA will not be conducted for <10 tonne substances 
implying that no additional information will be generated through this avenue.   
 
A 2013 RPA study521 reviewed the information requirements for 1-10 tonne substances and 
development a set of options for their revision, including both reductions and increases in information 
requirements. A probabilistic model was then used to assess the costs and associated benefits of the 
different options to allow for a comparative assessment of options. The highest levels of net benefits 
are delivered for the following options, arranged with the options found to yield the highest net 
benefits first:   
 

1. data on all Annex VII endpoints plus selected endpoints from Annex VIII for hazardous 
substances; 

2. data on all Annex VII endpoints and selected endpoints from Annex VIII for all the 
substances; 

3. data on all Annex VII endpoints for hazardous substances; 
4. data on all Annex VII endpoints for all the substances. 

 
Benefits result from through the avoidance of future cancer cases (where these are assumed to be 
fatal) and occupational skin and respiratory diseases. This report provides evidence of benefits 
resulting from an increase in the information requirements for 1-10 tonne substances and provides a 
basis for regulatory decision making by the Commission within the context of the REACH review.  
 
Drawing on this study, the 2013 Commission Staff Working Document on the General Review on 
REACH states that there is currently insufficient evidence regarding the impact on innovation and 
competitiveness to justify altering the information requirements for 1-10 tonne substances. The review 
has raised a number of issues that call for further investigate in follow up to the Communication on 
the review of REACH. The 2013 General Report on REACH states that “given the potential benefits 
whilst also considering the costs, the Commission will continue to work in these areas in co-operation 
with Member States and other stakeholders and come forward with a proposal, if appropriate, by 1 
January 2015”. 

                                                      
 
 
521 RPA, Milieu, GNOSYS and ARCHE, 2013, Review of REACH with regards to the registration requirements for polymers 
and 1-10 tonnes substances, RPA, UK 
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Clearly, a pragmatic approach will be required, since the cost implications for industry of stricter 
information requirements are significant. A 2012 KEMI report suggests that rather than introducing 
general requirements for all substances, target groups should be prioritised for additional information 
requirements that would require further testing.   

Information Requirements for Polymers 
 
Polymers are exempt from the requirement to register, although in certain circumstances the 
monomers in polymers have to be registered. Information requirements for polymers were assessed as 
part of the 2012 REACH Review, with the aim of determining possible ways of selecting polymers 
for registration in a practicable and cost-efficient way and on the basis of sound technical and valid 
scientific criteria. The resulting 2013 RPA study522 identified human health and environmental 
hazards associated with some polymers, in particular in an occupational setting. The study also 
examined a range of options for information requirements for the registration of polymers, as well as 
an option to extend the current registration requirement for monomers to include the risks from the 
polymers made from them throughout the life cycles of those polymers. The requirements were 
assessed in combination with screening options to target groups of polymers that could be subject to 
requirements. The report provides an analysis of total costs of each option as well as the potential 
human health and environmental benefits in terms of the effectiveness of identifying hazards 
associated with the use of polymers. It provides a basis for further regulatory decision making on 
polymers under REACH. The 2013 General Report on REACH concludes that at present, more 
information is necessary to conclude on the need for and feasibility of registering certain types of 
polymers. 

Data Limitations and Substance Classification 
 
An analysis of the data yields delivered under REACH against the data requirements for classification 
under different endpoints suggests that data for effective hazard assessment will be lacking, in 
particular for substances produced and on the market at <10 tonnes. CLP classifications are based on 
available data, which in many instances may be limited to that generated under REACH. Other data 
sources may include pre-existing data, and/or data generated under independent studies (either 
industry or public) or under other EU legislation. With the exception of data on physico-chemical 
properties, there is no requirement under CLP for the generation of additional information solely for 
the purposes of classification. However, for the majority of chemical substances manufactured or 
imported into the EU, REACH represents the main tool for generating data. The analysis suggests that 
data will be lacking for some endpoints to allow classification under CLP and this represents a gap in 
chemical risk assessment and classification. 

Testing methods 
 
REACH has triggered extensive discussions about what types of testing and how much testing are 
necessary to characterize hazards and to make science-based risk decisions. Registrants may use a 
range of testing methods and ECHA has provided extensive guidance to support their use. With 
regards to animal testing, REACH includes mechanisms to reduce animal testing to a minimum. As 
such, the REACH process has and will continue to contribute to the development and spread of new 
testing methods and alternatives to animal testing, as called for in particular under Chapter 19 of 
Agenda 21.  
 

                                                      
 
 
522 RPA, Milieu, GNOSYS and ARCHE, 2013, Review of REACH with regards to the registration requirements for polymers 
and 1-10 tonnes substances, RPA, UK 
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However, there remains an urgent need for test systems that can fill the enormous data gap for 
insufficiently tested substances as efficiently as possible. Solutions will need to take into account 
limitations in economic resources and testing capacity, replace animal tests in regulatory toxicology, 
and incorporate novel toxicologic knowledge. The on-going process must include new approaches and 
non-test methods (e.g., (Q)SAR, grouping, and read-across methods), develop and standardize novel 
test methods, and establish criteria and principles for risk assessment that can cope with new types of 
extrapolations and uncertainties.523 
 
With regards to animal testing, the 2013 General Report on REACH, the Commission recommends 
that:  
 

(a) ECHA continue efforts on dossier evaluation, improve guidance and communication with 
industry to enhance the quality of the submitted justifications for use of alternative methods; 
and  

(b) ECHA evaluate the effectiveness of the process of public consultations on testing proposals, 
these public consultations should further focus on alternative approaches and generate new 
relevant information.  

(c) Member States enforce compliance with testing proposal requirements  
 

REACH Implementation Issues 
 
A 2012 RPA study524 on the operation of REACH was undertaken to support the Commission in 
meeting its reporting obligations under Article 117(4). The report compiles the various other studies 
undertaken within the context of the REACH Review and provides recommendations to both the 
Commission and to ECHA on a range of areas, including: organisation; coordination, cooperation and 
information exchange; registration; information in the supply chain; authorisation and restriction; 
evaluation; alternative testing; and guidance and support.  
 
In addition, the report also reviews mechanisms to ensure the enforcement of REACH, which is 
primarily the responsibility for the Member State Competent Authorities. Practical arrangements for 
enforcement vary across the Member States, with enforcement authorities typically using a mixture of 
administrative and criminal measures. ECHA itself does not have enforcement powers, but may work 
with the Forum to request Member States to undertake enforcement actions in order to ensure 
compliance with REACH. The report provides recommendations for ECHA, the Commission and the 
Member State Competent Authorities regarding the enforcement of REACH.  
 
In addition, and as one of the studies compiled within the abovementioned 2012 report, a 2011 RPA 
report525 specifically identifies the health and environmental benefits of REACH. The report states 
that for REACH to deliver its intended human health and environmental benefits: priority must be 
given to supporting the less experienced registrants and smaller companies who will have less 
capacity to respond to its requirements; and supply chain communication must function more 
smoothly. The report goes on to provide recommendations on how to enhance these benefits, through 
actions presented relating to: registration; information through the supply chain; and authorisations 
and restrictions.  

                                                      
 
 
523 Rudén C and Hansson SO (2010) Registration, Evaluation, and Authorization of Chemicals (REACH) Is but the First Step–
How Far Will It Take Us? Six Further Steps to Improve the European Chemicals Legislation, Environmental Health 
Perspectives, Vol. 118(1): 6–10 
524 RPA, Okopol (2012) Technical assistance to prepare the Commission report on the operation of REACH, RPA, UK, 
available at: http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/commission_report_en.htm  
525 RPA, 2012, Assessment of health and environmental benefits of REACH, ENV.D.3/SER/2011/0027r, available at: 
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm 

http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/commission_report_en.htm
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm
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However, with regards to changes to the legal text of REACH, the report states that “the timing of any 
changes should be judged carefully and be based on sufficiently robust information on the actual 
performance of REACH in meeting its desired objectives”. It suggests that the first registration phase 
is too early for modifications, as there is insufficient information to identify the types of modifications 
should be made to the legal text or to the guidance.  
 
The recommendations in these two reports provide an information basis for decision-making on EU 
actions for 2013-2020 to improve and enhance REACH implementation in order to minimize adverse 
effects of chemicals on human health and the environment. In the 2013 General Report on REACH, 
the Commission reviews benefits to human health and the environment from REACH and commits to 
a number of actions, including:  
 

(a) asking Industry to improve the quality of registration dossiers first, by focusing on the 
elimination of any non-compliance and by promptly updating them when needed;  

(b) encouraging ECHA and Member States to increase efforts towards compliance with the 
information requirements for the dossiers;  

(c) encouraging ECHA and Industry to address the problems related to compilation, 
communication and use of extended safety data sheets and therefore to promote them as a 
central risk management tool;  

(d) in liaison with ECHA, gathering further practical evidence on how to improve the basis for 
the identification of substances and determination of "sameness". If appropriate, the 
Commission may propose measures, including implementing legislation;  

(e) in cooperation with Member States and ECHA, increasing its efforts to identify relevant 
SVHCs building on the Risk Management Option (RMO) framework. 

Quality of REACH Registration Dossiers and Evaluation 
 
In order to deliver on the objective to increase available information on chemicals, the information 
must be of a high quality. This requires compliance checking to ensure that the information included 
in the REACH dossiers and translated down the value chain in safety data sheet is comprehensive, 
relevant and accurate.  
 
ECHA’s initial dossier compliance checks have indicated that a significant proportion of registration 
dossiers have shortcomings and still need to be improved with further information. The outcome of 
2011 compliance checks suggests that the quality of the evaluated dossiers is poor, since 72% of the 
checks were concluded with a final decision and another 13% with a QOBL. The high level of non-
compliance with information requirements suggests that ECHA should take a strict approach towards 
requiring industry to correct non-compliant dossiers with additional information requested through 
draft decisions, in order to send a message to industry that compliance with REACH requirements is 
necessary. In addition, the process should be made more transparent in order to improve trust and 
credibility.  
 
There are also concerns that in some dossiers substances are categorised as intermediates in cases 
where they do not meet the definition of be used in “strictly controlled conditions” under REACH and 
should in fact be registered. This has implications for workers’ exposure to substances. ECHA should 
continue to implement the verification of intermediate process and consider further action on 
intermediates to ensure that industry complies with the definition and provides sufficient information 
in the dossier to confirm the isolated intermediate status. Another potential follow-up action proposed 
in ECHA’s progress on evaluation report for 2011 is the on-site verification of the intermediate status 
by national enforcement authorities of the Member States.   
 
The 2012 RPA report on the assessment of health and environmental benefits of REACH provides a 
number of recommended actions for improving benefits to human health and the environment from 
REACH Registration, summarised in box 23 below.   
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Box 23: Recommended actions for improving benefits to human health and the environment from REACH 
Registration 

Recommendations for registration: 
 
1. The evaluation of registration dossiers shows that the quality of information is not sufficient and it is 
expected that this problem will be more pronounced with the lower volume substances. For its part, it is 
essential that industry increases its effort to provide high quality dossiers which would ensure the safety of 
substances placed on the market. It is also important that ECHA effectively communicates its learnings from 
the first registration phase in easy to use and concise guidance documents as well as illustrative best practice 
examples. ECHA should ensure that all dossier evaluation decisions as well as quality observation letters 
indicate not only the need to bring dossiers into compliance but also highlight the added value of that 
information for identification and implementation of adequate risk management measures. Member States 
should focus on activities addressing those quality aspects that result in registration dossiers being non-
compliant. 

 
2. Industry should increase its efforts with respect to the requirements for a PBT assessment. Annex XIII 
prescribes that if a substance at a screening level is found to be P, B or T or vB or vP it should be subject to 
further testing by the registrant, unless sufficient RMM are implemented. ECHA may want to consider 
providing further guidance on the need for these assessments and Member States should take actions to check 
on such assessments as part of evaluation and enforcement activities. 
 
3. Support tools to facilitate information generation and transmission should be further developed and 
optimised in cooperation with industry. ECHA should continue to offer training, in particular for the use of 
CHESAR and conducting chemical safety assessments. The further development of CHESAR should consider 
integrating available assessment tools and risk management measures from other legal areas. 
 
4. Existing methods and approaches for exposure assessment, in particular in the field of workers protection, 
such as control banding, exposure modelling and standardised operating procedures, should be applied to 
develop realistic exposure scenarios. Where possible, monitored values should be used where modelled values 
cannot be generated or are associated with a high degree of uncertainty. Registrants should also make better 
use of downstream user information on RMMs already in place, rather than recommending more generic 
measures that conflict with the types of controls that industry has adopted over time and that have been 
agreed with national health and safety and environmental protection authorities. ECHA should further 
emphasise the value of these approaches in its guidance; industry associations should organise events for 
experience exchange and discussion between “new” and “old” registrants. 
 
5. ECHA and the Commission may wish to consider increasing their efforts for supporting SME registrants in 
order to avoid unwanted withdrawal of substances that would lead to no additional benefits to human health 
and the environment. 
 
Source: RPA, 2012, Assessment of health and environmental benefits of REACH, ENV.D.3/SER/2011/0027r, 
available at: 
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.ht
m 
 
In the 2013 General Report on REACH, the Commission states that industry should improve the 
quality of dossiers to ensure that the information they submit adequately documents how they ensure 
the safety of their substances. In particular, the report notes that companies should continuously 
monitor and, where necessary, update their registrations and that any non-compliant dossiers must be 
brought into compliance. Concerning intermediates, the report identifies a need for awareness-raising 
across industry, including a need to encourage updating of registration dossiers. Finally and with 
regards to substance identification in dossiers, based on evidence gathered by ECHA relating to the 
identification of substances and determination of "sameness", the Commission services is to consider 
options to improve the situation, including the possibility of legal measures based on solid evidence.  

http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm


326 
 

Substance Evaluation 
 
The substance evaluation programme under REACH responds to the call under Chapter 19 for the 
prioritization of substances for risk assessment of the basis of hazard, in particular major pollutants 
and contaminants of global significance. ECHA’s original target was to have 950 substances 
evaluated by 2021 under the CoRAP. Although the plan remains in the very early stages, the number 
of evaluations conducted each year will need to increase to meet this target. Budget restrictions in 
Member States have limited the capacity of Member States to take on commitments to evaluate 
substances.  

Information through the Supply Chain 
 
The 2012 RPA report on the Assessment of health and environmental benefits of REACH provides a 
number of recommended actions for improving benefits to human health and the environment from 
improving information flows through the supply chain, summarised in box 24 below.  
 
Box 24: Recommended actions for improving benefits to human health and the environment from information 
through the supply chain 

Recommendations for information through the supply chain 
 
1.The first step in supply chain communication is the basis of all further communication and therefore has to 
be improved first. 

 
• ECHA (in cooperation with industry) should progress their work on CHESAR and derive from that the 

core information structure for communication on uses in order to facilitate respective supply chain 
communication. 

• ECHA should prepare a revised ES Format for supply chain communication as soon as possible, based 
on a review of best practice. A standardised IT format should also be developed; a harmonised IT 
template is required so that processing (merging and scaling) can be done through the use of 
software (e.g. CHESAR). 

• Industry should use the CHESAR information structure to develop their software tools to provide 
safety data sheets. Industry’s work on standard phrases for conditions of use and risk management 
measures should be continued; however, it appears that more commitment is needed as well as 
stringency in meeting internal deadlines and targets as trust that such tools will be developed in time 
has been lost. 

• Downstream users should (be encouraged to) provide information on conditions of use in ECHA’s 
information structure in a targeted way. Standardised sector tools like spERCs should be further 
developed to comprehensive assessment support instruments. 
 

2. Formulators have an essential role in the supply chain communication with regard to the information on 
safe use, because they have to provide their safety data sheet in a way that it gives orientation to the 
downstream user on what to actually do. Although not legally required, a consolidation of information is 
necessary and respective guidance is (still) not available, except for the concept of DPD+ by CEFIC. ECHA 
should develop specific guidance for formulators on how to identify and process information that should be 
forwarded to the customers and information that should not. 
 
3. Communication on the presence of candidate list substances in articles is being hampered by the different 
interpretations of the legal text between the COM and Member States. This issue should be clarified and a 
legally binding interpretation should be found. 
 
4. Challenges in the communication on candidate substances have two aspects: a) identification of the content 
and b) what to communicate if a candidate substance is contained above 0.1% in an article. Industry should 
consider building up electronic systems which allow identifying candidate substances in articles and article 
parts (such as the IMDS material management system of the automotive industry). This would support the 
implementation of all article related requirements. The content of communications on SVHC should be further 
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explained to avoid only the name of the substance being communicated (with this being of little benefit). 
 
5. Consideration should be given to assessing and listing groups of substances on the candidate list to avoid 
formulators and downstream users shifting to unsuitable alternatives. As part of this, ECHA and the Competent 
Authorities of the Member States should ensure greater transparency on how substances are identified for 
candidate listing. These processes may also benefit from early consultation with industry experts and 
registrants. 
Source: RPA, 2012, Assessment of health and environmental benefits of REACH, ENV.D.3/SER/2011/0027r, 
available at: 
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.ht
m 

Managing Uncertainties 
 
The regulatory system as implemented through REACH and CLP does not distinguish between a 
substance that has been tested with negative outcome (i.e. no harmful effect detected) and a substance 
that has not been tested at all. In both cases, the substance will be treated as having low or no toxicity. 
This implies that users do not have full information regarding uncertainties and makes the 
implementation of a precautionary approach by users of substances for which information is not 
available.   
 
