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A.
INTRODUCTION
1.
The Commission submitted its proposal
 to the Council and the European Parliament on 5 November 2003.
2.
The Ad-hoc Working Party on Chemicals has examined the proposal during the Italian, Irish, Netherlands, Luxembourg and United Kingdom Presidencies. 
3.
The Council, meeting in its Competitiveness and Environment configurations, has held policy debates on a number of occasions for the purpose of giving guidance to the continued examination of the proposal agreeing on the need for a balanced approach with regard to the objectives of REACH.
4.
Based on the detailed examination of the proposal and the outcome of the policy debates, the UK Presidency presented a first Presidency compromise text amending the original Commission Proposal in September 2005. 
5.
Following further work in the Council's preparatory bodies and policy debates in the Council  on 11 October 2005 (Competitiveness) and on 17 October 2005 (Environment), the Presidency on 4 November 2005 presented a revised compromise text, which has since been examined extensively by the Ad-hoc Working Party and the Permanent Representatives Committee.
6.
The European Parliament adopted its first-reading opinion on 17 November 2005
. The Commission has accepted a total of 160 amendments voted by the Parliament, including the package on registration co-signed by the three main political groups, as well as amendments on Evaluation and the role of the European Chemicals Agency.

7.
On 29 November 2005, the Council (Competitiveness) held a policy debate with the aim of preparing for a political agreement on the Regulation at its meeting on 13 December 2005. The debate gave clear indications that a broad majority of delegations supported the aim of a political agreement at the December meeting. While there was general recognition that the Presidency had found an appropriate balance between the various objectives of REACH, it was evident that a number of issues needed further attention. The Council therefore instructed its preparatory bodies to continue their efforts to resolve these  issues. 
8.
Following the Council meeting a revised Presidency compromise text
 was presented. The text was examined by the Ad hoc Working Party on 5 December 2005 and by the Permanent Representatives Committee on 7 December 2005. Substantial progress was made and a number of outstanding issues were provisionally resolved. On this occasion, the Presidency presented proposals for amendments to the compromise text related to Authorisation and Use and Exposure categories. All delegations have scrutiny reservations on these amendments, which are set out in Appendix I to this Note together with some further Presidency proposals for amendments to the draft legal text in doc 15155/05. 
9.
The main outstanding issues following the meeting of the Permanent Representatives Committee on 7 December are set out in Section B to this Note. Other outstanding issues are listed in Section C. Both Sections also contain Presidency proposals for solutions of the open issues with references to the relevant texts in Appendix I.

10.
In view of the need for the European Chemicals Agency to become operational before the application of central REACH procedures can start, it is proposed that the Council and the Commission make a joint Statement on actions that are necessary for setting up the Agency. The text of the statement is set out in Appendix III to this Note.

11.
In order to meet concerns on various specific issues, the Commission has proposed some statements. These are set out in Appendix IV to this Note.
12.
The Council (Competitiveness) is invited to: 

-
address and resolve the outstanding issues set out in Sections B and C of this Note with a view to reaching a political agreement on the draft Regulation based on document 15155/05 and the proposed amendments to this document contained in Appendix I to this Note;
-
agree on the additional technical amendments in Appendix II, which include necessary consequential modifications of Directive 67/548/EEC;
-
agree on the text of the Statement set out in Appendix III, to take note of the Commission's Statements  in Appendix IV and agree to enter the texts of these Statements in the Council Minutes;
-
instruct the Permanent Representatives Committee to continue technical work for the purpose of finalising the text of the recitals of the draft Regulation;
-
agree to adopt its common position at a later Council meeting, following finalisation of the text by the legal/linguistic experts.

B.
MAIN OUTSTANDING ISSUES
All delegations have a general scrutiny reservation.

DK, EE, PL and SI have parliamentary scrutiny reservations.
The Commission has stated that it will determine its position on the Presidency compromise in the light of its response to the Parliament's Opinion.

1.
Scope (Title I)

1 (a) Exemptions from Registration

Article 2 (4) of the draft Regulation exempts a range of substances listed in Annexes II and III from registration on the grounds that their intrinsic properties are well-known and that they cause minimum risk (Article 2(4)(a) and Annex II), or that registration would otherwise be inappropriate (Article 2(4)(b) and Annex III). 

There is general agreement that the Commission should be required to review Annexes II and III within 12 months of entry into force. A recital (24ter) indicates that this will, in particular, enable account to be taken of the possible need to exempt substances derived from mineralogical processes.

ES, IT, GR, PL, LU, SK and PT propose that cement clinker be exempted from registration and  included in Annex III.  ES also requests exclusion of ceramic frits from registration. 

AT, DK, FR and FI, however, are concerned about extending the scope of exemptions. FR maintains its reservation in relation to the inclusion of "minerals" in Section 8 of Annex III.  The Commission has a reservation on the exemption of further individual substances.

