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An initial proposal for

Translating the REACH System into Practice

A Practicable Decision Making Procedure for the Implementation of the REACH System – Summary

Cefic has developed a workable approach to the REACH System as describe in the European Commission (EC) White Paper on a strategy for a future chemicals policy.

Cefic believes that for REACH to be implemented successfully it must fulfil the following objectives.

Objectives

· to establish a knowledge base sufficient for the safe management of substances, taking account of management measures already in place.

· to achieve transparency through availability of appropriate information on hazards of substances, exposure levels, risk management and guidance on safe use.

· to enable the responsibility and initiatives for the safe management of substances to lie both with industry and with users, as appropriate.

· to acknowledge the responsibility of governments for ensuring appropriate action to control any unacceptable risks resulting from the handling and release of chemicals.

· to elaborate an efficient and effective decision making process.

Guiding principles

To meet these objectives and cope with the immense amount of information in a concise and efficient way, guiding principles are required for each step of the REACH system. They are:

a) Make best use of existing legislation, e.g. IPPC, Cosmetics Directive

b) Make use of available reliable information to the maximum extent

c) Generate relevant and appropriate information, applying the principle of proportionality

d) Documentation of data is the responsibility of industry and should be accessible on a need to know basis to authorities

e) Avoid complexity

f) Minimise animal testing

g) Close cooperation between the central entitiy and the chemical industry

A.
Registration

Registration should be required for all non-polymer substances placed on the market, exceeding 1 tonne per year. Cefic has identified a “core information set” which sets out proposals for necessary information as related to likely exposure and tonnage; in vivo data is kept to a minimum. The registration process should be tiered starting with substances placed on the market in excess of 10 tonnes per year, and then be extending to substances in the range 1 – 10 tonnes per year.
Cefic proposes that registration of substances placed on the market in quantities greater then 10 tonnes per year would be completed within five years after new legislation coming into force and registration for substances placed on the market at tonnages between 1 – 10 tonnes per year would be completed after eight years.

Documentation of data should be the responsibility of industry and be accessible to authorities.

B.
Evaluation

Cefic proposes that evaluation takes place within a reasonable and definitive timeframe, in order to provide legal safeguards, to enable the enterprises involved to plan for the future and for the system to work effectively.

Cefic further proposes that if the available data and information are insufficient for an appropriate risk assessment, the regulators have the ability to require the consortia or company concerned to provide the required information also within a reasonable and definitive timeframe. If there are indications of unacceptable risks, regulatory action can be taken. 

C.
"Novel" Authorisation

“Novel” Authorisation would apply only to those substances which match the agreed criteria, and which have been through the registration and evaluation procedure. Use of substances, which are already adequately controlled by other legislation, should be considered as authorised.

It is the view of Cefic, that substances of “very high concern” should be very limited in scope, and are likely to be restricted to CMRs of Category 1 and 2, and POPs (characteristics laid down in the Stockholm Convention on POPs).

If the substance is not already adequately controlled, industry should be required to provide further information within an agreed timeframe and regulators should be required to respond to this within an agreed timeframe. Unless the substance gives rise to severe concern due to exposure, the enterprise may continue to market the substance in the interim.

Based on the content of the White Paper any decision on authorisation for specific uses would be based on:

· a risk assessment

· a full socio-economic analysis

· the availability and the impact of alternative substances (substitutes)

· risk reduction measures to minimise exposure to acceptable levels

Uses which do not give rise to concern or which are already adequately controlled would be exempt from this procedure.

An initial proposal for

Translating the REACH System into Practice

A Practicable Decision Making Procedure for the Implementation of the REACH System – Comprehensive Version

Chapter 1

Introduction 

Background

The European Commission (EC) White Paper on a strategy for a future chemicals policy proposes a new mechanism for the control of chemicals, which uses the acronym REACH;

Registration

Evaluation

Authorisation of

CHemicals

The White paper outlines a process for chemical assessment and control.  Cefic supports the objectives of the White paper, and wishes to ensure that it is implemented in a practical, effective and workable manner.  Therefore Cefic has developed a thought starter on a framework for how REACH might be implemented in a manner, which delivers the policy objectives of the White Paper, whilst recognising the importance of the global competitiveness of the European chemical industry.