In seeking to minimise risks to human health and the environment, the system should be modified and 
labeling system should be modified to include reports of lack of data. We propose the introduction of 
a labeling symbol to be used when basic toxicity information about a substance is lacking (Hansson 
and Rudén 2003). Significant improvements in the reporting of uncertainties are also needed in safety 
data sheets. 

Substances in Articles 
 
Nevertheless, a strategy for the risk management of chemicals is severely incomplete unless it tackles 
the distribution of harmful substances through the wide varieties of products in which they are used. 
In the General Report on REACH, Member States and stakeholders are invited to provide evidence on 
what potential environmental or other problems the current REACH provisions on substances in 
articles. In addition, the need for a consistent and harmonised interpretation of the 0.1% w/w 
concentration threshold of substances of very high concern in articles (Articles 7 and 33) is 
emphasised. 

Hazard Criterion sets the Priority for Risk Assessment 
 
The WSSD 2020 Goal calls for the use of hazard as a basis for prioritising risk assessment. Under 
REACH, the prioritisation of substances for which a full CSA is to be performed is based on a 
combination of tonnage volume (+10 tonnes), as a factor influencing potential exposure, with 
hazardous properties than determining whether a full CSA is conducted. As such the balance between 
exposure and hazard does not fully reflect the direction called for under the WSSD 2020 Chemical 
Goal. The exemption of substances produced or on the market at <10 t/yr from a chemical safety 
assessment is to be reviewed by the Commission by 1 June 2019. 
 
The categorisation of a substance as a SVHC is based on hazard criteria, rather than volume, and 
therefore allows for the capture of low-tonnage substances. However, data is likely to be less available 
for low-tonnage substances.  

Vulnerable groups in chemical risk assessment 
 
References to vulnerable groups in the international agreements are to be found under SAICM, in 
particular under the GPA. Although the GPA is not an agreed text, the protection of vulnerable groups 

http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm
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from the risks of chemical exposure is an important aspect of minimizing the adverse effects of 
chemicals on human health, since effects are more likely to manifest in vulnerable groups.  
 
Key areas considered below include the consideration of vulnerable groups in chemical risk 
assessment and additional protection for children from chemical exposure. Additional protection for 
vulnerable workers is considered under the section on OHS legislation.  
 
Consideration of vulnerable groups in chemical risk assessment in the EU suffers from significant 
data limitations and therefore tends to rely on the application of an intraspecies assessment factor of 
100. Efforts are required to support the development of toxicology data sets with information on 
vulnerable subpopulations, a current gap.  
 
In addressing this gap, the Commission is urged to consider the recommendations of the 2006 
report526 by TNO regarding the improved treatment of potential vulnerable groups, including:  

• Improving public access to confidential information (e.g. regarding data from drug 
development and from post marketing surveillance of drugs);  

• The use of PBPK-modelling as a tool for identification of human subjects or groups that show 
relatively high internal exposures at the level of the target organ; 

• The use of “-omics” technologies and of the development of guidance for a more coherent 
testing strategy; and  

• A database presenting the characteristics of potential vulnerable groups, including their 
specific hazard profile and risk for a specific compound and/or its use.  

 
The 2012 KEMI report also identifies children as a vulnerable group requiring additional protection 
and consideration under EU legislation. While there is specific legislation to protect children and 
young people in particular areas, i.e. food, toys, OHS legislation, KEMI argues that the lack of an 
enhanced methodology regarding chemical effects on children limits targeted risk assessment. As 
such, KEMI calls for improved rules and guidelines are needed in REACH with regard to the impact 
of chemicals on children, including specific test methods, test strategies and risk assessment 
methodology. While Chapter 19 does not specifically mention children’s exposure, SAICM’s Dubai 
Declaration does express a commitment to “protect children and the unborn child from chemical 
exposures that impair their future lives”. In addition, the OPS calls for objective scientific information 
on chemical risk assessment for vulnerable sub-populations, such as children, to integrate into 
chemical risk assessment and associated decision-making.  

8.2.2 GHS Implementation 

The GHS has been comprehensively implemented in the EU. The level of compliance and actual 
change on the ground is difficult to judge at this early stage of implementation. In terms of identified 
gaps, public recognition and understanding of the new CLP hazard symbols remains low and as such 
targeted awareness raising activities are required. In addition, is it suggested that industry might work 
to voluntarily develop product packaging that is consistent with the relevant hazard message.  

8.2.3 Managing the Chemical Cocktail Effect  

As recognised in the 7EAP, EU chemical legislation does not currently consider the impact of 
chemical cocktail effects on hazard, whereby the hazard of a substance can increase in combination 
with other substances. This is of particular importance for EDCs, for which there is robust evidence 
that even when present at low, apparently ineffective (below threshold) levels, EDCs can produce 
significant combination effects when applied as a mixture. In particular, REACH does not provide a 
                                                      
 
 
526 TNO (2006) Study on the treatment of vulnerable groups in EU risk assessment, TNO, the Netherlands 
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framework for assessing the toxicity of so-called “coincidental” mixtures of industrial chemicals, i.e. 
multicomponent cocktails that are found in the environment and the human body as a result from the 
simultaneous use of multiple different chemicals in society and their accumulation in ecosystems. 
Cocktail effects are not considered by other product or environmental quality legislation, other than 
the PPPR. A 2012 KEMI report527 stressed the need to cut across the existing pieces of chemicals 
legislation in integrating consideration of the chemical combination effect into EU legislation, rather 
than limiting the assessment by substance- and product- oriented regulations such as REACH and 
PPP. This implies that process- and media-oriented forms of legislation, such as IED and the Water 
Framework Directive (WFD) should be included.  

The May 2012 Communication on Combination effects of Chemicals (Chemical mixtures)528, 
committed the Commission to launching a new process to ensure that risks associated with chemical 
mixtures are properly understood and assessed, including five key actions:  

1. Creating an ad-hoc working group of relevant services and associated Agencies and 
Authorities (EFSA, ECHA, EMEA and EEA) to ensure coordination of the work.  

2. Developing, by June 2014, technical guidelines to promote a consistent approach to the 
assessment of priority mixtures across the different pieces of EU legislation. The development 
of these guidelines will be co-ordinated by the ad-hoc working group.  

3. Improving understanding of the chemical mixtures to which human populations and the 
natural environment are actually exposed by monitoring data currently collected under EU 
legislation or generated in the context of EU funded research projects. Ultimately, the aim is 
to promote a more coherent approach to the generation, collection, storage and use of 
chemical monitoring data in relation to humans and the environment, through the creation of a 
platform for chemical monitoring data. 

4. Tackling data and knowledge gaps to improve understanding of the mixtures to which people 
and the environment are exposed, in particular relating to (i) the mode of action of chemicals, 
(ii) grouping chemicals into categories or assessment groups; (iii) predicting interactions and 
(iv) identifying chemical substances that are the main drivers of mixture toxicity. This may in 
part be supported through Horizon 2020, the future EU framework programme for research 
and innovation. 

5. Promoting consistent and science-based approaches to the risk assessment of chemical 
mixtures at a global level by participating in relevant international activities 

Through these actions, the Commission aims to identify priority mixtures to be assessed and ensure 
that the different strands of EU legislation deliver consistent risk assessments for such priority 
mixtures. Finally, the Commission will publish a report on the assessment of chemical mixtures by the 
end of June 2015, reviewing progress and experience.  

8.2.4 Information Availability and Awareness Raising  

In general, the EU has a comprehensive range of tools for the provision of information to the public 
on chemicals. One gap exists in that the EU has not fully responded to the call under Agenda 21’s 
Chapter 20 for the establishment of public databases on hazardous waste, contaminated sites and 
associated health risks.   
 
In terms of the quality of the tools, the analysis suggests that the chemical safety databases set up 
under ECHA should be made more user-friendly, adequate and appropriate to the needs of 
                                                      
 
 
527 Backhaus t, Blanck H and Faust M (2010) Hazard and risk assessment of chemical mixtures under REACH: State of the 
art, gaps and options for improvement, 3/10, KEMI, Gothenburg, Sweden 
528 Communication from the Commission to the Council on the combination effects of chemicals Chemical mixtures, /* 
COM/2012/0252 final  
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stakeholders. Information should be more easily accessible and understandable and the format of the 
public database should be improved on the basis of more powerful search functions on the properties 
and uses of chemicals.  
 
Finally, in order to improve the public use of information on chemicals, targeted education and 
awareness–raising is needed to explain where to look for information and how to interpret it. 

8.2.5 Chemicals Management Infrastructure 

ECHA has been criticised for a lack of transparency in some areas and has been called upon to 
improve its credibility as an independent agency. In addition, there are concerns regarding funding for 
ECHA in the light of EU budget constraints.  

8.2.6 Research and Monitoring 

Research 
 
Both the EU Framework Programmes and activities of the JRC have contributed significantly towards 
the JPOI objective of “encouraging the collection and use of additional scientific data”, and to 
promoting research on human and environmental exposure to chemicals and alternative to animal 
testing.  
 
However, a gap was identified between the results of research on environmental issues and the 
information needs of environmental policy making. There is a need for further efforts to continue 
closing this gap, including through changes to the design of Commission research funding 
programmes and improved awareness.  Further progress is required to make research transparent and 
effectively communicating results.  
 
A 2011 report529 by Milieu and Collingwood Environmental Planning set out recommendations for 
possible actions to how to narrow the gap between research and EU environmental policy making, 
presented in summary form in box 25 below.  
 
Box 25: Possible actions to improve the science into environmental policy interface at European level 

1. Develop a knowledge management strategy for policy DGs 
2. Develop an overarching knowledge management system for policy DGs 
3. Develop guidelines and good practice for strengthening the science/policy interface 
4. Raise the profile and visibility of the DG Environment Science Advisor’s office 
5. Build on foresight work in the Commission, EEA, JRC and Member States  
6. Reinforce the roles of existing knowledge providers – including EEA, Eurostat and JRC 
7. Establish closer cooperation with DG Research and DG INFSO to explore further ways of strengthening links 

between research projects and policy needs 
8. Re-launch DG Environment’s science/policy interface web-pages to raise its profile and to facilitate the 

creation of informal, virtual networks 
9. Explore and capitalise on social media approaches and new ICT for the European science/policy interface 
10. Launch a follow-up study to better understand science/environmental policy interfaces in Member States 

and Regions 
11. Develop a network of science advisors across Member States (national and regional level) and DGs  
12. Develop informal networks with knowledge broker offices and agencies in Member States and EU Regions 

                                                      
 
 
529 Milieu and Collingwood Environmental Planning (2011) Assessing and strengthening the EU science and policy interface, 
Milieu, Brussels 
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13. Set up a mechanism for DG Environment officials to undertake short-term (e.g. 1 week) exchanges at EEA, 
JRC and DG Research 

14. Set up training courses for officials to improve their work at the science/policy interface 
15. Institutionalise the position of Knowledge Management Officer (KMO) within each thematic / policy area  
 
Finally, the 2013 EEA publication “Late Lesson for Early Warnings” 530 includes a section on science 
for precautionary decision-making and provides some succinct recommendations on how to direct 
scientific research in order to serve environmental policy making, including that:   
 

• Research topics must consider societal needs for information on poorly known and potentially 
dangerous risks;  

• Research should be complementary and extend current knowledge, rather than being 
repetitive for verification purposes, as required by the traditional science paradigm.  

• Results should be openly available and reported in order to inform judgments concerning risk 
and facilitate precautionary and timely decision‑making. 

 
Noting that research suffers from uncertainties and can therefore underestimate risk, the report proses 
the following question as a guide for environmental health research: “are we sufficiently confident 
that this exposure to a potential hazard leads to adverse effects serious enough to initiate transparent 
and democratic procedures to decide on appropriate intervention?”.  

Monitoring  
 
With regards to monitoring, legislation sets requirements for EU-wide system to monitor chemical 
pollutants in air and water and monitoring stations have been established to fulfil these requirements. 
Under the IED, monitoring of hazardous substances in soil is conducted at industrial installations. In 
addition, pesticide residues in food are also monitored. As such, the EU fulfils the general 
requirements of the WSSD goal.   
 
Potential gaps therefore relate to the implementation of these requirements and the quality, 
comparability and usefulness of resulting data. The 2007 EEA report531 suggests an information 
exchange platform on monitoring chemical substances in the environment could be established to 
assist in the exchange of information on chemical usage and on the optimisation of monitoring tools 
and strategies. It suggests that this would be particularly useful in helping to shape monitoring 
programmes in the new EU Member States. A 2012 report532 by KEMI calls for a common EU system 
for the monitoring of hazardous substances in the environment, in order to facilitate uniform control. 
In particular, a more comprehensive and detailed compilation of comparable POPs monitoring data at 
EU level and establishment of a common information system is needed.533 The 2007 Community 
Implementation Plan for the Stockholm Convention534 called for the establishment of a common EU 
methodology for continuous monitoring of POPs. 
 
Finally, there are a number of emerging monitoring areas, where little or no monitoring is taking 
place, including for example sampling of indoor air, dust, hazardous waste, recycling materials, 
                                                      
 
 
530 EEA (2013) Late lessons from early warning: science precaution and innovation, EEA Technical Report No 1/2013, EEA, 
Copenhagen, Denmark  
531 EEA (2007) Towards a European chemicals information system A survey on reported monitoring activities of chemicals 
in Europe, EEA Technical Report No 6/2007, EEA, Copenhagen, Denmark 
532 KEMI (2012) Improved EU rules for a non-toxic environment, KEMI report 1/12, KEMI, Stockholm, Sweden 
533 Communication from the Commission to the Council, the European Parliament, the European Economic and Social 
Committee on the implementation of the Community Strategy for dioxins, furans, and polychlorinated biphenyls 
(COM(2001)593) – Third progress report, COM(2010) 562 final, 15.10.2010, Brussels, Belgium 
534 European Commission (2007) Commission Staff Working Document, Community Implementation Plan for the Stockholm 
Convention on Persistent Organic Pollutants, SEC(2007) 341, 9.3.2007, Brussels, Belgium 
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environmental exposure to nanomaterials, and data on environmental epidemiology (impacts/effects). 
Monitoring of nanomaterials is currently extremely challenging due to the lack of cost-effective, 
reliable methods, while gathering data on environmental epidemiology requires long research periods 
and suffers from considerable uncertainties due to multiple exposures.    
 

 Gaps in EU Progress on Risk Reduction 8.3

8.3.1 Substitution of the most hazardous chemicals 

A range of EU legislation generates pressure for the substitution of hazardous chemicals, most notably 
REACH, but also OHS legislation, the Regulation on Plant Protection Products and the new Biocidal 
Products Regulation. Potential gaps in REACH and OHS legislation are outlined below.     
 
It is notable that quantitative evidence from Eurostat regarding production trends from 2002 to 2011 
for ecotoxic and toxic chemicals provides little or no indication that the production of chemicals that 
are toxic to human health and/or harmful to ecosystems is being significantly decoupled from overall 
chemicals production. This evidence suggests that legislative drivers for the substitution of hazardous 
substances are not resulting in the desired effect overall, namely a reduction in the total volumes of 
chemicals hazardous to human health and the environment being produced in the EU.    

Substitution under REACH 
 
The procedures under REACH for the identification of SVHC, their inclusion on the Candidate List 
and subsequent requirements for authorisation, as well as the restrictions procedures serve to 
implement the Chapter 19 objective of “phasing out or banning (..) chemicals that pose unreasonable 
and otherwise unmanageable risks to human health and the environment and of those that are toxic, 
persistent and bio-accumulative and whose use cannot be adequately controlled”. 
 
Notably, substances that are immunotoxic or neurotoxic are not specifically mentioned under the 
criteria for the identification of SVHC, although they fall under the “equivalent level of concern” 
criterion. SAICM specifically identifies such substances as prioritized for assessment for possible 
substitution and as such this could be interpreted as a potential gap.    
 
Our attempt to use case studies to investigate historical trends in emissions and environmental 
concentrations and actually measure the impacts of EU policies to promote substitution revealed 
severe data limitations. While data on environmental concentrations was particularly limited, 
emissions data was provided by the E-PRTR from 2007, although this does not cover/estimate diffuse 
emissions. This represents a gap in available data to allow for an assessment of policy impacts.  
 
The 2013 General Report on REACH noted that “in order to progress towards achieving the WSSD 
goal that by 2020 chemicals are produced and used in ways that lead to minimisation of significant 
adverse effects on human health and the environment, identification and phasing out of SVHCs as 
well as restrictions should both be encouraged”. The 2012 RPA report on the Assessment of health 
and environmental benefits of REACH provides a number of recommended actions for improving 
benefits to human health and the environment from REACH authorisations and restrictions, 
summarised in box 26 below.  
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Box 26: Recommended actions for improving benefits to human health and the environment from REACH 
authorisations and restrictions 

In order to protect against substitution with similarly hazardous substances the following actions should be 
taken: 

• Consideration of listing substance groups, where it is likely that substitution with a substance within 
the same group is likely (ECHA and MS). 

• Development of guidance and training on alternatives assessment (Industry). 
• Compilation of information on possible alternatives to the use of the SVHC from commenting and 

other information sources (Industry, Member States, ECHA), as well as “exclusion” of substances 
known to be preferred alternatives but also having problematic properties. 

• Research to determine whether or not substitution takes place with less hazardous substances and 
the impact that candidate listing is having in this respect. 

 
Source: RPA, 2012, Assessment of health and environmental benefits of REACH, ENV.D.3/SER/2011/0027r, 
available at: 
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.ht
m 
 
Finally, in terms of the enforcement of restrictions, the 2012 Milieu report535 identified a number of 
issues that serve to reduce the effectiveness of implementation and had a number of 
recommendations. These are summarised in box 27 below.  
 
Box 27: Recommendations to improve enforcement of restrictions  

Resources –substances should continue to be selected for enforcement by the FORUM, information campaigns 
should be used to increase awareness & improve compliance with restrictions, target companies and relevant 
products should be identified for further investigation through desktop/market research, information on the 
supply chain should be obtained, focusing on the source in order to target manufacturers and importers and 
other actors, and prioritisation tools should be used by national enforcement authorities.  
Market Surveillance - national enforcement authorities should conduct awareness raising campaigns, carry 
out desktop/market research during the early stages of an enforcement campaign, and possibly use incentives, 
such as reduced frequency of inspections where a good track-record of compliance is evident, as incentives to 
comply with REACH restrictions.  
Testing –the Commission with the assistance of the FORUM, should draw up an EU list of analytical methods 
suitable for enforcement, compile an EU database of existing laboratory capacities, and develop guidance on 
restrictions. Industry could be involved in a voluntary scheme used to compile a database/summary of 
products tested and % of non-compliance in order to help national enforcement authorities and industry to 
focus testing on high risk areas. The Commission should ensure that the analytical standard applicable to each 
restriction reflects current industry practice and the most recent testing standards developed technical 
progress when adapting Annex XVII to technical progress.  
Exchange of information –the FORUM should facilitate further exchange of information on Member States 
experience in the enforcement of specific restrictions and facilitate exchange programmes for inspectors, 
training workshops.  
Cooperation with customs - Cooperation with customs is extremely important in the implementation and 
enforcement of restrictions. The FORUM should proceed with REACH EN-FORCE 3, that Member States should 
look at putting in place formal cooperation and/or data-sharing agreements between customs and REACH 
Competent Authorities, and that the Commission should investigate the possibility of streamlining customs 
and chemicals rules. 
 

                                                      
 
 
535 Milieu (2012)  Implementation and Enforcement of Restrictions under Title VIII and Annex XVII to REACH in the Member 
States, Final Report, Milieu, Brussels 

http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm
http://ec.europa.eu/enterprise/sectors/chemicals/documents/reach/review2012/health_env_benefits_en.htm
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8.3.2 Chemical-related OHS Legislation 

The focus on the protection of workers from chemical risks is predominately found in the SAICM 
texts and EU legislation is in place to cover all the key elements identified in the texts. However, a 
number of gaps in the protection of human health from chemical risks in the workplace were 
identified relating to risks understood in the light of increasing scientific information and emerging 
risks and these are considered below.  

Workers’ Protection from Substances toxic to reproduction 
 
With regards to risk management measures in the workplace, the Commission is currently considering 
whether substances categorised as reprotoxic category 1A and 1B should be included under the 
Carcinogens and Mutagens Directive 2004/37/EC (CMD), with the aim of extending additional 
protecting to workers from these substances. The CMD sets stricter requirements for substitution, or 
when not possible the minimisation of exposure, than the current relevant legislation, the Chemical 
Agents Directive 98/24/EC (CAD). Of particular importance, pregnant women can be exposed to 
reprotoxic substances prior to declaration of pregnancy in the critical early window of pregnancy, 
when resulting effects on the unborn child have the potential to be serious and irreversible. 
Legislation to protect pregnant workers can only be triggered following the declaration of pregnancy, 
hence leaving a critical window of exposure. This represents an important gap in protection.  
 
An addition gap concerns the need to revise the binding OELs on lead and associated biological limit 
value for lead in blood under the Chemical Agents Directive 98/24/EC.    

Workers’ Protection from Endocrine Disruptors 
 
Increasing information on the health risks associated with exposure to EDCs has raised concern 
regarding exposure in the workplace. The on-going consideration of whether to include reprotoxic 
substances under the CMD will goes some way towards addressing this issue, although not all EDCs 
operate through reproductive endpoints. Further targeted action is required at EU level to address the 
risks of workers’ exposure to EDCs in a comprehensive manner, including both guidance on how best 
to protect workers and legislative action to reduce exposure.  

Workers’ Protection from Nanomaterials 
 
There is gap in the protection offered to workers by EU OHS legislation related to the emerging risks 
posed by nanomaterials in the workplace.  A specific regulatory framework for the protection of 
workers from nanomaterials may be required, with this being the subject of an on-going study.  In 
addition, action is required to ensure that adequate and relevant data on hazard, exposure and risk 
management measures for nanomaterials of concern are generated under the REACH registration 
process and transferred down the value chain in SDS.  
 
A 2011 EU-OSHA report identifies the following topics as priorities for future actions and activities 
in the protection of workers from nanomaterials: 
 

• identification of nanomaterials and description of exposure; 
• measurement of exposures to nanomaterials and efficacy of protective measures; 
• risk assessment of nanomaterials in line with the current statutory framework; 
• in vivo studies for assessment of the health effects of nanomaterials; 
• validation of the in vitro methods and methods of physico-chemical properties as methods to 

determine health effects; and 
• training of workers and practical handling guidelines for activities involving nanomaterials in 

the workplace. 
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Need to Clarify OELs and DNELs 
 
Recent reports suggest that over the phase-in period for REACH and until such time as the apparent 
differences between OELs and DNELs can be clarified, it is likely that industry may be subject to 
some confusion. In the 2013 General Report on REACH, the Commission provides clarification 
regarding the relationship between OELs and DNELs. The Commission takes the position that the 
lower of the two values should be complied with by the employer, and calls for additional guidance to 
be provided on how to consider two values, both in the ECHA guidance and in the SDS. Formal 
clarification would serve to reduce confusion and increase the effectiveness of implementation. 

Data on Occupational Disease 
 
Data on trends in occupational health and disease is not available at EU level to inform policy 
making. Further efforts under Recommendation 2003/670/EC are required to collect data at Member 
States level and collate comparable data in comprehensive EU databases, as a useful basis for further 
regulatory decision making.  

8.3.3 Cleaner Production 

Although legislation is in place to control emissions and promote cleaner production, there is a need 
for improved implementation of the permit requirements under IPPC, and in the future under the IED 
in order to ensure the application of BAT and BATAELs. A possible gap concerns emissions from 
economic activities that are not subject to controls at EU level, this being the focus on an on-going 
study currently commissioned by DG Environment. 
 
A gap in legislation concerned the lack of strong measures to promote the remediation of 
contaminated sites. Although limited measures are in place under the IED Directive, they are limited 
in scope and strength.  
 
The production trends from 2002 to 2011 for ecotoxic and toxic chemicals provide little indication 
that the production of chemicals that are toxic to human health and/or harmful to ecosystems is being 
significantly decoupled from overall chemicals production. This suggests that efforts to promote the 
substitution of the most hazardous substances in products and industrial processes are either not 
effective, or they are outweighed by increased production.  

8.3.4 Clean Product Legislation 

Chemicals in products are controlled under a range of legislation targeting specific products. There is 
a need for greater coherence and consistency across this body of legislation. This is recognised under 
the 7EAP, which sets out the objective of strengthening legislation on hazardous chemicals in 
products in the period up until 2020.  
 
In particular, in their 2012 report, KEMI prioritises additional product areas where actions are needed 
to protect children. They identify textiles as a specific category of articles with which children come 
into contact and where exposure to hazardous chemicals can occur and call for specific rules. With 
regards to substance groups, KEMI notes that substances of very high concern, including endocrine-
disrupting substances and allergenic substances, should be banned in products with which children 
can come into contact. Finally, they call for a lowering of the existing limit values for lead in toys. 
 
A number of specific gaps in products legislation were identified including:  
 

• The need to revise the lead limit values in toys, as well as possible mercury and arsenic levels 
in toys. A consultation on lead in toys was concluded in 2012 and a proposal for revised 
limits is to be expected in 2013.  
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• Action to minimize children’s exposure to chemicals through textiles.  
• Regarding biocidal products, the Commission is due to review by July 2018, the need for 

additional measures to reduce risks to human health and the environment from the use of 
biocides. 

 
The coverage of nanomaterials under specific legislation is considered in the section on 
nanomaterials.  

8.3.5 Targeting Substances of Concern 

Mercury 
 
The 2010 assessment536 of progress towards implementing the EU Mercury Strategy identifies 50 
potential actions that would contribute towards better protection of human health and the environment 
from mercury-related hazards. A thorough consideration of these actions would serve to strengthen 
and reinforce EU progress on mercury. In particular, the report prioritises actions to address current 
gaps in implementation, including:  
 

• Further reduction in mercury emissions from IPPC/IED installations; 
• Address emission from small-scale combustion installations;  
• Ensure dental amalgam is management in compliance with hazardous waste legislation in all 

EU Member States;  
• Consider the assessment on uses of dental amalgam, taking into account the impact 

assessment of a ban on this use; 
• Increase support to international activities.  

PFAS 
 
A 2012 report537  by KEMI specifically identifies two groups of substances as being of concern in the 
EU, namely cadmium and its compounds and certain fluorinated substances (PFAS). Regarding the 
latter, KEMI calls for an EU action plan on fluorinated substances, noting the substances are 
persistent, widespread in the environment and found in human blood samples, and that there is a lack 
of knowledge regarding potential hazardous properties. 

Cadmium 
 
In 2009, EFSA lowered the tolerable weekly intake (TWI) for cadmium from 7 to 2.5 μg/kg body 
weight as the EU population was found to be exposed to too high levels of this heavy metal538. As 
such, additional controls on exposure are required. In particular, cadmium can be found in basic 
foodstuffs such as cereals and root crops. There is a need to address the issue of cadmium in mineral 
fertilisers in order to reduce health risks.539 A legislative proposal addressing the issue of 
unintentional cadmium in mineral fertilisers was put forward by DG Enterprise in 2003 but has not 
been followed up. This requires further attention in the period 2013-2020.  
 

                                                      
 
 
536 BioIntelligence Service (2010) Review of the Community Strategy Concerning Mercury, Paris, France 
537 KEMI (2012) Improved EU rules for a non-toxic environment, KEMI Report 1/12, Gothenburg, Sweden 
538 . Cadmium can cause kidney failure and has been statistically associated with an increased risk of cancer, with food 
being the dominating source of human exposure in the non-smoking population. Cadmium dietary exposure in the 
European population, EFSA Journal 2012;10(1):2551 [37 pp.]. doi:10.2903/j.efsa.2012.2551, January 2012: 
http://www.efsa.europa.eu/en/efsajournal/pub/2551.htm 
539 KEMI, Kadmiumhalten måste minska– för folkhälsans skull, February 2011. Summary in English : 
http://www.kemi.se/Documents/Publikationer/Trycksaker/Rapporter/KemI_Rapport_1_11.pdf  

http://www.kemi.se/Documents/Publikationer/Trycksaker/Rapporter/KemI_Rapport_1_11.pdf
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In addition on cadmium, in 2012 the Commission proposed amendment to Directive 2006/66/EC on 
batteries and accumulators and waste batteries and accumulators regarding the placing on the market 
of portable batteries and accumulators containing cadmium intended for use in cordless power tools. 
This proposal will be passing through the EU co-decision process in 2013.  

Medicinal and Veterinary Products 
 
There are three main gaps identified in the analysis of legislation to minimize the environment and 
human health impacts of medicinal and veterinary products. 
  
Firstly, the environmental risk assessment of medicinal products does not consider all stages of the 
life cycle, but excludes manufacturing and disposal and associated environmental exposures.  
 
Secondly, the environmental assessment requirements for substances used in medicinal products do 
not require testing for ecotoxicity. This implies that data on a substance’s environmentally hazardous 
properties may not be available to enable a meaningful assessment.  
 
Thirdly, while both the Directives on medicinal products for human use or veterinary use provide for 
a suspension of marketing authorisation if necessary to protect human health, only the Directive on 
veterinary medicinal products permits the refusal of authorisation in order to protect the environment. 
 
These aspects could be tightened in order to minimize the adverse impacts of medicinal products on 
the environment, and human health via the environment.  

Endocrine Disruptors 
 
In the light of increasing evidence of a causal link between increasing rates in endocrine diseases and 
disorders and increasing chemical exposure, there is a need to regulate EDCs in order to minimize 
exposure and resulting adverse effects on human health and the environment. A 2012 EEA report540 
found clear evidence that chemically induced ED in human populations is likely and states that this is 
failure in environmental protection that should be addressed. 
 
Current gaps in the management of the risks to human health and the environment from EDCs in the 
EU reflect limitations in the understanding of the mechanisms through which EDCs take effect. 
Actions are underway in the EU to close these data gaps and to feed results into legislative reviews 
and include relevant risk management requirements. Key gaps and their implications are considered 
briefly below.   
 
Firstly, the lack of robust test methods for the identification of EDCs represents a significant gap that 
affects the reliability of risk assessments. The 2012 EEA report on EDCs concludes that none of the in 
vivo assays that are currently part of the OECD framework for testing EDCs can identify mammary 
carcinogens, and the following are lacking: animal models for testis germ-cell cancer, a single animal 
model for key features of prostate cancer in men, developmental neurotoxicity assays, and animal 
models for thyroid cancer. In wildlife, invertebrate tests for EDCs are hampered by lack of knowledge 
concerning the endocrinology of many invertebrates and the mechanisms of action through which 
EDCs might operate. An agreed framework for EDC risk assessment based on available data is 
required to move forward pragmatically in the face of limited knowledge, while at the same time 
working to develop assays relevant to EDCs. Noting adequate tests will not be available for many 
years, the report sets out a number of principles against which a risk assessment for EDCs can be 
conducted in the context of limited data. 

                                                      
 
 
540 EEA (2013) The impacts of endocrine disrupters on wildlife, people and their environments, The Weybridge+15 (1996–
2011) report, EEA Technical Report No 2/2012, EEA, Copenhagen 
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Secondly, the lack of an agreed classification system for EDCs at EU level inhibits their controls 
under existing legislation. For example, under REACH EDCs can be identified as SVHC as 
substances giving rise to an equivalent level of concern to CMRs (Article 57 criteria). However, 
difficulties have arisen in defining which criteria should be used to justify such concerns. While the 
health effects associated with some EDCs may fulfil the carcinogenic or toxic to reproduction criteria, 
only a small fraction of the EDCs on the Priority List as are actually classified as carcinogens or toxic 
to reproduction. In order to move forward with regulating the risks of EDCs, classification is urgently 
needed and the European Commission is currently considering a classification system as proposed in 
a discussion paper541 by DG Environment. The paper is also being discussed by a separate group of 
experts, due to report conclusions in February 2013.542 
 
Finally, current EU legislation aimed at managing human and environmental exposure to chemicals 
does not adequately cover EDCs. Noting that we do have the capacity to conduct the scientific 
research necessary to address this problem, the EEA report invokes the precautionary principle as a 
basis for limiting exposure to EDCs in the absence of full scientific knowledge. A number of reviews 
of legislation are foreseen to determine how the risks from endocrine disruptors can be managed, 
present in box 28 below.  
 
Box 28: Reviews related to EDCs 

REACH: Substances with endocrine disrupting properties can be proposed as SVHC, with the Commission to 
develop guidance on criteria for the identification of EDCs. By 1 June 2013, the Commission is to review 
whether or not substances that have endocrine disrupting properties should still be authorised if a suitable 
safer alternative exists.  
 
PPP Regulation: The Regulation does not permit approval of a substance considered to have endocrine 
disrupting properties. Under the PPP Regulation, the Commission shall present a draft of the measures 
concerning specific scientific criteria for the determination of ED properties by December 2013.  
 
2012 Biocides Regulation: exclusion criteria include endocrine-disrupting properties that may cause adverse 
effects in humans; scientific criteria for the determination of endocrine-disrupting properties shall be specified 
by the Commission by December 2013. 
 
Cosmetic Products Regulation: Commission to review EDC in cosmetics when Community or internationally-
agreed criteria for identifying the ED properties are available or at the latest by early 2015. 

Nanomaterials 
 
Nanomaterials have been identified as an emerging risk in chemicals management, with experts 
urging application of the precautionary principle in a context of uncertainties related to major 
limitations in knowledge. In particular, data on nanomaterials on the EU market are urgently needed 
to feed into risk assessments. There are significant gaps in available data on nanomaterials intrinsic 
properties, as well as volumes produced, placed on the market and incorporated into different 
applications.  
 
The Commission has confirmed that it considers REACH to be the appropriate legal framework for 
assessing the risk from nanomaterials. However, to date, where nanomaterials are captured under 
REACH dossiers, the data included has been found to be inadequate and not specific to the nanoform. 
An ongoing JRC study has found coverage on nanomaterials to be inadequate and inconsistent in 
                                                      
 
 
541 European Commission (2012) The Community Strategy for endocrine disruptors, the 5th Ad-Hoc meeting of Commission 
Services, EU Agencies and Member States, ED-AD-HOC-5/2012/04, 22 November 2012, Brussels 
542 ENDs Europe (2012) Commission weighs options for defining ECDs, 7 December 2012, ENDs 
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REACH dossiers. A second stage of the study will propose legislative or technical options to improve 
the coverage of nanomaterials under REACH and assess consequences to companies, human health 
and the environment of these options. Reach guidance has recently been updated to incorporate 
specific nanomaterials. Current gaps include nano-specific recommendations on environmental 
exposure assessment.  
 