The EC White Paper refers to a “central entity” that would be responsible for the REACH procedure, such a central entity could be an extended ECB.

The Cefic Thought Starter

This Cefic thought starter is broken down into the following chapters to detail and differentiate individual component processes within the overall REACH procedure;

Chapter 1
Introduction

Chapter 2
Cefic Proposal to Provide Information under REACH

Chapter 3
The Registration Process

Chapter 4
The Evaluation Process

Chapter 5
The Authorisation Process

Chapter 6
Conclusions

Scope

Cefic proposes that the REACH procedure should apply to non-polymer substances placed on the market in quantities exceeding 1 tonne per year.  It would apply to all substances, whether or not they may be classified as hazardous.  For manufactured intermediates it should only apply to those substances placed on the market, and not to those that are used within a manufacturing process.

The focus on substances placed on the market, rather than produced, would ensure prioritisation of resources on the 30,000 substances identified in the White Paper that are made available by producers or importers to third parties, whilst at the same time still encompassing both manufacturers and importers. The inclusion of intermediates not placed on the market is unnecessary because, by definition, they are handled within industry, there is no public exposure and the potential exposure of workers is well controlled by other legislation (Seveso II, IPPC etc.). Although the Environmental Council invited the Commission to examine the case for inclusion of substances below 1 tonne, this would overload the system but contribute little to protecting the public, since such substances are not normally in widespread use.

Objectives

We accept the over-riding objectives set out in the White Paper and the Council Conclusions.

Cefic believes that for REACH to be implemented successfully it must fulfil the following objectives:

· to establish a knowledge base sufficient for the safe management of substances, taking account of management measures already in place.

· to achieve transparency through availability of appropriate information on hazards of substances, exposure levels, risk management and guidance on safe use.

· to enable the responsibility and initiatives for the safe management of substances to lie with industry and with users, as appropriate.

· to acknowledge the responsibility of governments for ensuring appropriate action to control any unacceptable risks resulting from the handling and release of chemicals.

· to elaborate an efficient and effective decision making process

Principles

To meet these objectives and cope with an immense amount of information in a concise and efficient way, guiding principles are required for each step of the REACH system.

Key principles are:

a) Make best use of existing legislation, e.g. IPPC, Cosmetics Directive

b) Make use of available, reliable information to the maximum extent

c) Generate relevant and appropriate information, applying the principle of proportionality

d) Documentation of data is the responsibility of industry and should be accessible on a need to know basis to authorities

e) Avoid complexity

f) Minimise animal testing

g) Close co-operation between the central entity (ECB) and the chemical industry

Chapter 2

Cefic Proposal to Provide Information under REACH

Introduction and Issues

This chapter deals with Cefic’s proposal for information provision within the overall REACH procedure by means of a tiered and substance tailored information provision regime.

The EC White Paper proposes that for substances in the range of one to ten tonnes per annum, testing should generally be limited to “in vitro” methods.  Cefic proposes, although we recognise the political difficulties, that in some instances “in vivo” tests need to be conducted, due to the fact that appropriate and validated “in vitro” tests have not been developed yet.  We have aimed however to minimise the requirements for “in vivo” tests during this early stage. In the absence of current, properly validated “in vitro” tests, there could be a requirement for retesting of substances at a subsequent date and we wish to avoid this, instead, aiming for constructive data provision.

The EC White Paper requires registration of intended use(s).  This is an open-ended concept, and in order to make the REACH process practicable and workable Cefic proposes that intended uses should be categorised.  This needs to be carefully considered and defined, as minor differences in intended use can result in different use categories or products in the market place.

Information to be provided for Registration

During the “Registration” process, the requirements for information provision would be related to, or proportional to, its intended uses and the tonnage of each substance placed on the market.  As the potential for exposure increases, the basic requirements for information provision also increase, and some uses may require further additional information. Figure 1 gives the basis for this, and refers to three main areas of use: Industrial, Professional and Consumer.  It also includes for comparative purposes the equivalent EC White Paper proposals. 

Definitions for areas of use for Figure 1

· Industrial use - Substances used in the industrial/commercial sector and handled in controlled systems or in binding matrices, which only give rise to insignificant release rates.

· Professional use - For all purposes in the industrial and commercial sectors.

· Consumer Use - Substances, which reach the public consumption sector.

Figure 1

The following proposal for information requirements are presented as guidelines. 

At each level based on:

· intended use and exposure

· the application of expert judgement, 

· the consideration of the chemical structure of the substance, (e.g. using (Q)SAR), 

· family grouping, 

· available toxicological or eco-toxicological information

more or less (waiving) information may be considered necessary.

Summary of Registration Information Set

Tonnes per annum placed on the Market
Number of substances (estimated)
White Paper 


Cefic Proposal



Testing proposal
Industrial Use
Professional Use
Consumer  Use

> 1000
2600
Annex VIII level 2
C
C
C

100 - 1000
3000
Annex VIII level 1
B
B

( + 28 day repeated dose)
B

( +  28 day repeated dose + reprotox  screening + algae + fish)

10 - 100
4700
Annex VIIA
B
B
B

( + 28day repeated dose + reprotox screening)

1 - 10
19700
In vitro
A
A
B

0 - 1
???
-
No systematic testing 

A, B and C indicate the level of information to be provided related to tonnage and use:

A = Core information set (see Figure 2A)

B = A + sensitisation + Ames test 

(see Figure 2B)

C = B + completion to Annex VII A or equivalent (Figure 2C)

Figure 2A – “Core Information Set” for substances placed on the market above 1 tonne per year

This relates to the exposure scenarios in Industrial and Professional Uses indicated by an “A” in columns 4 and 5 of figure 1.  The additional information listed in Figure 2B would be required for Consumer Use.

Hazard Type
Property


Physico-Chemical data
Melting point
*


Boiling point
*


Relative density
*


Vapour pressure
*


Partition coefficient octanol/water
*


Water solubility
*


Flash point
*

Environmental fate and pathway
Biodegradation
*

Eco toxicity
Acute toxicity (daphnia)
*

Toxicity
Acute toxicity – 

INGESTION, DERMAL, INHALATION
1 route


Skin irritation
*


Eye irritation
*

Total
12 tests


Figure 2B – Additional “Core Information Set” for substances placed on the market above 10 tonnes per year

This is over and above the “Core Information Set” in figure 2A. This relates to the exposure scenarios indicated by a “B” in columns 4, 5 and 6 of figure 1 for Industrial and Professional Uses.  Additionally a 28 day Repeated Dose Toxicity Study and a Screening for Reproductive Toxicity are required for Consumer Use.

Hazard Type
Property


Toxicity
Skin senzitization
*


Genetic toxicity bacterial test (Ames)
*

Total
2 tests
*

For substances placed on the market above 100 tonnes per year

The “Core Information Set” for industrial Use is that set out in figure 2A and 2B. In addition a 28-day Repeated Dose Toxicity Study is required for Professional Use and Consumer Use. Further, studies required for Consumer Use are a Screening for Reproductive Toxicity, an Aquatic Toxicity Algae Study and an Aquatic Toxicity Fish Study.

Figure 2C – Completion to Annex VIIA or equivalent for substances placed on the market above 1000 tonnes per year

This requires completion of the information sets in figure 2A, figure 2B and figure 2C, i.e. to the Annex VIIA requirements of Directive 67/548/EEC or equivalent (e.g. SIDS under the refocused OECD HPVC Programme) indicated by a “C” in figure 1.
Hazard Type
Property


Physico Chemical data
Surface tension
*


Flammability 
*


Explosive properties
*


Self-ignition temperature
*


Oxidizing properties
*

Environmental fate and pathway
Hydrolysis
*

Eco toxicity
Acute toxicity ( fish and algae)
*


Bacterial inhibition
*


Absorption/desorption screening test
*

Toxicity
Acute toxicity – 

INGESTION, DERMAL, INHALATION
Second route


Mutagenecity (non bacteriological test)
*


Repeated dose 28 days 

Screening for reprotox


Total annex VIIA (A+B+C)



Information to be provided for Evaluation - A tiered and substance tailored information provision regime

The EC White Paper states that “evaluation requires authorities to carefully examine the data provided by industry.  It also requires them to decide on substance-tailored testing programmes, following industry proposals, as set out in chapter 3” of the White Paper.