In the Second Regulatory Review on Nanomaterials the Commission commits to establishing a 
harmonized European web platform on nanomaterials. In addition, the Commission will be launching 
an impact assessment “to identify and develop the most adequate means to increase transparency and 
ensure regulatory oversight, including an in-depth analysis of the data gathering needs for such 
purpose”. The Communication notes that this analysis will include those nanomaterials currently 
falling outside existing notification, registration or authorisation schemes. Work on data gathering for 
nanomaterials in the form of an EU Registry is due to commence in the second half of 2013, with 
finalization foreseen for 2014 or early 2015.  
 
The 2013 General Report on REACH identifies a need to assess relevant regulatory options in 
particular possible amendments of REACH Annexes to ensure clarity on how nanomaterials are 
addressed and safety demonstrated in registration dossiers. This should take into account in particular:  

• current knowledge about risks of nanomaterials compared to conventional substances and 
potential risks due to lack of knowledge,  

• the potential negative effects of unclear regulatory requirements on environment and health,  
• distorting effects on competition between companies resulting from unclear requirements,  
• identified information gaps in registration dossiers and impacts of modified requirements, 

including on SMEs.  
 
The Commission services will carry out an impact assessment to identify the most efficient measures 
to address those issues. 
 
A 2013 report of the German competent authorities on nanomaterials flags significant gaps in the 
current approach and calls for separate reporting obligations for nanomaterials, covering data 
requirements, documentation, evaluation, authorisation, restriction and other aspects of REACH. They 
argue that the diversity of “individual nanoforms of a substance must be taken duly into account when 
defining the obligations” and call for lower tonnage thresholds to ensure that data is provided for 
separately registered nanomaterials. The report suggests limited requirements for nanomaterials 
produced in smaller volumes, with some tests waived through by referencing between bulk substances 
and nanoforms. They also call for clarification of test procedures and obligations for surface-treated 
nanomaterials. Addressing these elements, in particular the lower thresholds triggering data 
requirements for nanomaterials, would go beyond the review of REACH annexes and require the 
Regulation to be opened.  
 
A 2012 report of the Danish Ecological Council543 also calls for registration of all nanomaterials 
under REACH, independent of the mass/volume manufactured or imported, noting the need for 
particular scrutiny of nanomaterial dossiers under REACH. The report pinpoints a future need for the 
authorization of nanomaterials, in particular those meeting particular toxic and/or ecotoxic hazard 
criteria, and states that restrictions on use should be implemented for nanomaterials that fulfill the 
criteria for authorization and for which dispersive uses that cannot be ruled out throughout the life-
cycle of the nanomaterials exist. The report argues that authorisation without restrictions on use 
should only be given in cases where it can be shown that the nanomaterial in question is non-
dispersive and it can be shown that exposure is non-existing at all stages of the life-cycle e.g. if the 
nanomaterials is produced under closed conditions, used as suspended in solid matrix and recycled 

                                                      
 
 
543 Danish Ecological Council 2012, Nanomaterials call for action, Danish Ecological Council, Copenhagen 
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and retrieved after ended use.In addition, the report calls for a public nano registry, product 
declarations or labelling for nano-content and the creation of an EU nano Agency.  
 
Concerns regarding nanomaterials therefore extend into their regulation under sector specific 
legislation, including product legislation, emissions control, environmental quality standards and OHS 
legislation. The Commission has undertaken studies in a range of areas and legislation on cosmetics 
and biocidal products has been amended to cover nanomaterials.  Further action is now required for 
other product groups (i.e. food contact materials), as well as in OHS legislation. In addition, it will be 
important to consider how nanomaterials can be captured under legislation setting environmental 
quality standards, in particular the Water Framework Directive, since studies suggest aquatic exposure 
routes of metal-based nanomaterials will be significant.    

8.3.6 Hazardous Waste Management 

Chapter 20 of Agenda 21 sets a number of specific objectives regarding waste management and, in 
particular, hazardous waste management. At the baseline year, the EU already had in place legislation 
to regulate the management of hazardous waste, including waste classification. In addition, controls 
were in place to regulate a number of specific waste streams. General waste legislation was been 
strengthened with goals and programmes through the 2008 adoption of the Waste Framework 
Directive, while waste stream specific legislation has been tightened.  
 
In particular, the WEEE Directive was strengthened in 2012 in recognition of continuous illegal 
exports of WEEE from the EU, with criteria to define equivalent treatment conditions in third 
countries to which WEEE are exported required by 2014. The new collection targets are that 85% of 
WEEE generated will be separately collected from 2019 onwards. By 2020, it is estimated that the 
volume of WEEE generated per annum will increase to 12 million tons. The effects of these 
legislative changes are therefore to be felt towards 2020, and their effectiveness will require 
assessment post 2020.  
 
The Roadmap to resource efficiency contains a number of targets related to waste, in particular that 
the EU should work with international partners to eradicate illegal waste shipments with a special 
focus on hazardous waste, and develop measures to combat more effectively breaches of EU waste 
rules in 2013/2014.  
 
Chapter 20 specifically calls for a database of hazardous waste sites and this has not been established 
in the EU. However, statistics on waste management in the EU Member States are collected on a 
biannual basis from 2004 and publically available.  
 
Also with regards to hazardous waste sites, while the obligation to return a hazardous waste site to the 
baseline at the start of operations is foreseen under the IED Directive, the requirements are limited, 
since the operator is obliged only to return the site to the baseline level only when the competent 
authority deems this necessary following an assessment of a range of factors, one of which is changes 
in the pollution of groundwater and soil. In addition, there is no mechanism in place in the EU for 
ensuring the remediation of hazardous waste sites for which there is no current responsible operator. 
No additional EU measures and policies were set in place for the remediation of contaminated 
hazardous waste sites, despite it being mentioned as a key issue under the Thematic Strategy for Soil 
Protection adopted by the Commission in 2006.544   
 

                                                      
 
 
544 Communication from the Commission to the Council, the European parliament, the European economic and social 
Committee and the committee of the regions, thematic strategy for soil protection, Brussels, 22.9.2006 COM (2006)231 
final 
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In terms of actual impacts, both the total volume of hazardous waste generated in the EU and 
hazardous waste generation per capita rose from 2004 to 2010, while the generation of hazardous 
waste by economic activity showed little change. In addition, EU exports of hazardous waste rose 
significantly from 2000–2009. While, the Waste Framework Directive lays down the principles of 
self-sufficiency and proximity in waste management, the trend is in the opposite direction. Increased 
efforts are required to reach the objective of being self-sufficient in hazard waste treatment, as set out 
under Chapter 20 of Agenda 21.   
 

8.3.7 Sound Agricultural Practice 

EU requirements for sound agricultural practices conform to the demands of Chapter 19 (under 
Programme D on risk reduction) and the SAICM’s Dubai Declaration in promoting pesticide use 
reduction, integrated pest management and reduced dependency on agricultural chemicals. One 
identified gap relates to the legislative proposal on cadmium which was put forward in 2003 but has 
not been followed up (considered in the section on cadmium). 
 
While the EU has made significant progress in enacting legislation aimed at achieving sound 
agricultural practice, it is not yet possible to measure the actual impacts of the legislation as 
implementation remains in the early stages. Policy success will depend on the implementation of the 
National Action Plans at Member State level. Trends in pesticide use, fertiliser use, pesticide 
poisonings and the uptake of IPM represent appropriate indicators to assess policy impacts in the 
period up to 2020. Regarding data on pesticide poisonings, the anticipated Commission guidance on 
monitoring the impacts of pesticide use on human health and the environment will be valuable.  

8.3.8 Implementation of the Rotterdam and Stockholm Conventions 

Rotterdam Convention 
 
No gaps were identified in the implementation of the Rotterdam Convention; rather the EU legislation 
goes beyond the requirements set by the Convention. However, in order to track the effectiveness of 
the EU legislation in reducing unauthorised trade in PIC chemicals (or, all chemicals that are BOSR in 
the EU following Regulation (EU) No 649/2012), data from customs controls on non-compliance is 
required. This could usefully be conveyed to the PIC Secretariat to assist in their management of the 
Convention.  

Stockholm Convention 
 
The EU has transposed the Stockholm Convention and Aarhus Protocol on POPs under EU legislation 
in line with the demands of the JPOI Paragraph 23 (a) and SAICM, which calls for the ratification and 
implementation of these instruments. Implementation is functioning well and available data on POPs 
concentration in the environment and in human breast milk suggest that the EU policies implementing 
the Stockholm Convention have had a generally positive impact on the ground. 
 
In terms of gaps, a more comprehensive and detailed compilation of comparable monitoring data at 
EU level and establishment of a common information system is needed. In addition, the Commission 
should consider the establishment of a chemical data centre enabling collection, accessibility, sharing 
and comparability of the chemical monitoring data related to POPs, including data from recently 
initiated human bio-monitoring surveys. 
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 Gaps in EU Progress on Governance 8.4

8.4.1 Stakeholder Participation and “the Right to Know” 

With regards to stakeholder participation in chemical decision making, the analysis suggests that 
ECHA could do more to improve its transparency and perceived independence vis-à-vis stakeholders. 
Also, stakeholder participation in ECHA bodies could be widened to cover a larger number of 
stakeholders, following criticisms that ECHA decision-making is biased towards industry.  
 
In term of implementation of the “right to know” principle, mechanisms under REACH Article 33 are 
not fully functioning at the moment, partly to lack of awareness of REACH obligations amongst both 
citizens and industry and partly to lack of willingness to disclose information on the side of industry. 
This gap should be addressed by targeted awareness-raising on both the side of industry and citizens. 

8.4.2 Partnerships and Voluntary Initiatives  

The EU Chemical industry’s Responsible Care Programme responds in principle to the Chapter 19 
call for industry initiatives, although it is not possible to assess the actual impacts of these 
commitments. In addition, a number of proactive chemical companies are working with ChemSec to 
cooperate on the substitution of hazardous substances and here, actual changes in practice can be seen, 
albeit on a small scale.  
 
In terms of government programmes, ETAP promotes cleaner production, while EMAS and the EU 
EcoLabel provide voluntary certification schemes for processes and products. While participation in 
these schemes has increased consistently from 2002 to 2010, when set against the total number of 
activities and products on the market in the EU, their impact remains marginal.      

8.4.3 Applying the Precautionary Principle to Chemical Management 

The precautionary principle is enshrined in EU legislation related to chemicals, in line with Paragraph 
23 of the JPOI and Principle 15 of the Rio Declaration. In fact, the EU interpretation of the 
precautionary principle is judged to be stronger than the UN and US definition. 
 
Despite this, a 2013 EEA report545 finds that application of the precautionary principle has been 
opposed by strong vested interests in the EU, suggesting that actual impacts on policy making are 
limited by political dynamics. The report concludes with a number of recommendations emerging 
from an analysis of the historical application/or failure to apply, the precautionary principle.  These 
are summarised below (the reader is referred to the original report for further details):  
 

• Reduce delays between early warnings and actions; 
• Acknowledge complexity when dealing with multiple effects and thresholds;  
• Rethink and enrich environment and health research;  
• Improve the quality and value of risk assessments;  
• Foster cooperation between businesses, government and citizens; 
• Correcting market failures using the polluter pays and prevention principles; and 
• Improve governance of innovation and innovation in governance. 
 

The precautionary principle should be applied in the context of current decision-making processes on 
emerging issues, such as nanomaterials and endocrine disruptors.  
                                                      
 
 
545 EEA (2013) Late lessons from early warning: science precaution and innovation, EEA Technical Report No 1/2013, EEA, 
Copenhagen, Denmark 
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8.4.4 Contributing to International Chemical Governance 

From 2002 to 2012, the EU has played a pivotal role in promoting an international approach and 
governance on chemicals management, not least in making substantive and financial contributions to 
the negotiations on SAICM and the Minamata Convention on Mercury and contributing to significant 
progress under the Basel Convention, as well as supporting UNEP in promoting synergies between 
the PIC, POPs and Basel Conventions and furthering the objectives of these conventions. No 
immediate gaps were identified in this area.  
 
Future work will concern the on-going implementation of SAICM, as well as shifting into the 
implementation phase for the Minamata Convention on Mercury. 

 Gaps in EU Progress on Controlling Illegal Traffic  8.5

8.5.1 Controls on Illegal Traffic in Hazardous Chemicals and Products 

Under Regulation (EC) No 689/2008, the EU has specific measures in place to ensure compliance 
with requirements regarding international traffic in hazardous chemicals and products, including 
compliance measures. In addition, the EU has a range of legislation that serves to control and in some 
cases prohibit imports of hazardous chemicals, including REACH, the Plant Protection Products 
Regulation and the Biocidal Products Regulation. In addition, product legislation sets controls on 
hazardous chemicals in products that imply that traffic in non-compliance goods in the EU is illegal. 
RAPEX provides one tool for altering authorities to illegal traffic. As such, the EU is meeting 
obligations under the WSSD Chemical Goals in this area.  

8.5.2 Controls on Illegal Traffic in Hazardous Waste 

In meeting objectives for 2020 on controls of illegal traffic in hazardous wastes, the EU has adopted 
the Basel Convention and a ban on the export of hazardous waste to non-OECD countries. In addition, 
it has put in place coordination and cooperation mechanisms. Despite this, shipments of illegal waste 
are continuing from the EU, with approx. 400 illegal waste shipments reported by Member States 
between 2007 and 2009 and an increase in the number of illegal shipment detected from 2001 to 
2005. The significant adverse impacts on human health and the environment are evidence by the 2006 
Probo Koala case. Further efforts are therefore required to ensure compliance with legislation in 
place.     
 
In terms of gaps in mechanisms, there is no EU comprehensive alert system in case of illegal 
shipment of waste. In addition, a mechanism to monitoring transboundary movements of hazardous 
wastes is missing, making it difficult to assess policy impacts.  

 Gaps in Technical Assistance on Chemicals Management 8.6

The EU has provided funding for international chemicals management, both in terms of support for 
the negotiations and funding contributions for technical assistance. In addition, a range of projects are 
supported through bilateral assistance, both by the European Commission and by the individual 
Member States. Currently, technical assistance for chemicals management is available under the 2006 
ENRTP under EuropeAid. No specific gaps were identified.  
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9. Roadmap of EU Work Towards Achieving the WSSD 2020 
Chemical Goal, 2013 to 2020 

 
In developing the roadmap for EU work from 2013 to 2020 to achieve the 2020 WSSD Goal, we have 
included both existing commitments to review legislation and additional actions identified under this 
study as being important to achieving the WSSD 2020 Goal. We have done this in order to reflect the 
fact that a considerable bulk of the work on various aspects of chemicals management to be 
completed in the period 2013 to 2020 is already planned. By including existing commitments, we 
hope to make the roadmap more useful and realistic. Many of the gaps identified in section 8 are to be 
addressed, or at least considered, under actions that are already planned.    
 
Existing commitments include legal requirements for reporting on and reviewing legislation, 
including the possibility of amending legislation, as included in legal texts and in policy documents. 
We have not included deadlines for the implementation of objectives already contained within the 
legal acts, but rather focused on opportunities for strengthening legislation in order to address gaps. In 
identifying existing commitments, we have reviewed relevant legislative acts, as well as the 
workplans for the agencies involved in implementation. Deadlines drawn from legal acts are included 
in red in the roadmaps, while targets in policy documents are included in blue.  
 
Where we have included additional actions, they are drawn from the discussion in the gaps analysis in 
section 8. These are actions that have been identified as important in achieving the minimization of 
the adverse effects on human health and the environment of chemicals. Such proposed actions are 
included in green.  
 
It is important to state clearly that the actions outlined in the roadmaps result from the 
consultant’s analysis of EU progress and identification of gaps alone and do not represent the 
official views of DG Environment. Nor do the roadmaps signify any commitment on the part of 
the Commission to follow up on the actions proposed.  
 
In presenting the roadmap, we provide a number of figures focused on different aspects of chemicals 
management, broken down by theme in order to make them more presentable. As such, we provide 
roadmaps for:  
 

• REACH and CLP;  
• Plant protection products and biocidal products; 
• Heavy metals; 
• Occupational health and safety; 
• Hazardous waste management; 
• Cleaner production; 
• Clean products; 
• Emerging risks: EDCs and nanomaterials; and 
• Cross-cutting issues in chemicals management. 

 
Given the inter-relationships between these different aspects of chemical management, some of the 
actions are repeated across several roadmaps.  
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 Guide to interpreting the Roadmaps 9.1

 
In identifying existing commitments, we have reviewed relevant legislative 
acts, as well as the workplans for the agencies involved in the implementation 
of EU chemicals policies.  
 
Deadlines drawn from legal acts are included in red in the roadmaps.  
 
Targets in policy documents are included in blue. 
 
Additional actions that were identified through the indicator analysis as 
being important in achieving the 2020 Chemical Goal are included in green. 
 
 

 Roadmap of Actions on REACH and CLP  9.2

The first roadmap is presented in figure 43 below and provides deadlines and targets for actions on 
REACH and CLP. This includes deadlines from the two regulations, as well as targets put forward in 
the recent 2013 General Report on REACH. The roadmap stretches to 2021, in order to include the 
target for the evaluation of substances under the CoRAP. It is notable that a number of more general, 
non-target bound commitments to activities in support of REACH implementation are included in 
greater detail in the General Report on REACH, as well as in ECHA’s Multi-annual work programme 
for 2013-2015546. For the sake of brevity and clear presentation, these are not included here, but were 
touched upon in the gaps assessment under section 8. Of particular note, the General Report on 
REACH sets out a list of specific recommendations aiming to reduce the administrative burden of 
REACH by SMEs while maintaining their ability to fulfil all REACH obligations.  