In line with this proposal, Cefic proposes a tiered, risk-based substance tailored information provision regime for those submitted to the evaluation phase. The evaluation process will only apply to substances above 100 tonnes and to substances below this level, that are prioritised on their properties and uses.

A risk based decision-tree for the evaluation phase is under development. 

Depending on the results of the toxicological and eco-toxicological information gathered from Registration, further supplementary testing for long term effects may be required and tailored on a case-by-case basis depending on intended use and exposure of the substance.  This would provide an efficient route for ensuring an adequate level of protection for man and the environment, whilst allowing a progressive and realistic evaluation of the properties of chemical substances.

Chapter 3

The Registration Process

Part I – Background

The EC White Paper requires that Registration information is provided to a central entity on substances intended to be produced or imported in quantities of greater than one tonne per annum.  This information includes, inter alia;

· identity,

· hazard information,

· intended use(s)

· exposure, and

· preliminary risk assessment.

Cefic supports the principle of a central register/data base of substances, but this should cover those that are placed on the market in quantities of greater than one tonne per annum.

Cefic proposes that:

· the register be based on electronic technology to save time and make the information readily available

· the registering entity be responsible for data accuracy

· reporting to the register could be implemented quickly through regulation

· access to the register granted to all national enforcement authorities (i.e. customs)

· access to non-confidential information granted to the general public

Cefic also proposes that all Registration information as outlined in Part II of this chapter be provided within a period of eight years of an EU legal instrument coming into force: 

· In the initial five years this should only apply to substances placed on the market (see “Scope” in chapter 1) in quantities of greater than ten tonnes per annum,  

· after this period, it should then be extended to substances placed on the EU market in quantities of greater than one tonne per annum.

It still needs to be determined if the required information could be provided by means of a Safety Data Sheet (SDS) or a subset thereof. 

Part II - A Phased Approach (optional)

Cefic considers that the requirement for the provision of information for existing substances can be provided in a single step or broken down into discrete components and processed in a phased manner thereby providing on option for entities to work co-operatively, if they wish.

However the system must also allow the scope for an entity to take the option of registering individually, if it considers it to be necessary or appropriate.

The details of this phased approach are:

· Phase 1 – Declaration

· Phase 2 – Forming Consortia

· Phase 3 – Information Gathering

· Phase 4 – Preliminary Risk Assessment

· Phase 5 – Registration

Phase 1 - Declaration 

For existing substances, all manufacturers or importers of substances placed on the market above one tonne per annum would report the following information to the central entity, with the option that the information on tonnage and uses are handled under a confidentiality procedure;

· the CAS number,

· EINECS number,

· tonnage,

· name of the legal entity; and

· intended uses (defined by use categories).

The following points would apply;

· Intermediates placed on the market should be identified in this process and should be subject to a lower level of information registration appropriate to the limited exposure of man and the environment (as proposed in the White Paper).

· Any entity placing a substance on the market for the first time, would be required to register the information within an appropriate time period, except in those cases where it may be agreed that registration is not necessary.

· Any entity supplying a substance for a use that has not yet been covered by the intended use, and any user intending to use a substance for a use that has not been covered by the intended use, would be required to register the information within an appropriate time period of first supply, except in those cases where it may be agreed that registration is not necessary.

Phase 2 – Forming of Consortia

The information from Phase 1 “Declaration” can be used to identify where more than one manufacturer or importer places a substance on the market.  This could be an aid to forming a consortium for registration if the manufacturers or importers choose to do so.  In a Consortium, a “Registration Entity” would be identified to act on behalf of the Consortium.  The formation of Consortia should be encouraged as this would help to minimise animal testing and ensure consistency in registration information.

Phase 3 – Information Gathering

Once Declaration has been made in the central register/database, all relevant information including IUCLID/HEDSET submissions, literature reviews, data extrapolation from Structure Activity Relationship (SAR) or family groupings should be reviewed to decide the classification according to the requirements of Article 6 of 67/548/EEC.  Where a Consortium has been formed, the members would exchange all this information to agree the classification.

Phase 4 – Preliminary Risk Assessment

To identify all intended uses, as defined by use categories, is a complex operation and will require co-operation throughout the supply chain, as the intended uses may occur several operations downstream from the original supplier of a substance.  However, even when using a system of intended use categories, it needs to be recognised that some downstream users may not wish to divulge some or all of their actual uses to their supplier.  In such cases the Central Entity responsible for the register/database could undertake to act as an intermediary, and to allocate actual uses into use categories, thus maintaining the anonymity of the user and precise use. 

It will only be necessary to prepare a preliminary risk assessment for those uses that are not already covered by existing legislation.  These includes for example:

· The use of a chemical substance and the assessment and management of occupational exposure in an industrial or professional installation is covered by existing arrangements (Chemical Agents Directive and many other Worker Safety Directives on Young Persons, Pregnant workers, Management Systems etc).  The underlying requirement to assess and control risk and the fact that compliance is assessed and subject to inspection by enforcement agencies, means industrial or professional use of substances is already regulated and, therefore, consistent with the requirements of the REACH process.

· The use of substances in either production or downstream user facilities can be subject to extensive assessment, authorisation and inspection under the IPPC, and in certain cases, the COMAH (Seveso II) Directive.  The underlying basis is again assessment and management of risk, which is consistent with the requirements of the REACH process.

· Biocides, pesticides, pharmaceuticals, cosmetics etc all have there own legislation.  Separate directives related to biodegradation already cover consumer uses of surfactants. We would like to see the data provision requirements for these instruments being used more effectively by regulators, with the long-term vision of these instruments coming under an umbrella regulation.

It would not be consistent with the move towards for simplification of legislation in the internal market to have duplicate requirements.

Where it has been identified that relevant information for a specific intended use of a substance is missing, industry would proceed to gather the necessary information.

Phase 5 – Registration

Having gathered the necessary information required under the tiered substance tailored information provision regime, the IUCLID template would be used to finalise the information set.

This would then be submitted to the central entity, together with the preliminary risk assessment for intended use categories and a completed safety data sheet.

Staff of the central entity will be able to monitor progress and review any concerns they have concerning a specific substance with the registering entity.  For “difficult” substances or endpoints, e.g. CMRs, the existing ECB Member State classification process could continue to function.

Chapter 4

The Evaluation Process

The EC White Paper states that “evaluation requires authorities to carefully examine the data provided by industry.  It also requires them to decide on substance-tailored testing programmes, following industry proposals, as set out in chapter 3” of the White Paper.  

The Cefic tiered and substance tailored information provision regime approach described in chapter 2 is fully in line with this proposal. The evaluation process will apply to substances above 100 tonnes and those substances below this level that are prioritised on their properties and uses.

In the Evaluation process, if any unacceptable risks are identified, risk reduction measures would be proposed.

We propose that this evaluation takes place within a reasonable and definitive timeframe, in order to safeguard the legal security of the entities involved, and their ability to plan ahead.  We would again emphasise that the requirements of the  REACH system should be based on substances placed on the market, rather than manufactured substances, to ensure appropriate prioritisation.

We further propose that if the available data and information are insufficient for an evaluation, the central entity should be able to request from the consortium or company a reasonable and definitive timeframe, related to the nature of the information required, within which the missing information must be supplied.  If this deadline is not met the situation should be reviewed, with the option of regulatory action such as fines or other penalties. Similarly, the regulatory body should make evaluation decisions within a reasonable and definitive timeframe, and communicate these to the registering entities.
Resulting from the Registration and Evaluation procedures, the central entity can identify those substances and uses that give rise to high concern due to the exposure of man or the environment and for which community measures may be necessary.

Chapter 5

The Authorisation Process

“Novel” Authorisation 

The EC White Paper states that “For substances of very high concern, authorities will have to give a specific permission before such a substance can be used for a particular purpose, marketed as such or as a component of a product”.  This is consistent with the Cefic approach that the REACH process should only apply to substances placed on the market.  Furthermore in respect of any Authorisation process, Cefic believes that equivalent provisions can be achieved adequately by expanding the existing legal tools on marketing and restriction of use.

However, if an Authorisation process is to be part of REACH, it is vital that it is based on a risk assessment and socio-economic assessment carried out at the EU level, and that the hazardous properties of a substance should provide only the initial screening for the application of the process, which has to take into account the exposure resulting from intended uses.