  

                                                      
 
 
546 ECHA 2012, Multi-annual work programme 2013-2015, ECHA-MB/19/2012 final, Helsinki, Finland 
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Figure 43: Roadmap for actions on REACH and CLP, 2013-2020 

 

2013 

•Registration deadline for phase-in substances >100 t/y by 1 June (Art. 23(2)) 
•Clarify the relationship between OELs and DNELs in ECHA guidance and SDS 
•Review whether substances with EDC properties should still be authorised under REACH if a 

suitable safer alternative exists by 1 June 2013 (Art. 138(7)) 
•IA on nanomaterials, including poss. amendments of REACH Annexes. Possible draft 

implementing act by December 2013 
•Reduce the impact of REACH on SMEs - reduced registration fees and other actions 
•Annual update of the Community Rolling Action Plan (Art. 44(2)) 
•Improve awareness of REACH obligations and safety data sheets amongst downstream users 

2014 

•Review of whether a chemical safety assessment should be undertaken for <10 tonne CMRs 1 
and 2 by 1 June 2014 (Art. 138(1)) 

•Review registrations requirements for safeners and synergists of plant protection products, 14 
Dec  2014 

•Support for the identification of substances and efficient data sharing in the SIEF, gathering 
practical evidence 

•ECHA-COM report on non-animal test methods and strategies, by 1 June (Art. 117(3)). 
•Tests for physical hazards in accordance with the CLP Regulation to be carried out from 1 Jan 

2014 (Art. 8(5)) 
•Annual update of the Community Rolling Action Plan (Art. 44(2)) 

2015 

•Classification and labelling of mixtures to comply with the CLP Regulation by 1 June 2015 
•Review of registration requirements for ≥1-<10 t/yr substances and for polymers, possible 

proposal by 1 Jan 2015 
•Report on the effect of REACH on innovation, in particular in new technological areas, 1 Jan 

2015 
•Possibility of legal measures on  based on substance identification and "sameness" - based on 

solid evidence 
•MS reports on the operation of REACH, 1 June 2015 (Art. 117(3)) 
•Annual update of the Community Rolling Action Plan (Art. 44(2)) 

2016 

•Consider options for the development of rules and guidelines on the impact of chemicals on 
children, including test methods, test strategies and risk assessment methodology 

•ECHA report to the Commission on the operation of REACH, 1 June 2016 (Art. 117(3)). 
•Annual update of the Community Rolling Action Plan (Art. 44(2)) 
•Awareness raising on recognition of CLP hazard labels 
•Work with industry to voluntarily develop product packaging that is consistent with the relevant 

hazard message under CLP 
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2017 
•Second General Report on REACH (Art. 117(3)) 
•ECHA-COM report on non-animal test methods and strategies, by 1 June (Art. 117(3)). 
•Annual update of the Community Rolling Action Plan (Art. 44(2)) 
•Targeted awareness raising on Article 33 "right to know" amongst industry and citizens 

2018 
•Registration deadline for phase-in substances produced or imported in quantities of ≥ 1-<100 

t/yr, 31 May 2018  
•Review  2006 TNO recommendations for improving the treament of vulnerable groups in 

chemical risk assessment 
•Annual update of the Community Rolling Action Plan (Art. 44(2)) 

2019 

•Review exemptions from the Chemical Safety Assessment/Report for <10 tonnes substances by 
1 June 2019 (Art.138(1)) 

•Review possible extension of Article 33 to cover other dangerous substances, taking into 
account practical experience, proposing amendments if required, by 1 June 2019 (Art.138(8) 

•Review testing requirements of Section 8.7 of Annex VIII and propose amendments if required 
by 1 June 2019 (Art.138(9)) 

•Annual update of the Community Rolling Action Plan (Art. 44(2)) 

2020 
•Roadmap on SVHC: Assessment of all SVHC by 2020 
•ECHA-COM report on non-animal test methods and strategies, by 1 June (Art. 117(3)) 
•Annual update of the Community Rolling Action Plan (Art. 44(2)) 
•MS reports on the operation of REACH, 1 June 2015 (Art. 117(3)) 

2021 
•Complete evaluation of roughly 950 substances under the CoRAP 
•ECHA report to the Commission on the operation of REACH, 1 June 2021 (Art. 117(3)) 
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 Roadmap of Actions on Pesticides and Biocides 9.3

A roadmap of EU actions on pesticides and biocides is presented in figure 44 below. In terms of 
existing commitments, these are drawn from Regulation (EC) 1107/2009 on the marketing of plant 
protection products (PPPR), Directive 2009/128/EC on the sustainable use of pesticides (DSU) and 
the Biocidal Products Regulation (EU) 528/2012 (BPR). 
 
It should also be noted that EFSA is involved in on-going work providing independent scientific 
advice to the Commission on Maximum Residue Levels (MRLs) of pesticides in or on food and feed, 
as well as conducting the EU peer review of existing and new active substances used in plant 
protection products. EFSA’s Pesticides Unit in collaboration with Member States is reviewing the 
scientific basis of existing MRLs and performs consumer risk assessments to ensure that MRLs 
established in the past are compliant with the data requirements and are safe for consumers. In 
addition, EFSA publishes an Annual Report on Pesticide Residues, which presents the results of the 
yearly monitoring of pesticide residues in foodstuffs in the 27 EU Member States and the EFTA 
countries Norway and Iceland. 
 
Figure 44: Roadmap for actions on pesticides and biocidal products, 2013-2020 

 
 

2013 

•Entry into force of the provisions of the BPR, 1 September 2013 
•Commission ot draw up guidance on the definition of "similar conditions of use 

accorss the union" (BPR Art. 42) 
•Scientific criteria for the determination of endocrine-disrupting properties shall 

be specified by the Commission for biocidal products by 13 December 2013 (BPR 
Art 5(3)) 

•Commission shall present a draft of the measures concerning specific scientific 
criteria for the determination of ED properties under the PPPR by 14 December 
2013 (PPPR Annex II) 

•Commission to establish a list of PPP that are candidates for substitution by 14 
December 2013 (PPPR Art. 80) 

•Member States to report on the implementation of IPM by 30 June 2013 (DSU 
Art.14) 

2014 

•ECHA assumes responsibility for the Review Programme of existing biocidal 
active substances, 1 January 2014 

•Review REACH registrations requirements for safeners and synergists of plant 
protection products, 14 Dec 2014 

•Adopt a regulation by 14 December 2014 to establish a work programme for the 
gradual review of synergists and safeners on the market (PPPR Art. 26) 

•Commission report on the functioning of mutual recognition of authorisations, 
including possible amendments  by 14 December 2014 (PPPR Art. 82) 

•Commission report on the information communicated by the Member States on 
National Action Plans by 14 December 2014 (DSU Art. 4) 
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2015 

•Commission to report on how BPR is contributing to the sustainable use of biocidal 
products, including on the need to introduce additional measures, in particular for 
professional users, to reduce the risks posed to human health, animal health and the 
environment by biocidal products, and if relevant, submit a proposal (BPR Art. 18) 
 

2016 
•Commission report on the effects of the PPPR concerning data protection of tests and 

studies involving vertebrate animals, accompanied, if  necessary, by an appropriate 
legislative proposal, by 14 Dec 2016 (PPPR Art. 62) 
 

2017 
•Commission report on the application of Article 42 of BPR by 31 December 2017, 

assessing the exclusion of product-types 14, 15, 17, 20 and 21 from the Union 
authorisation (BPD Art.42) 
 

2018 
•Commission report on experience gained by Member States with the implementation  

of national targets, accompanied, if necessary, by appropriate legislative proposals, by 
14 Dec 2018 (DSU Art.4) 

2019 
•Consider extending the cut-off criteria for the authorisation of pesticides under PPPR 

to exclude from authorisation substances that are immunotoxic or neurotoxic 

2020 
•Reconsider the inclusion of mandatory reduction targets for pesticide use against a 

baseline year under the Directive on sustainable use of pesticides 
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 Roadmap of Actions on Heavy Metals 9.4

Heavy metals are a cross-cutting issue that reach across a range of legislation, including products 
legislation, OSH legislation, waste legislation, trade controls, emission controls and environment 
quality legislation. As such, the actions set out in the roadmap presented in figure 45 touch on a wide 
range of legislation.  
 
The majority of the actions proposed in the roadmap on heavy metals have been identified through the 
analysis under section 7, drawing on in depth studies on particular issues. In particular, tn proposing 
actions on mercury, we have drawn on the 2010 report by BioIntelligence that reviews progress under 
the Mercury Strategy and proposes a number of specific actions over a range of legislation. The most 
critical actions are included in the roadmap, but the reader is referred to the original report for greater 
detail.  
 
In addition, the on-going Sevilla Process through which the BREF are drafted is crucial for addressing 
emissions of mercury from industry. Under BREF reviews, participants should continue to address 
gaps in BAT-AELs for mercury by establishing ambitious limit values, as well as ensuring that details 
of state of the art substitute processes, abatement, monitoring and measurement techniques are 
included in relevant BREFs.  
 
Figure 45: Roadmap for actions on heavy metals, 2013-2020  

 

2013 

•Revision of lead limit values under the Toy Safety Directive 2009/48/EC, also 
consider limi tvalues for lead and arsenic 

•Move forward with the Commission proposal to amend Directive 2006/66/EC and 
ban cadmium and mercury in batteries and accumulators 

•Commission review of the Mercury Export Ban Regulation, 15 March 2013 

2014 

•Promote effective application of the IED, in particular the application of BAT-AELs 
in permit conditions 

•Reconsider options for defining ELV for mercury emissions from medium size and 
large coal combustion plants 

•Review the OLVs and associated biological limit values for lead under the CAD 
•Consider possible controls of uninternational cadmium in fertilisers  
•Consider maximum limit values for mercury in ambient air under the air policy 

review  

2015 

•Establish a legally-binding sunset date for all mercury cell chlo-alkali plants in the 
EU, not later than 2020 

•Ensure that dental amalgam is management in compliance with hazardous waste 
legislation in all EU Member States 

•Ban the use of mercury in product applications where substitutes exist  
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2016 
•Consider the possible phase out of dental amalgam by conducting a relevant 

impact assessment  
•Consider options for controlling mercury emissions from crematoria 

2017 

•Define a limit value for the mercury content in waste to be landfilled 
•Amend the acceptance criteria in Decision 2003/33/EC for landfills in order to 

exclude disposal of dental amalgam in landfills  
•Improve waste collection and sorting systems for waste containing mercury, in 

particular dental amalgam, button cell batteries, and electrical and electronic 
components. Possible establishment of a dedicated task force for mercury-
containing waste  

2018 
•Establish an EU registry of mercury contaminated sites 
•Public awareness-raising activities regarding mercury 

2019 
•Ban the import of elemental mercury and mercury compounds, with expections for 

R&D, medical and analysis, restoration of antiques and disposal processes.  
•Extend the stroage obligation to  obsolete mercury and mercury compounds 

recovered from other public and private sources 

2020 
•Extend the scope of the mercury export ban to: elemental mercury for medicinal 

purposes; all mercury compounds expect for R&D, medical analysis and restoration 
purposes; and mercury products not permitted on the EU market.  
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 Roadmap of Actions on Occupational Health and Safety  9.5

The roadmap for actions on chemicals-related occupational health and safety legislation is presented 
in figure 46 below. In addition to these actions, the list of indicative OLVs is also subject to on-going 
revision.  
 
Figure 46: Roadmap for actions on occupational health and safety, 2013-2020 

 
 

2013 

•Improve workers protection from R1A and 1B substances by their inclusion under the 
CMD 2004/37/EC  

•Formal clarification regarding the relationship between OELs and DNELs 
•Improve awareness of REACH obligations and safety data sheets amongst downstream 

users 

2014 

•Revise the binding OELs on lead and associated biological limit value for lead in blood 
under the Chemical Agents Directive 98/24/EC 

•Further work on test protocols for EDCs, including support for research under Horizon 
2020, with an agreed framework for risk assessment for the short term  

•Improve understanding of NM in the workplace, including exposures, measurement, 
protective measures, risk assessment and testing for risk assessment 

2015 

•Develop guidance on nanomaterials in the workplace 
•Develop guidance on EDCs in the workplace 
•Eliminate the exopsure of women of childbearing age to substances that are 

embryotoxic (R61) 

2016 

•Consider how to integrate risk assessment of exposure to chemical mixtures into 
workplace risk assessment 

•Further efforts under Recommendation 2003/670/EC to collect data on occupational 
disease related to chemical exposure at Member States level and collate comparable 
data in comprehensive EU databases 

2017-2020 

•Establish a regulatory framework or adapt the existing framework to ensure the 
protection of workers from nanomaterials in the workplace 

•Establish a regulatory framework or adapt the existing framework to ensure for the 
protection of workers from EDCs in the workplace 

•Implement 2006 TNO recommendations for improving the treament of vulnerable 
groups in chemical risk assessment for workplace exposure 
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 Roadmap of Actions on Hazardous Waste Management 9.6

Actions on hazardous waste management must be coupled with increased efforts to reduce the 
generation of hazardous wastes, in particular through the substitution of hazardous substances in 
products and processes and the implementation of priorities under the Roadmap to Resource 
Efficiency. The actions set out in figure 47 below focus on the management of hazardous waste, in 
particular  
 
Figure 47: Roadmap for actions on hazardous waste, 2013-2020 

 
 

2013 
•No specific actions foreseen 

2014 

•Commission to adopt criteria for the assessment of ‘equivalent conditions’ for 
treatment of WEEE by 14 February 2014 

•Establish a publically available EU database of hazardous waste sites 

2015 

•Strengthen procedures for the remediation of hazardous waste sites resutling 
from industrial activities under the IED  

•Increased efferts to become self-sufficient in hazardous waste treatment, by 
promoting the treatment of hazardous industrial waste at source  

2016-2020 

•Define a limit value for the mercury content in waste to be landfilled 
•Amend the acceptance criteria in Decision 2003/33/EC for landfills in order to 

exclude disposal of dental amalgam in landfills  
•Improve waste collection and sorting systems for waste containing mercury, in 

particular dental amalgam, button cell batteries, and electrical and electronic 
components. Possible establishment of a dedicated task force for mercury-
containing waste  
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 Roadmap of Actions on Cleaner Production 9.7

The roadmap of actions on cleaner production is presented in figure 48 below. As mentioned under 
the section on actions on heavy metals, the on-going Sevilla Process through which the BREF are 
drafted is crucial for addressing emissions of chemical substances from industry. Under BREF 
reviews, participants should continue to address gaps in BAT-AELs for hazardous chemicals by 
establishing ambitious limit values, as well as ensuring that details of state of the art substitute 
processes and substances, abatement, monitoring and measurement techniques are included in 
relevant BREFs.  
 

Figure 48: Roadmap of actions on cleaner production, 2013-2020 

 

2013 

•Identify emissions of hazardous substances from agro-industrial activities that are 
not currently covered by EU legislation and consider options for control 

•Start systematically addressing nanomaterials in the review of the BREF 

2014 

•Promote effective application of the IED, in particular the application of BAT-AELs 
in permit conditions 

•Reconsider options for defining ELV for mercury emissions from medium size and 
large coal combustion plants 

•Establish a publically available EU database of contaminated sites 

2015 

•Strengthen procedures for the remediation of hazardous waste sites resutling from 
industrial activities under the IED  

•Establish a legally-binding sunset date for all mercury cell chlo-alkali plants in the 
EU, not later than 2020 

•Increased efferts to become self-sufficient in hazardous waste treatment, by 
promoting the treatment of industrial hazardous waste at source  

2016-2020 

•Provide support for research into alternative substances and processes for the 
most hazardous substances in industrial production under Horizon 2020 

•Strengthen the push for the substitution of hazardous chemicals in industrial 
production processes through the prioritisation of safer alternatives and cleaner 
processes in the BREFs 
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 Roadmap of Actions on Clean Products 9.8

With regards to EU legislation on chemicals in products, the 7EAP sets out the overall objective of 
increasing coherence between different legislative acts and strengthening controls on hazardous 
chemicals in products in the period up until 2020. Figure 49 below summarises actions on chemicals 
in products that would contribute to minimizing effects on human health and the environment from 
chemicals. Actions on plant protection products and biocidal products are not included here.  
 
Figure 49: Roadmap of actions on clean products, 2013-2020 

 

 

2013 

•Revision of lead limit values under the Toy Safety Directive 2009/48/EC, also 
consider limi tvalues for lead and arsenic 

•IA for an EU registry to include information on nanomaterials in products, with a 
possible proposal by end of 2013 

•First of four consultations on new bans under the RoHS 2 directive, due to complete 
Nov 2013 

2014 

•Review of banned substances listed in annex II of RoHS, at a minimum, flame 
retardant HBCDD and phthalates DEHP, BBP and DBP, by 22 July 2014 (RoHS Art.6) 
(of note, HBCDD has been listed under Annex C of the Stockholm Convention and 
unintentional releases must therefore be minimised) 

•Consider a possible ban on the inclusion of SVHC in articles with which children 
come into contact 

•Revise legislation on food contact materials to include reference to the Commission 
definition on nanomaterials  

2015 

•Commission to review EDC in cosmetics when Community or internationally-agreed 
criteria for identifying the ED properties are available or at the latest by early 2015 
(Cosmetics Regulation Art.15) 

•Review of options for controlling hazardous chemicals in textiles, in particular 
textiles that children are likely to come into contact with 

•Ban the use of mercury in product applications where substitutes exist   

2016-2020 

•Provide support for research into alternative substances and processes for the most 
hazardous substances in industrial production under Horizon 2020 

•Strengthen the push for the substitution of hazardous chemicals in industrial 
production processes through the prioritisation of safer alternatives and cleaner 
processes in the BREFs 

•Review possible extension of Article 33 to cover other dangerous substances, taking 
into account practical experience, proposing amendments if required, by 1 June 
2019 (Art.138(8)) 
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 Roadmap of Actions on Emerging Risks 9.9

Figure 50 below sets out a range of actions on currently know emerging risks, including 
nanomaterials, endocrine disrupting chemicals and pharmaceutical products.  
 
Figure 50: Roadmap of actions on emerging risks, 2013-2020 

 
 

2013 

•Agree on a workable classification system for EDCs 
•Establish scientific criteria for the determination of endocrine-disrupting properties under the BPR & PPPR 

required by December 2013 
•IA for an EU registry on nanomaterials, including poss. amendments of REACH Annexes to strengthen 

infomration requirements for nanomaterials in registration dossiers, with a possible proposal by end of 2013 
•Start systematically addressing nanomaterials in the reviews of the BREF 
•Include reference to nanomaterials in List of Waste Decision 2000/532/EC 

2014 

•Establish a publically-accessible EU wide nanomaterial and nanoproduct inventory, including data 
on use, properties and environmental and safety issues 

•Revise legislation on food contact materials to include reference to the Commission definition on 
nanomaterials  

•Improve understanding of NM in the workplace, including exposures, measurement, protective 
measures, risk assessment and testing for risk assessment 

•Further work on test protocols for EDCs, including support for research under Horizon 2020, with 
an agreed framework for risk assessment for the short term  

•Work towards an agreed framework for risk assessment for nanomaterials, or groups of 
nanomaterials, including funding under Horizon 2020 

2015 

•Commission to review EDC in cosmetics when Community or internationally-agreed criteria for 
identifying the ED properties are available or at the latest by early 2015 (Cosmetics Regulation 
Art.15) 

•Develop guidance on nanomaterials in the workplace 
•Develop guidance on EDCs in the workplace 
•Review procedures for identifying priority substances under the Water Framework Directive to 

allow for the capture of nanomaterials suspected of widespread aquatic exposure 

2016 

•Require labelling of nanomaterials in products 
•Restrict dispersive uses of nanomaterials where there is evidence of environmental exposure 

and hazardous properties (either toxicity or ecotoxicity) 
•Strengthen legislation on the authorisation of medicinal products to require testing for 

ecotoxicity and to extend the environmental risk assessment to all stages of the life cycle 
 

2017-2020 

•Establish authorisation requirements for nanomaterials fulfilling certain hazard classes 
•Establish a regulatory framework for the protection of workers from nanomaterials in the 

workplace 
•Establish a regulatory framework for the protection of workers from EDCs in the workplace 
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 Roadmap of Actions on Cross-Cutting Issues  9.10

Finally, there are a number of cross-cutting issues in chemicals management that require attention 
from 2013 to 2020 in order to meet the WSSD 2020 chemical goal. Some of these cross-cutting 
aspects are hard to measure and open to interpretation, and as such, the use of goals and targets is less 
meaningful. For example, a strict application of the precautionary principle is hard to measure in 
itself, but rather applies to the assessment and management of risks, in particular emerging risks such 
as those considered in section 9.9 above, where information is limited. In addition, it is challenging to 
set goals regarding ensuring and increasing the transparency and independence of the bodies involved 
in chemicals management. For other cross-cutting issues, such as the consideration of exposure to 
mixtures of chemicals (chemical cocktail/combination effect) in risk assessment and management, 
interim goals can be set.  
 
Cross-cutting issues for which actions are proposed in figure 51 below include: managing chemical 
combination effects; risk assessment for vulnerable groups; transparency; awareness-raising on 
chemical issues; monitoring; and promoting stakeholder participation. 
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Figure 51: Roadmap of actions on cross-cutting issues, 2013-2020 

 

2013 

•Improve awareness of REACH obligations and safety data sheets amongst 
downstream users 

•Create an ad-hoc working group on chemical combination effects 
•ECHA to work to improve transparency  

2014 

•Develop by June 2014 technical guidelines to promote a consistent approach to the 
assessment of priority mixtures across the different pieces of EU legislation 

•Establish a publically available EU database of hazardous waste sites 
•Establish a publically available EU database of contaminated sites 

2015 

•Create a platform for chemical monitoring data to promote a coherent approach to 
the generation, collection, storage and use of data.   

•Improve understanding of the chemical mixtures to which people and the 
environment are exposed, including under Horizon 2020 

•Promote consistent and science-based approaches to the risk assessment of 
chemical mixtures at a global level  

•Commission to report on the risk assessment of chemical mixtures/combination 
effects by the end of June 2015 

2016 

•Consider options for the development of rules and guidelines on the impact of 
chemicals on children, including test methods, test strategies and risk assessment 
methodology 

•Integrating consideration of the chemical combination effect into all relevant  EU 
legislation, including process- and media-oriented forms of legislation, such as IED 
and the Water Framework Directive  

•Establishment of a common EU methodology and system for the continuous 
monitoring of POPs 

2017-2020 

•Targeted awareness raising on Article 33 "right to know" amongst industry and 
citizens in order to promote stakeholder participation 

•Improve the accessibility and usability of the publically accessible ECHA databases, 
incluyding targted awareness raising on chemical information sources  

•Review  2006 TNO recommendations for improving the treament of vulnerable 
groups in chemical risk assessment 
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Annex I: Table of EU legislation analysed under each Indicator  

Indicator  Legislative acts Non-legislative policies  Other activities  
1.Risk Assessment 2002 Dangerous Substances Directive 67/548/EEC, Dangerous Preparations 

Directive 1999/45/EC, Plant Protection Products Directive 91/414/EEC, 
Biocidal Products Directive 98/8/EC, Directive 2001/83/EC on the 
Community Code, Directive 2001/82/EC on Veterinary Products, 
Community Strategy on Endocrine Disruptors COM(1999)706, Directive 
86/609/EEC on animal experiments 

White Paper - Strategy for a future 
Chemicals Policy, COM(2001)88, final 

 

2003-12 REACH, CLP, Plant Protection Products Regulation (EC) No 1107/2009, 
Directive 2004/27/EC on Medicinal Products, Biocidal Products Regulation 
(EU) No 528/2012, Directive 2010/63/EU on animal experiments, Pesticide 
EU Maximum Residue Levels Regulation (EC) No 396/2005  

Commission Recommendation 
2011/696/EU on nanomaterials, 
Communication on the Second 
Regulatory Review on Nanomaterials 
COM(2012) 572 final, CA/59/2008 
rev.1, CA/90/2009 Rev2, Commission 
Staff Working Paper (2012) 288 final, 
3/10/2012 on the types and uses of 
nanomaterials, including safety aspects 

1st & 2nd CoRAP 

2.Information 
availability, 
awareness raising 
and training 

2002 Commission Decision 2000/479/EC on the implementation of a European 
pollutant emission register (EPER), Council Directive 96/61/EC concerning 
integrated pollution prevention and control,  Classification, packaging and 
labelling of dangerous substances Council Directive 67/548/EEC 

 European Chemical 
Substance Information 
System 

2003-12 European Pollutant Release and Transfer Register Regulation (EC) No 
166/2006, REACH, Plant Protection Products Regulation (EC) No 
1107/2009, Pesticide EU Maximum Residue Levels Regulation (EC) No 
396/2005, Biocidal Products Regulation (EU) No 528/2012, IPPC Directive 
2008/1/EC, Industrial emission Directive 2010/75/EU, Waste Framework 
Directive 2008/98/EC, Financial Instrument for the Environment (LIFE+) 
Regulation (EC) No 614/2007, Aarhus Regulation (EC) 1367/2006, 
Sustainable Use Directive 2009/128/EC  

 European Pollutant Release 
and Transfer Register (E-
PRTR) 

3.GHS 2002 Dangerous Substances Directive 67/548/EEC, Dangerous Preparations 
Directive 1999/45/EC 

  

2003-12 CLP Regulation (EC) No 1272/2008, REACH   
4.Chemicals 
Management 
Infrastructure 

2002 Regulation (EC) No 2062/94 for EU-OSHA, Regulation 178/2002 for  
EFSA 

  

2003-12 Regulation (EC) No 401/2009 for EEA, CLP Regulation (EC) No 1272/2008, 
REACH, Regulation 1907/2006 for ECHA 

  

5.a. Research 2002 Decision 182/1999/EC adopting the Fifth RTD Framework Programme, 
1998-2002, Decision No 1999/65/EC adopting the rules governing 

Sustainable Development Strategy 
(2001), Community Strategy for 
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Indicator  Legislative acts Non-legislative policies  Other activities  
participation and the dissemination of results Endocrine Disrupters (1999) 

2003-12 Decision 1513/2002/EC adopting the Sixth Framework Programme, 
Regulation (EC) No 2321/2002 on the rules governing participation and 
the dissemination of results, Decision No 1982/2006/EC  adopting the 
Seventh Framework Programme, Regulation (Ec) No 1906/2006 on the 
rules governing participation and the dissemination of results, Quality of 
petrol and diesel fuels Directive 98/70/EC 

European Environment and Health 
Action Plan (2004), Thematic Strategy 
on Air Pollution (2005), Thematic 
Strategy on Urban Environment (2004) 

 

5.b. Monitoring 2002 IPPC Directive  96/61/EC, Urban Waste Water Directive 91/271/EEC, 
Drinking Water Directive 98/83/EC, Water Framework Directive 
2000/60/EC, Biocidal Products Directive 98/8/EC, PCB Directive 96/59/EC, 
Landfill Directive  1999/31/EC, Quality Water Council Directive 98/83/EC, 
Protection of the health and safety of workers from the risks related to 
chemical agents at work Council Directive 98/24/EC, Young people at 
work Council Directive 94/33/EC, Council Directive 92/104/EEC, Council 
Directive 89/686/EEC, Directive 94/9/EC, Framework legislation on food 
Regulation (EC) No 178/2002, Contaminants and residues in food 
Regulation 315/93/EEC, Medicinal products Directive 2001/83/EC, 
Medical Devices,  Council Directive 93/15/EEC , Council Directive 
93/42/EEC 

  

2003-12 IPPC Directive 2008/1/EC, European Pollutant Release and Transfer 
Register (PRTR) Regulation (EC) No 166/2006, Industrial emissions 
Directive 2010/75/EU, Bathing Water Directive 2006/7/EC, Groundwater 
Directive 2006/118/EC, EQS Directive 2008/105/EC, QAQC Directive 
2009/90/EC, Biocidal Products Regulation (EU) No 528/2012, The 
classification, labelling and packaging Regulation (EC) No 1272/2008, 
Pesticide EU Maximum Residue Levels  Regulation (EC) No 396/2005, 
Implementing Regulation (EU) No 788/2012 on the Coordinated 
Monitoring Programme, Persistent organic pollutants Regulation (EC) No 
850/2004, Ozone layer Regulation (EC) No 1005/2009, Waste framework 
legislation Directive 2008/98/EC, Marine Strategy Framework Directive 
2008/56/EC, Seveso III Directive 2012/18/EC, Ambient air quality and 
cleaner air for Europe Directive 2008/50/EC, Arsenic, cadmium, mercury, 
nickel and polycyclic aromatic hydrocarbons in ambient air Directive 
2004/107/EC, Protection of workers from the risks related to exposure to 
carcinogens or mutagens at work Directive 2004/37/EC, Materials in 
contact with food Framework Regulation EC 1935/2004, Feedstuffs 
Regulation (EC) No 1831/2003, Framework Regulation on medicinal 
products (EC) No 726/2004, Cosmetics Regulation (EC) No 1223/2009, 
Detergents Regulation (EC) No 648/2004, Fertilisers Regulation (EC) No 

Proposal for a Directive amending the 
WFD and EQSD, COM(2011) 876 final 
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Indicator  Legislative acts Non-legislative policies  Other activities  
2003/2003, Paints Directive 2004/42/CE, Drug precursors Regulation (EC) 
No 273/2004, EU Ecolabel Regulation (EC) No 66/2010, Inland Transport 
of Dangerous Goods Directive 2008/68/EC 

6. Substitution and 
Phase Out 

2002 Plant protection products Directive 91/414/EEC, Biocidal products 
Directive 98/8/EC, Motor fuels Directive 98/70/EC, Cosmetics products 
Directive 76/768/EEC, Directive 2009/128/EC establishing a framework for 
Community action to achieve the sustainable use of pesticides 

  

2003-12 REACH, Food contact materials Regulation (EC) No 1935/2004   
7. Cleaner Production 
and Cleaner Products 

2002 IPPC Directive 96/61/EC, SEVESO II Directive 96/82/EC, Solvents Directive 
1999/13/EC, Incineration Directive 2000/76/EC, LCP Directive 2001/80/EC, 
EMAS Regulation (EC) 761/2001, Biodegradation of Surfactants Directive 
73/404/EEC, Cosmetic products Directive 76/768, Safety of toys Directive 
88/378/EEC, Dangerous substances Directives 67/548/EEC, Dangerous 
preparation Directive 88/379/EEC, Construction Products  Directive 
89/106/EEC, Food contact materials Directive 89/109/EEC, Packaging and 
packaging waste Directive 94/62/EC, Placing on the market of biocidal 
products Directive 98/8/EC, General product safety Directive 2001/95/EC 
& repealing Directive 92/59/EC, Tobacco Products Directive 2001/37/EC, 
Directive 2002/95/EC  (ROHS) Directive, Eco-label Regulation (EC) No 
1980/2000 

  

2003-12 Industrial Emission Directive 2010/75/EC, Seveso II Directive 2003/105/EC, 
Seveso III Directive 2012/18/EC, Decision 2009/251/EC, Detergents 
Regulation (EC) No 648/2004 and Regulation (EU) No 259/2012, New toys 
Directive 2009/48/EC, Marketing of construction products Regulation (EU) 
No 305/2011, Regulation (EC) No 1907/2006 (REACH), Biocidal products 
Regulation (EU) No 528/2012, EU ecolabel Regulation (EC) No 66/2010, 
CLP Regulation (EC) No 1272/2008, Directive 2011/65/EU (ROHS RECAST), 
Regulation (EC) No 1221/2009 (EMAS III), Cosmetic products Regulation 
(EC) No 1223/2009, Food contact materials Regulation (EC) No 1935/2004,  
Plastic materials Commission Regulation (EU) No 10/2011 

RAPEX Guidelines (2004) for general 
product safety, Guideline on reporting 
on tobacco product ingredients (2007), 
BREF documents 

European Pollutant Release 
and Transfer Register, eMARS 
database 

8. Hazardous Waste 
Management and 
Minimisation 

2002 Council Directive 75/442/EEC on waste, Council Directive 91/689/EEC on 
hazardous waste, List of waste Commission Decision 2000/532/EC, Waste 
oil Council Directive 75/439/EEC, ELV Directive 2000/53/EC, WEEE 
Directive 2002/96/EC, Supervision and control of shipments of waste 
Regulation (EEC) No 259/93, Waste batteries and accumulators Directive 
91/157/EEC, Waste from titanium dioxide industry Council Directive 
78/176/EEC, Surveillance and monitoring of titanium dioxide waste 
Directive 82/883/EEC, Simplification of the Titanium Dioxide Directives 
Directive 92/112/EEC, Sewage sludge  Directive 86/278/EEC, Waste water 
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Indicator  Legislative acts Non-legislative policies  Other activities  
treatment Directive 91/271/EEC, Landfill of waste Directive 1999/31/EC 

2003-12 Directive 2006/12/EC on waste, Waste Framework Directive 2008/98/EC, 
CLP Regulation No 1272/2008, ELV Directive 2011/37/EU, Directive 
2011/65/EU (ROHS RECAST), Batteries and accumulators waste Directive 
2006/66/EC, Environmental Liability Directive 2004/35/EC, Landfill of 
waste  Directive 2011/97/EU 

Guidance document on waste 
prevention programmes (2012), 
communication on integrated product 
policy ‘building on environmental life-
cycle thinking’ (2003), roadmap to 
resource efficiency (2011) 

European Pollutant Release 
and Transfer Register 

9. Sound Agricultural 
Practice 

2002 Authorisation of plant protection products (PPPs) Directive 91/414/EEC, 
Nitrates Directive 91/676/EEC 

Communication ‘Towards a Thematic 
Strategy on the Sustainable Use of 
Pesticides’  COM/2002/0349 final 

 

 

2003-12 Sustainable use of pesticides and its Implementation Framework Directive 
2009/128/EC, Authorisation of Plant Protection Products on the market 
Regulation (EC) No 1107/2009, Statistics on pesticides Regulation (EC) No 
1185/2009,  machinery for pesticide application Directive 2009/127/EC, 
Organic production and labelling of organic products Regulation (EC) No 
834/2007, Fertilisers Regulation (EC) No 2003/2003, Priority Substances 
Directive 2008/105/EC 

Guidance document for establishing 
IPM principles, Proposal for a 
DIRECTIVE amending Directives 
2000/60/EC and 2008/105/EC as 
regards priority substances in the field 
of water policy /* COM/2011/0876 
final - 2011/0429 (COD) */ 

FP7-funded Innovative Crop 
Protection for Sustainable 
Agriculture (PURE) project, 
ENDURE Network 