It is the view of Cefic, that substances of “very high concern” should be very limited in scope, and are likely to be restricted to CMRs of Category 1 and 2, and POPs (characteristics laid down in the Stockholm Convention on POPs).

Principles for decision making in the EU Authorisation procedure

Based on the content of the White Paper any decision on authorisation for specific uses would be based on:

· a risk assessment

· a full socio-economic analysis

· availability and the impact of alternative substances (substitutes)

· risk reduction measures to minimise exposure to acceptable levels

Uses, which do not give rise to concern, would be exempt from this process.
Based on any proposal from the central entity, the EC will, within an agreed time period and within a Community procedure, submit a draft for a Commission Regulation for

· permissible uses allowed (positive decision), 

· prohibited uses disallowed (negative decision).

Cut off criteria have to be defined for safe use(s).

Unless the substance gives rise to severe concern due to exposure, the substance may continue to be used in the period prior to authorisation.

If a substance was to be withdrawn from the market while the Authorisation process was being carried out, and then re-instated for authorised uses, there would be dislocation in the supply chain: the users would be put in a very difficult position and the suppliers would have the greatest difficulty in getting re-acceptance for the substance.

Part 1 - Establishing if a substance use is already controlled

The initial steps in this part of the process would be to check compliance with other horizontal and vertical legislation such as IPPC and the Cosmetics Directive.  If the use of a substance is already adequately controlled by other legislation, it should be considered as authorised.

Part 2 – If the use of a substance is not already controlled

If the information resulting from the Registration and Evaluation procedure does not provide an adequate basis for a proposal for community measures, in order to safeguard the legal security of the entities involved, and their ability to plan ahead, a reasonable and definitive timeframe related to the nature of the information required should be given to allow:

· the central entity to propose the information required in order to demonstrate safe use,

· industry to provide the required information and demonstrate safe use,

· the central entity to respond that this information meets their requirements.

After the conclusion of the provision of the necessary information, the central entity (ECB) must, within a specified time period, submit to the EU Commission a proposal for the required measures (protective precautions, limitations on use or prohibitions of use).  Unless the substance gives rise to severe concern due to exposure, the enterprise could continue to market the substance in the interim.

Part 3 – Authorisation procedure

Cefic therefore proposes that for CMRs of category 1 and 2 and/or POPs (characteristics laid down in the Stockholm Convention on POPs), the central entity (ECB) must always submit a proposal for a Community Regulation to the EC within an agreed time period.  This proposal will indicate :

· either approval for specified uses (positive listing)

· or the restriction or prohibition for specified uses.

Depending on the importance and the regulatory instruments already in existence, the EC or the EU Council of Ministers, with the participation of the EU Parliament will adopt a European Regulation.

Part 4 – Additional uses for a substance subject to controls

For a substance where measures (restriction or prohibitions of use(s)) have been applied, but another specific use or uses are intended, a risk assessment must be developed by the registering consortia or entity and submitted to the central entity (ECB) with appropriate documentation setting out the case for the specific use.  The central entity (ECB) will then forward this to the EC, and within an agreed time period following the receipt of the registration documents, a proposal should be included in the restriction regulation as to whether this specific use is permissible or whether this is a corresponding exception ruling.

Chapter 6

Conclusions

The advantages of a phased approach for Registration include:

· Early provision of information on substances that are on the European Market.

· Facilitation of the formation of consortia and early sharing of all existing information including data extrapolation as required by Article 6 of 67/548/EEC.  A Commission unit, operating within the secrecy rules of the EU Competition Law could carry out this task.

· Early agreement on classifications of substances, based on all relevant information, which can be made available and used in safety data sheets.  This together with training would facilitate effective compliance with all the downstream legislation on worker and environmental safety that uses this information.  In practice this ensures availability of information for the risk management legislation, which are already in existence.

· Intermediates placed on the market would be identified and be subject to a lower level of information provision appropriate to their limited exposure of man and the environment.

· Information gaps would be completed by testing when necessary, or by using family groupings and SAR extrapolations when appropriate to reduce the necessity for animal testing.  In reality this removes the gap in existing legislation, since Article 6 of 67/548/EEC does not require filling of data gaps for existing substances.