10. Occupational 
Health and Safety 

2002 OSH Framework Directive 89/391/EEC, Chemical agents Directive 
98/24/EC, Young people at work Directive 94/33/EC, Pregnant workers 
Directive 92/85/EEC, Exposure to asbestos Directive 83/477/EEC 

  

2003-12 Exposure to carcinogens and mutagens at work Directive 2004/37/EC, lists 
of indicative occupational exposure limit values for chemical agents at 
work Directives 2009/161/EC, Directives 2006/15/EC, Directives 
2000/39/EC, Exposure to asbestos at work Directive 2009/148/EC, REACH,  

  

11. Rotterdam 
Convention 

2002 Export and import of certain dangerous chemicals Regulation (EEC) No 
2455/92 

  

2003-12 Export and import of dangerous chemicals Regulation (EC) No 304/2003, 
Council Decision 2006/730/EC on ratification of the Rotterdam 
Convention, Export and import of dangerous chemicals Regulation (EC) No 
689/2008, new Regulation (EU) No 649/2012, REACH and CLP Regulations 

 EDEXIM,  

12. Stockholm 
Convention 

2002 Waste Directive 91/689/EEC Community Strategy for Dioxins, Furans 
and Polychlorinated Biphenyls (PCBs) 
(2001) 

 

2003-12 Council Decision 259/2004/EC on ratification of the Aarhus Protocol, 
Council Decision 2006/507/EC on ratification of the Stockholm 
Convention, Persistent organic pollutants Regulation (EC) No 850/2004, 
Persistent organic pollutants Regulation (EU) No 756/2010, PIC Regulation 
(EC) No 689/2008, as recast under Regulation (EU) No 649/2012, REACH 

Commission Staff Working Document, 
Community Implementation Plan for 
the Stockholm Convention on POPs, 
SEC (2007) 341 
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Indicator  Legislative acts Non-legislative policies  Other activities  
Regulation, Waste Framework Directive 2006/12/EC 

13. Heavy Metals 2002 IPPC Directive 96/61/EC, Mercury emissions Directive 84/360/EEC, Limit 
values and quality objectives for mercury discharges Directive 
82/176/EEC, Amalgam waste from dental care as hazardous waste 
Commission Decision 2000/532/EC, Ambient air quality assessment and 
management Council Directive 96/62, Water Framework Directive 
2000/60/EC, Regulation (EC) No 466/2001 as regards heavy metals, 
Regulation (EC) No 466/2001 setting maximum levels for certain 
contaminants in foodstuffs 

BAT Reference Documents (BREFs)  

2003-12 IED Directive 2010/75/EU, Banning of exports of metallic mercury 
Regulation (EC) No 1102/2008, Restrictions on the marketing of certain 
measuring devices containing mercury Directive 2007/51/EC, 
Environmental Quality Standards Directive 2004/107/EC, EQS Directive 
2008/105/EC9, Export and import of dangerous chemicals Regulation (EC) 
No. 304/2003, Heavy metals Regulation (EC) No 78/2005, Heavy metals 
Regulation (EC) No 221/2002  

“Communication from the Commission 
to the European Parliament and the 
Council on the review of the 
Community strategy concerning 
mercury” COM(2010) 723 final   

 

14. Right to Know 
and Stakeholder 
Participation 

2002 Freedom of access to information on the environment  Council Directive 
90/313/EEC, Dangerous substances Directive 67/548/EEC 

Commission White Paper on Chemicals 
Policy of 13 February 2001 

 

2003-12 Public access to environmental information Directive 2003/4/EC, Public 
participation Directive 2003/35/EC, Application of the Aarhus Convention 
Regulation (EC) 1367/2006, REACH Regulation, Seveso III Directive, 
Directive 2009/128/EC 

  

15. Partnerships and 
Voluntary Initiatives 

2002 Eco-label Regulation (EC) No 1980/2000 EMAS Regulation (EC) 761/2001   
2003-12 EMAS Regulation (EC) No 1221/2009, Eco-label Regulation (EC) No 

66/2010 
 ETAP  Environmental 

Technologies Action Plan 
16. Precautionary 
Approach 

2002 Water Framework Directive 2000 /60/EC Communication on the precautionary 
principle (2000) 

 

2003-12 Treaty of Lisbon (2007), REACH Regulation, Plant Protection Products 
Regulation (EU) No 1107/2009, Biocides Regulation (EU) No 528/2012, 
EQS Directive 2008/105/EC, Waste Directive 2008/98/EC 

  

17. International 
Chemicals 
Governance 

2002 Council Decision 93/98/EEC on Basel Convention on the control of 
transboundary movements of hazardous wastes, and amendments in 
Council Decision 97/640/EC,   

  

2003-12 Council Decision 259/2004/EC ratification of the Aarhus Protocol, Council 
Decision 2006/507/EC ratification of the Stockholm Convention, Persistent 
organic pollutants Regulation (EC) No 850/2004, Persistent organic 
pollutants Regulation (EU) No 756/2010, PIC Regulation (EC) No 689/2008, 
as recast under Regulation (EU) No 649/2012 

  

18. Illegal Traffic in 2002 General product safety Directive 2001/95/EC, Biocidal Products Directive  RAPEX system 
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Indicator  Legislative acts Non-legislative policies  Other activities  
Hazardous Chemicals 
and Products 

98/8/EC, Plant Protection Products Directive 1991/414/EEC OECD Network on Illegal 
Traffic in Chemicals 

2003-12 REACH Regulation, Biocidal Products Directive 98/8/EC, Biocides 
Regulation (EU) No 528/2012, PIC Regulation (EC) No 689/2008, Plant 
Protection Products Regulation (EC) No 1107/2009  

  

19. Illegal traffic in 
hazardous wastes 

2002 Council Decision 93/98/EEC on Basel Convention on the control of 
transboundary movements of hazardous wastes, and amendments in 
Council Decision 97/640/EC,  supervision and control of shipments of 
waste Council Regulation 259/93/EEC, Common rules and procedures to 
apply to shipments Council Regulation 1420/1999/EC, Commission 
Regulation 1547/1999/EC on shipments of certain types of waste, control 
procedures, Commission Decision 94/774/EC, Commission Decision 
1999/412/EC, Hazardous waste Council Directive 91/689/EEC, Directive 
2000/59/EC port reception facilities, Animal By-products Regulation 
1774/2002/EC 

  

2003-12 Shipments of waste Regulation 1013/2006/EC, Green listed waste 
Commission Regulation 135/2012/EU, Additional mixtures of waste 
Commission Regulation 664/2011/EC, Mixtures of waste and VI on pre- 
consented recovery facilities Commission Regulation 308/2009/EC, 
Commission Regulation 1379/2007/EC, Commission Regulation 
669/2008/EC, Commission Regulation 1418/2007/EC, Commission 
Regulation 740/2008/EC, Commission Regulation 967/2009/EC, 
Commission Regulation (EC) No 837/2010, Commission Regulation 
801/2007/EC, Waste Framework Directive 2006/12/EC, Council Directive 
2006/117/EURATOM  

 “Rapid Alert System for Food 
and Feed” system, Waste 
Shipment Helpdesk and 
Forum (2010), Capacity 
Building Activities and 
Monitoring E-waste Exports 
from the EU to West Africa 

20. Technical 
Assistance and 
capacity building  

2002 Regulation 259/93 Basel Convention   
2002 Regulation (EC) No 1905/2006 establishing a financing instrument for 

development cooperation, Regulation (EC) No 304/2003 on Rotterdam 
Convention, Persistent organic pollutants Regulation (EC) No 850/2004,  

2010 Annual Action Programme  for 
Implementing the Thematic 
Programme for the Environment and 
the Sustainable Management of 
Natural Resources including Energy 
(ENRTP) 

Thematic programme for 
environment and the 
sustainable management of 
natural resources, including 
energy (ENRTP) 
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Annex II: Requirements in EU legislation to monitor chemicals in 
the environment, products and in an occupational setting 

                                                      
 
 
547 Regulation (EC) No 1272/2008 European Parliament and of the Council of 16 December 2008 on classification, labelling 
and packaging of substances and mixtures, amending and repealing 
Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006 
548 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing 
of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC, OJ L 309, 
24.11.2009, p. 1. 
549 Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on maximum residue 
levels of pesticides in or on food and feed of plant and animal origin and amending Council Directive 91/414/EEC, OJ L 70, 
16.3.2005, p. 1. 
550 Directive 98/8/EC of the European Parliament and of the Council of 16 February 1998 on the placing on the market of 
biocidal products, OJ L123, 24.4.1998, p. 1. 
551 Regulation (EC) 528/2012  of the European Parliament and of the Council concerning the placing on the market and use 
of biocidal products  
552 Regulation (EC) No 850/2004 of the European Parliament and of the Council of 29 April 2004 on persistent organic 
pollutants and amending Directive 79/117/EEC, OJ L 158, 30.4.2004, p.7. 

Monitoring requirements 
General chemical control legislation   
The classification, labelling and 
packaging Regulation547 

Article 138(1) of REACH requires a review by June 2019 to assess whether or not 
to apply the obligation to perform a CSA (and document it in a CSR) to 
substances not subject to registration or subject to registration but 
manufactured or imported in quantities of less than 10 tonnes a year.  

Plant protection products and biocides Monitoring mechanisms are in place for all of the legislative acts covered in this 
group. 

Regulation concerning the placing of 
plant protection products on the 
market548 

The Commission to review the approval of an active substance at any time. It 
shall take into account the request of a Member State to review, in the light of 
new scientific and technical knowledge and monitoring data, the approval of an 
active substance. It shall inform the Member States, EFSA and the producer of 
the active substance. Moreover, Member States may review an authorisation 
for a plant protection product at any time where there are indications that the 
requirements necessary for an authorisation are no longer satisfied. 

Regulation on maximum residue levels 
of pesticides in or on food and feed of 
plant and animal origin549 

The Regulation states that the residues of active substances in products of plant 
and animal origin arising from unauthorised use or from environmental 
contamination or from use in third countries should be carefully controlled and 
monitored by the Member States. MRLs for pesticides should also be continually 
monitored and changed to take account of new information and data. 

• annual monitoring of MRLs by Member States 
• publication on the internet of the monitoring results concerning 

residues on food and feedstuffs.  
• all individual data should include the place of collection and the names 

of retailers, traders and/or producers, respectively. 
Directive on the placing on the market of 
biocidal products550 

Member States shall make the necessary arrangements for the monitoring of 
biocidal products and treated articles which have been placed on the market to 
establish whether they comply with the requirements of this Regulation. Regulation concerning the placing on the 

market and use of biocidal products551. 
Regulation on persistent organic 
pollutants552 

• Establishment of monitoring mechanisms at national and EU level for 
the presence of dioxins, furans and PCBs in the environment.  
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553 Council Directive 96/59/EC of 16 September 1996 on the disposal of polychlorinated biphenyls and polychlorinated 
terphenyls (PCB/PCT), OJ L 243, 24.9.1996, p. 31. 
554 Regulation (EC) No 1005/2009 of the European Parliament and of the Council of 16 September 2009 on substances that 
deplete the ozone layer (recast), OJ L 286, 31.10.2009, p. 1. 
555 Directive 2008/98/EC of the European Parliament and of the Council of 19 November 2008 on waste and repealing 
certain Directives, OJ L 312, 22.11.2008, p. 3. 
556 Council Directive 99/31/EC of 26 April 1999 on the landfill of waste entered into force on 16.07.1999 
557 Directive 2000/60/EC of the European Parliament and of the Council of 3 October 2000 establishing a framework for 
Community Action in the field of water policy, OJ L 327, 22.12.2000, p. 1. 
558 Directive 2008/105/EC  of the European Parliament and the Council on environmental quality standards in the field of 
water policy, amending and subsequently repealing Council Directives 82/176/EEC, 83/513/EEC, 84/156/EEC, 84/491/EEC, 
86/280/EEC and amending Directive 2000/60/EC 

• The POPs Regulation provides in its Article 9 for a monitoring system: 
the Commission and the Member States to establish appropriate 
programmes and mechanisms, for the regular provision of comparable 
monitoring data on the presence of dioxins, furans and PCBs in the 
environment. 

PCB Directive553 • Member States to inventory all equipment containing PCBs, and to 
provide summaries of the inventories to the Commission.  

• PCB disposal facilities to ‘keep registers of the quantity, origin, nature 
and PCB content of used PCBs delivered to them.’  

• Member States must ‘ensure that the competent authorities monitor 
the quantities of which they are notified.’ 

Regulation on substances that deplete 
the ozone layer554 

• Monitoring of controlled and new substances, and decommissioning 
of equipment already on the market which uses them 

• detailed rules for inspection and leakage monitoring, and recovery and 
destruction of used controlled substances.  

Waste 
Waste framework legislation555 • The requirements in relation to the monitoring of waste treatment 

activities shall be specified in the permit.  
• The permit shall set out the quantities and types of waste that may be 

treated, the methods that may be used, and provisions for monitoring 
and reporting. 

Landfill Directive556 1999/31/EC • Operators are obliged to carry out a control and monitoring 
programme in the operational phase and report results to the 
competent authority 

• Should significant adverse environmental effects be revealed by 
monitoring, they must be reported to the competent authorities, who 
may then determine corrective measures 

• monitoring of surrounding downstream and upstream surface waters 
and groundwater, as well as emissions from landfills in the form of 
leachate and gas, with the aim of identifying emissions of specific 
parameters. 

Water 
Water Framework Directive557 • Member States must carry out: 

o surveillance monitoring  
o operational monitoring programmes and where relevant,  
o investigative monitoring 

• In terms of the quality elements to monitor, Member States must 
monitor all priority substances and other pollutants discharged in 
significant quantities  in water bodies (surface and groundwater as 
well as point sources). 

EQS in the Field of Water Pollution558 • On the basis of the monitoring data required by the Water Framework 
Directive, the need for additional controls will be reviewed. 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:32008L0105:EN:NOT
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559 Proposal for a Directive of the European Parliament and of the Council amending Directives 2000/60/EC and 
2008/105/EC as regards priority substances in the  field of water policy, COM(2011) 876 final 
560 Commission directive 2009/90/EC of 31 July 2009 laying down, pursuant to Directive 2000/60/EC of the European 
Parliament and of the Council, technical specifications for chemical analysis and monitoring of water status 
561  Council Directive 98/83/EC on the quality of water intended for human consumption 
562 Council Directive 91/271/EEC of 21 May 1991 concerning urban waste-water treatment 
563 Directive 2006/7/EC of the European Parliament and of the Council of 15 February 2006 concerning the management 
of bathing water quality and repealing Directive 76/160/EEC 
564 Directive 2006/118/EC on the protection of groundwater against pollution and deterioration, OJ L 372, 27.12.2006, p. 
19. 

• Member States to arrange for the long-term trend analysis of 
concentrations of those priority substances that tend to accumulate in 
sediment and/or biota. 

• The frequency of monitoring should provide sufficient data for a 
reliable long-term trend analysis and should as a guideline take place 
every three years.  

• Arrangement of long-term monitoring furthermore entails a 
responsibility on Member States to take measures that such 
concentrations do not significantly increase in sediment and/or 
relevant biota. 

Proposal for a Directive amending the 
WFD and EQSD559 

• provisions to improve the efficiency of monitoring and the clarity of 
reporting with regard to certain substances behaving as ubiquitous 
persistent, bioaccumulative and toxic (PBT) substances; 

• provision for a watch-list mechanism designed to allow targeted EU-
wide monitoring of substances of possible concern to support the 
prioritisation process in future reviews of the priority substances list.  

Technical specifications for chemical 
analysis and monitoring of water 
status560 

• Minimum performance criteria for methods of analysis to by applied 
by Member States when monitoring water, sediment and biota, as 
well as rule for demonstrating the quality of analytical results, with the 
aim of ensuring the comparability of chemical monitoring results 

Quality of water intended for human 
consumption561 

• Parametric values for chemicals in drinking water and uses exposure 
data generated through monitoring to ensure compliance. 

• Additional monitoring should be carried out for substances for which 
no parametric value has been set if there is reason to suspect that 
they are present in volumes that constitute a potential danger to 
human health 

Urban Waste Water Directive562  • Monitoring requirements that apply for the verification of the 
following parameters: biochemical oxygen demand without 
nitrification, chemical oxygen demand, total suspended solids, total 
phosphorus, total nitrogen) such as minimum annual number of 
samples.  

• Monitoring covers biochemical oxygen demand without nitrification, 
chemical oxygen demand, total suspended solids, total phosphorus 
and total nitrogen. 

Bathing Water Directive 563 • Member States must monitor the bathing waters every year  
• Two main parameters for analysis (intestinal enterococci and 

escherichia coli) are defined, instead of nineteen in the previous 
Directive. These parameters will be used to monitor and assess the 
quality of bathing waters and to classify them. 

Groundwater Directive564 • Monitoring requirements for groundwater are laid down in Annex II of 
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565 Directive 2008/56/EC establishing a framework for Community action in the field of marine environmental policy, OJ L 
164, 25.6.2008, p. 19. 
566 Directive 98/83/EC on the quality of water intended for human consumption 
567 Directive 2012/18/EU of the European Parliament and of the Council of 4 July 2012 on the control of major-accident 
hazards involving dangerous substances, amending and subsequently repealing Council Directive 96/82/EC Text with EEA 
relevance 
568 Directive 2010/75/EU of the European Parliament and of the Council of 24 November 2010 on industrial emissions 
(integrated pollution prevention and control), OJ L 334, 17.12.2010, p. 17. 

the Water Framework Directive. 
Marine Strategy Framework Directive – 
MSFD)565 

• Member States to set up and implement coordinated monitoring 
programmes for the ongoing assessment of the environmental status 
of their marine waters.  

• MSFD provides feed-back on monitored levels of hazardous 
substances in the aquatic environment.  

Drinking water Directive566 • Member States to regularly monitor their drinking water quality and 
provide consumers with adequate and up-to-date information on the 
drinking water quality. 

• Additional monitoring should be carried out for substances for which 
no parametric value has been set if there is reason to suspect that 
they are present in volumes that constitute a potential danger to 
human health. 

Emissions from industrial installations 
Seveso III567 • Article 20 requires Member States to set up a system of inspections of 

establishments to ensure compliance.  
Industrial Emissions Directive568 • The Industrial Emissions Directive subjects industrial installations to 

environmental inspections by the competent authorities of the 
Member States.  

• General requirements to monitor the emissions from IPPC installations 
and specific monitoring requirements to monitor the emissions from 
large combustion plants, waste incineration and co-incineration 
plants, installations and activities using organic solvents and 
installations producing titanium dioxide. 

Air related legislation  
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569 Directive 2008/50/EC of the European Parliament and of the Council of 21 May 2008 on ambient air quality and cleaner 
air for Europe, OJ L 152, 11.6.2008, p. 1. 
570 Directive 2004/107/EC of the European Parliament and of the Council of 15 December 2004 relating to arsenic, 
cadmium, mercury, nickel and polycyclic aromatic hydrocarbons in ambient air, OJ L 23, 26.1.2005, p. 3. 
571 Council Directive 98/24/EC of 7 April 1998 on the protection of the health and safety of workers from the risks related 
to chemical agents at work (fourteenth individual Directive within the meaning of Article 16(1) of Directive 89/391/EEC), OJ 
L 131, 5.5.1998, p. 11. 
572 Directive 2004/37/EC of the European Parliament and of the Council of 29 April 2004 on the protection of workers from 
the risks related to exposure to carcinogens or mutagens at work (Sixth individual Directive within the meaning of Article 
16(1) of Council Directive 89/391/EEC) , OJ L 158, 30.4.2004, p. 50. 
573 Council Directive 94/33/EC of 22 June 1994 on the protection of young people at work, OJ L 216, 20.8.1994, p. 12. 
574 Council Directive 92/104/EEC of 3 December 1992 on the minimum requirements for improving the safety and health 
protection of workers in surface and underground mineral-extracting industries (twelfth individual Directive within the 
meaning of Article 16 (1) of Directive 89/391/EEC), OJ L 404, 31.12.1992, p. 10. 
575 Council Directive 89/686/EEC of 21 December 1989 on the approximation of the laws of the Member States relating to 
personal protective equipment, OJ L 399, 30.12.1989, p. 18. 
576 Directive 94/9/EC of the European Parliament and the Council of 23 March 1994 on the approximation of the laws of 
the Member States concerning equipment and protective systems intended for use in potentially explosive atmospheres, 
OJ L 257, 10.10.1996, p. 44. 

Ambient air quality and cleaner air for 
Europe569 

• Rules on the monitoring, assessment and management of ambient air 
quality. 

Arsenic, cadmium, mercury, nickel and 
polycyclic aromatic hydrocarbons in 
ambient air570 

• Monitoring requirements for mercury. 

OHS legislation  
Protection of the health and safety of 
workers from the risks related to 
chemical agents at work571 

• CAD requires the employer to monitor against relevant IOELVs and 
also to ensure health surveillance if relevant.  

Protection of workers from the risks 
related to exposure to carcinogens or 
mutagens at work572 

• Health surveillance is required for the CMD. 

Young people at work573 • The employer to involve the protective and preventive services 
established under Article 7 of the Framework Directive in the 
planning, implementation and monitoring of the safety and health 
conditions applicable to young people. 

Other legislation • The Directives on the safety and health protection of workers in the 
mineral extracting industries574 require employers to report any 
serious and/or fatal occupational accidents and situations of serious 
danger to the relevant competent authorities.  

•  ‘New Approach’ Directives575,576 require market surveillance by 
Member States to ensure that the equipment and devices placed on 
the market are in compliance with the relevant technical standards. 

Food safety  
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577 Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying down the general 
principles and requirements of food law, establishing the European Food Safety Authority and laying down procedures in 
matters of food safety, OJ L 31 , 1.2.2002, p. 1. 
578 Framework Regulation EC 1935/2004 - general requirements for all food contact materials 
579 Council Regulation 315/93/EEC and Maximum levels for certain contaminants in food are set in Commission Regulation 
(EC) No 1881/2006. 
580 European Parliament and Council Regulation (EC) No 1831/2003. 
581 Directive 2001/83/EC and Regulation (EC) No 726/2004 
582 Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30 November 2009 on cosmetic 
products 

EU framework legislation on food: 
Regulation577 

• The Regulation provides for a rapid alert system for the notification of 
a direct or indirect risk to human health deriving from food or feed in 
the form of a network comprising Member States, EFSA and the 
Commission.  

Legislation on materials in contact with 
food578 

• Traceability of materials and articles used for food contact ensured at 
all stages.  

Legislation on contaminants and 
residues in food579 

• Member States are responsible for monitoring compliance with the 
requirements of the legislation on food contaminants and residues in 
food. 

Legislation on feedstuffs580 • Member States are responsible for monitoring compliance with the 
requirements of the legislation on feedstuffs, including feed additives. 

Product control 
Framework Regulation on medicinal 
products581 

• Monitoring procedures: the supervisory Member State authorities 
shall inform the European Medicines Agency and the Commission of 
all instances where the manufacturer or importer fails to fulfil its 
obligations.  

• The three acts on medicinal products place primary responsibility for 
monitoring compliance with their requirements on the Member 
States.  

• They also provide for systems of pharmacovigilance in order to 
monitor for potential adverse reactions to medicinal products.  

• Holders of marketing authorisation must record and report any 
serious suspected adverse reactions occurring relating to the 
medicinal products they market. 

Cosmetics Regulation582 • System of ‘in-market control’ according to which Member States must 
monitor compliance via controls of the cosmetic products made 
available on the market.  

• Member States must also monitor compliance with the principles of 
good manufacturing practices. 
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583 Regulation (EC) No 648/2004 of the European Parliament and of the Council of 31 March 2004 on detergents, OJ L 104, 
8.4.2004, p. 1. 
584 Regulation (EC) No 2003/2003 of the European Parliament and of the Council of 13 October 2003 relating to fertilisers, 
OJ L 304, 21.11.2003, p. 1. 
585 Directive 98/70/EC of the European Parliament and of the Council of 13 October 1998 relating to the quality of petrol 
and diesel fuels and amending Council Directive 93/12/EEC, OJ L 350, 28.12.1998, p. 58. 
586 Directive 2004/42/CE of the European Parliament and of the Council of 21 April 2004 on the limitation of emissions of 
volatile organic compounds due to the use of organic solvents in certain paints and varnishes and vehicle refinishing 
products and amending Directive 1999/13/EC, OJ L 143, 30.4.2004, p. 87. 
587 Regulation (EC) No 273/2004 of the European Parliament and of the Council of 11 February 2004 on drug precursors, OJ 
L 47, 18.2.2004, p. 1. 
588 Council Directive 93/42/EEC of 14 June 1993 concerning medical devices, OJ L 169, 12.7.1993, p. 1. 
589 Council Directive 93/15/EEC of 5 April 1993 on the harmonization of the provisions relating to the placing on the market 
and supervision of explosives for civil uses, OJ L 121, 15.5.1993, p. 20. 
590 Directive 2007/23/EC of the European Parliament and of the Council of 23 May 2007 on the placing on the market of 
pyrotechnic articles, OJ L 154, 14.6.2007, p. 1. 
591 Regulation (EC) No 66/2010 of the European Parliament and of the Council of 25 November 2009 on the EU Ecolabel, OJ 
L 27, 30.1.2010, p. 1. 
592 Directive 2008/68/EC of the European Parliament and of the Council of 24 September 2008 on the inland transport of 
dangerous goods. 

Regulation on detergents583 • Member State are the competent authorities to control whether 
detergents placed on the market are in compliance with the provisions 
of the Regulation; this may involve analysis and testing.  

Regulation relating to fertilisers584 • Member States to control whether fertilisers are in compliance with 
the requirements of the Regulation.  

Directive relating to the quality of petrol 
and diesel fuels585 

• Member States to monitor and control the quality of petrol and diesel 
fuels and the sulphur content of heavy fuel oil, gas oil, marine fuel, 
marine diesel oil, and marine gas oil placed on the market. 

Paints Directive586 • Member States to set up monitoring programmes to verify 
compliance, including that the products placed on the market meet 
the limit values laid down in Annex II. 

Regulation on drug precursors587 • Member State competent authorities to control and monitor 
compliance with its provisions.  

• Monitoring activities would include obtaining information on orders of 
scheduled substances, verification of registers of operators, annual 
reporting to the Commission based on information provided by 
operators, or detaining consignments that fail to comply with the 
Regulation. 

Medical devices Directive588 • Member States to record and evaluate any information concerning the 
malfunction or deterioration of a device and to inform the 
Commission and the other Member States.  

Directive on the harmonisation of the 
provisions relating to the placing on the 
market and supervision of explosives for 
civil uses589 

• Member States to ensure that products not in conformity with the 
essential safety requirements set in the two Directives are not placed 
on the market. 

Directive on the placing on the market of 
pyrotechnic articles590 
Regulation on the EU Ecolabel591 • Competent authorities to monitor the use of the EU ecolabel.  
Transboundary controls  
Inland Transport of Dangerous Goods592 • The European Commission monitors the national derogations and 

decides upon the application of certain restrictions on transport 
requested by the Member States on grounds of transport safety. 
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	Article 138(1) of REACH requires a review by June 2019 to assess whether or not to apply the obligation to perform a CSA (and document it in a CSR) to substances not subject to registration or subject to registration but manufactured or imported in quantities of less than 10 tonnes a year. 
	The classification, labelling and packaging Regulation
	Monitoring mechanisms are in place for all of the legislative acts covered in this group.
	Plant protection products and biocides
	The Commission to review the approval of an active substance at any time. It shall take into account the request of a Member State to review, in the light of new scientific and technical knowledge and monitoring data, the approval of an active substance. It shall inform the Member States, EFSA and the producer of the active substance. Moreover, Member States may review an authorisation for a plant protection product at any time where there are indications that the requirements necessary for an authorisation are no longer satisfied.
	Regulation concerning the placing of plant protection products on the market
	The Regulation states that the residues of active substances in products of plant and animal origin arising from unauthorised use or from environmental contamination or from use in third countries should be carefully controlled and monitored by the Member States. MRLs for pesticides should also be continually monitored and changed to take account of new information and data.
	Regulation on maximum residue levels of pesticides in or on food and feed of plant and animal origin
	 annual monitoring of MRLs by Member States
	 publication on the internet of the monitoring results concerning residues on food and feedstuffs. 
	 all individual data should include the place of collection and the names of retailers, traders and/or producers, respectively.
	Member States shall make the necessary arrangements for the monitoring of biocidal products and treated articles which have been placed on the market to establish whether they comply with the requirements of this Regulation.
	Directive on the placing on the market of biocidal products
	Regulation concerning the placing on the market and use of biocidal products.
	 Establishment of monitoring mechanisms at national and EU level for the presence of dioxins, furans and PCBs in the environment. 
	Regulation on persistent organic pollutants
	 The POPs Regulation provides in its Article 9 for a monitoring system: the Commission and the Member States to establish appropriate programmes and mechanisms, for the regular provision of comparable monitoring data on the presence of dioxins, furans and PCBs in the environment.
	 Member States to inventory all equipment containing PCBs, and to provide summaries of the inventories to the Commission. 
	PCB Directive
	 PCB disposal facilities to ‘keep registers of the quantity, origin, nature and PCB content of used PCBs delivered to them.’ 
	 Member States must ‘ensure that the competent authorities monitor the quantities of which they are notified.’
	 Monitoring of controlled and new substances, and decommissioning of equipment already on the market which uses them
	Regulation on substances that deplete the ozone layer
	 detailed rules for inspection and leakage monitoring, and recovery and destruction of used controlled substances. 
	Waste
	 The requirements in relation to the monitoring of waste treatment activities shall be specified in the permit. 
	Waste framework legislation
	 The permit shall set out the quantities and types of waste that may be treated, the methods that may be used, and provisions for monitoring and reporting.
	Landfill Directive 1999/31/EC
	Water
	Water Framework Directive
	 Member States must carry out:
	o surveillance monitoring 
	o operational monitoring programmes and where relevant, 
	o investigative monitoring
	 In terms of the quality elements to monitor, Member States must monitor all priority substances and other pollutants discharged in significant quantities  in water bodies (surface and groundwater as well as point sources).
	Quality of water intended for human consumption
	Urban Waste Water Directive 
	Bathing Water Directive 
	Groundwater Directive
	Marine Strategy Framework Directive – MSFD)
	 Member States to set up and implement coordinated monitoring programmes for the ongoing assessment of the environmental status of their marine waters. 
	 MSFD provides feed-back on monitored levels of hazardous substances in the aquatic environment. 
	 Member States to regularly monitor their drinking water quality and provide consumers with adequate and up-to-date information on the drinking water quality.
	Drinking water Directive
	 Additional monitoring should be carried out for substances for which no parametric value has been set if there is reason to suspect that they are present in volumes that constitute a potential danger to human health.
	Emissions from industrial installations
	 Article 20 requires Member States to set up a system of inspections of establishments to ensure compliance. 
	Seveso III
	 The Industrial Emissions Directive subjects industrial installations to environmental inspections by the competent authorities of the Member States. 
	Industrial Emissions Directive
	 General requirements to monitor the emissions from IPPC installations and specific monitoring requirements to monitor the emissions from large combustion plants, waste incineration and co-incineration plants, installations and activities using organic solvents and installations producing titanium dioxide.
	Air related legislation 
	 Rules on the monitoring, assessment and management of ambient air quality.
	Ambient air quality and cleaner air for Europe
	 Monitoring requirements for mercury.
	Arsenic, cadmium, mercury, nickel and polycyclic aromatic hydrocarbons in ambient air
	OHS legislation 
	 CAD requires the employer to monitor against relevant IOELVs and also to ensure health surveillance if relevant. 
	Protection of the health and safety of workers from the risks related to chemical agents at work
	Protection of workers from the risks related to exposure to carcinogens or mutagens at work
	 Health surveillance is required for the CMD.
	Young people at work
	 The Directives on the safety and health protection of workers in the mineral extracting industries require employers to report any serious and/or fatal occupational accidents and situations of serious danger to the relevant competent authorities. 
	Other legislation
	Food safety 
	  ‘New Approach’ Directives, require market surveillance by Member States to ensure that the equipment and devices placed on the market are in compliance with the relevant technical standards.
	 The Regulation provides for a rapid alert system for the notification of a direct or indirect risk to human health deriving from food or feed in the form of a network comprising Member States, EFSA and the Commission. 
	EU framework legislation on food: Regulation
	 Traceability of materials and articles used for food contact ensured at all stages. 
	Legislation on materials in contact with food
	 Member States are responsible for monitoring compliance with the requirements of the legislation on food contaminants and residues in food.
	Legislation on contaminants and residues in food
	 Member States are responsible for monitoring compliance with the requirements of the legislation on feedstuffs, including feed additives.
	Legislation on feedstuffs
	Product control
	Framework Regulation on medicinal products
	 Monitoring procedures: the supervisory Member State authorities shall inform the European Medicines Agency and the Commission of all instances where the manufacturer or importer fails to fulfil its obligations. 
	Cosmetics Regulation
	 System of ‘in-market control’ according to which Member States must monitor compliance via controls of the cosmetic products made available on the market. 
	 Member States must also monitor compliance with the principles of good manufacturing practices.
	 Member State are the competent authorities to control whether detergents placed on the market are in compliance with the provisions of the Regulation; this may involve analysis and testing. 
	Regulation on detergents
	 Member States to control whether fertilisers are in compliance with the requirements of the Regulation. 
	Regulation relating to fertilisers
	 Member States to monitor and control the quality of petrol and diesel fuels and the sulphur content of heavy fuel oil, gas oil, marine fuel, marine diesel oil, and marine gas oil placed on the market.
	Directive relating to the quality of petrol and diesel fuels
	 Member States to set up monitoring programmes to verify compliance, including that the products placed on the market meet the limit values laid down in Annex II.
	Paints Directive
	 Member State competent authorities to control and monitor compliance with its provisions. 
	Regulation on drug precursors
	 Monitoring activities would include obtaining information on orders of scheduled substances, verification of registers of operators, annual reporting to the Commission based on information provided by operators, or detaining consignments that fail to comply with the Regulation.
	Medical devices Directive
	 Member States to record and evaluate any information concerning the malfunction or deterioration of a device and to inform the Commission and the other Member States. 
	Directive on the harmonisation of the provisions relating to the placing on the market and supervision of explosives for civil uses
	 Member States to ensure that products not in conformity with the essential safety requirements set in the two Directives are not placed on the market.
	Directive on the placing on the market of pyrotechnic articles
	 Competent authorities to monitor the use of the EU ecolabel. 
	Regulation on the EU Ecolabel
	Transboundary controls
	Inland Transport of Dangerous Goods
	 The European Commission monitors the national derogations and decides upon the application of certain restrictions on transport requested by the Member States on grounds of transport safety.