· IUCLID/HEDSETS would be updated by the entity or consortium and available for the regulators to do checks on information and resultant classifications. 

· A register/database of substances placed on the market could eventually also contain hazard information as a basis for guidance on their safe use and risk management.  The public would have access to non-confidential information and the full database would be available for compliance checks by relevant authorities and enforcement agencies.

The advantages of the proposal for Authorisation include:

· A rapid, transparent and efficient system for dealing with “substances of very high concern”.

· A minimisation of business interruption

· Agreed timelines for all parties leading to a speedy management decision process.

Glossary of terms and abbreviations
The four Directives under the EU Chemicals Review:

· Directive 67/548/EEC relating to the classification, packaging and labelling of dangerous substances, adopted on 1967 (OJ L 196, 16.8.67)

· Directive 88/379/EEC relating to the classification, packaging and labelling of dangerous preparations, adopted on 1988 (OJ L 187, 16.7.1988)

· Council Regulation (EEC) 793/93 on evaluation and control of risks of existing substances, adopted on 1993 (OJ L 84, 5.4.1993)

· Directive 76/769/EEC relating to restrictions on the marketing and use of certain dangerous substances and preparations, adopted on 1976 (OJ L 262, 27.9.1976)

Annex VII A: See Annex VII of Directive 67/548/EEC

Annex VIII Level 1: See Annex VIII of Directive 67/548/EEC

Annex VII Level 2: See Annex VIII of Directive 67/548/EEC

Article 6 of Directive 67/548/EEC: Obligation to carry out investigations. Manufacturers, distributors and importers of dangerous substances which appear in the EINECS but which have not yet been introduced into Annex I shall be obliged to carry out an investigation to make themselves aware of the relevant and accessible data which exist concerning the properties of such substances. On the basis of this information, they shall package and provisionally label these substances according to the rules laid down in Articles 22 to 25 and the criteria in Annex VI.

CMR chemicals: Chemicals classified as Carcinogenic, Mutagenic or Toxic to Reproduction under Directive 67/548/EEC (see below).

COMAH (Seveso II) Directive 96/82/EC: on major accident hazards involving dangerous substances, adopted on 1996 (OJ L 10, 14.1.97. This Directive repeals and replaces Directive 82/501/EC.

Cosmetics Directive 76/768/EEC: on the approximation of the laws of the Member States relating to Cosmetics Products, adopted on 1976 (OJ L 53, 25.2.77).

ECB: European Chemical Bureau

EINECS: European Inventory of Existing Commercial Chemical Substances, deemed to be on the EU Market between 1 January 1971 and 18 September 1981. It is a closed list of 100,106 "existing" chemicals governed by Regulation 793/93/EEC.

Existing Substances: Substances in use within the EU before September 1981 and listed in EINECS. Substances produced from natural products by chemical modifications or purification; substances produced from animals and plants; active substances of pesticides, medicaments, fertilisers and cosmetic products, food additives, a few natural polymers and some waste and by-products.

HEDSET: Harmonised Electronic Data Set, for data collection under Council Regulation 793/93/EEC.

HPV Programme: High production Volume Chemicals. Chemicals placed on the EU market in volumes exceeding 1000 tones per year per manufacturer or importer.

IPPC: Integrated Pollution Prevention and Control

IUCLID: International Uniform Chemical Information Database. The basic tool for data collection and evaluation in the frame of the European Risk Assessment programme on existing substances.

NGOs: Non-Governmental Organisations representing particular stakeholders' interests (e.g. consumers, environment).

OECD: Organisation for Economic Co-operation and Development

POPs: Persistent Organic Pollutants

(Q)SAR: (Quantitative) Structure Activity Relationship. Models used to predict the properties of chemicals from the molecular structure.

Risk assessment: A process to determine the relationship between the predicted exposure and adverse effects in four steps: hazard identification, dose-response assessment, exposure assessment and risk characterisation.

Seveso II Directive 96/82/EC: See COMAH

SIDS: Screening Information Data Set, outlining the minimum data elements for determining whether an existing HPV chemical requires further investigation in the OECD's HPV/ICCA programme.
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