In response to requests from several delegations, the Commission has also proposed a statement for the Council minutes in relation to the development of guidance for the chemical assessment of preparations in general and of special preparations such as alloys in particular (Appendix IV to this Note).

The Presidency maintains its proposal of a comprehensive review of the exemptions in Annexes II and III within 12 months of entry into force (Article 133(3bis)).
1(b) National Measures on Worker Protection and Environmental Legislation

DK, DE and SE maintain their requests for exclusions for national measures on worker protection and environmental legislation (Article 2(2)). PT has sympathy for this approach with regard to worker protection legislation. In this connection, the Commission expressed concerns over the free movement clause (Article 125(2)) which makes clear that Member States have scope to take national measures. However, on the basis that the majority view in Council supports the inclusion of Article 125(2), the Commission has proposed a statement for the Council minutes clarifying its position in relation to national measures (Appendix IV to this Note). 

The Presidency maintains its proposal clarifying the scope in relation to Community legislation (Article 2(2)) and national measures (Article 125(2)).

2.
Substances in articles

A majority of delegations agree that the registration dates for substances intentionally released from articles should be brought into line with those for substances on their own or in preparations. CZ and PL have reservations.  IE expressed concerns about the implications for resources within the Agency.

A majority of delegations also agree that substances of very high concern present in articles should be notified to the Agency except where exposure to humans and the environment can be excluded under normal or reasonably foreseeable conditions of use when appropriate instructions are provided (Article 6(2bis)). The Commission has a scrutiny reservation on Article 6(2bis).

The Presidency:

· proposes to bring the registration dates for substances intentionally released from articles into line with the general registration timetable (Articles 6(6) and 21)

· maintains its proposal as regards Article 6(2bis).
3.
Authorisation (Title VII)

There is widespread agreement that authorisations should not be granted on the grounds of adequate control in the case of substances for which no safe minimum threshold can be determined, or for substances that are persistent, bioaccumulative and toxic (PBT) or very persistent, very bioaccumulative (vPvB) (Article 57(2bis)).  In view of concerns on the part of the Commission and some delegations, the Presidency proposes amending Article 57(2bis) so that the derivation of thresholds could be revised by comitology in the light of future developments. 

The Presidency also proposes, in response to requests from a number of delegations for a stronger emphasis on substitution of substances of very high concern, that all applications for authorisations, including those on the grounds of adequate control, should include an analysis of alternatives by the registrant (Article 59(4)).

The Presidency emphasises that in order to maintain the overall balance of the compromise, these two additional proposals should be considered as a package.

The Presidency's proposals have been generally well received, subject to scrutiny reservations on the part of all delegations. IT, LT, EE, CZ and PL have concerns with the proposals regarding Article 59(4). IE, CZ, LT, and PL propose that Article 57(2bis) be deleted. IT, DK and SE have concerns over the changes to Article 57(2bis). The Commission maintains a scrutiny reservation on Article 57(2bis).

FR maintains its position that the availability of suitable alternatives should always be considered in authorisation decisions and, if these are available, an authorisation should not be granted, but might be prepared to accept the Presidency proposals if all other reservations are lifted and no further changes are made to the Presidency's additional proposals on authorisation. EE supports the need for the availability of alternatives to be considered in all cases. BE is of the view that an authorisation should only be granted if the socio-economic advantages outweigh the risks and if safer, economically viable alternatives are not available. 

MT proposes that, in granting an authorisation under Article 57(3), consideration should be given to the role of the substance in ensuring compliance with regulatory requirements and technical standards.

IT and PT maintain their reservations with regard to Article 54(f), which allows for substances agreed at EU level as being of equivalent concern to those listed in Article 54(a) to (e) to be subject to authorisation on a case-by-case basis. PT and IT indicate a willingness to accept a suitable declaration from the Commission clarifying the application of Article 54(f). 

BE, IT, MT and IE have reservations on the list of substances for inclusion in Annex XIII (Article 56). The Commission's view is that the list published by the Agency on its website should only reflect the Agency's workplan for substances to be included in Annex XIII.

There is general agreement to the DE proposal to clarify the wording in relation to time-limited reviews (Articles 57(6) and 58(1)). 

The Presidency considers that its revised proposal (including the additional package of amendments and the clarifications regarding time-limited reviews) strikes the most appropriate balance between the different views expressed by delegations.

C.  
OTHER OUTSTANDING ISSUES
1.
Registration (Titles II and III)

1.1
Substances manufactured or imported between 1 and 10 tonnes

The Presidency proposes to amend the definition of phase-in substance to cover all substances listed in the European Inventory of Existing Chemical Substances (EINECS). The majority of delegations support this proposal. 
A majority of delegations support the targeted approach for the registration of substances in this tonnage range, which is aimed at reducing the costs of registration, especially for SMEs. Under this approach the full set of information described in Annex V would only be required for existing substances ("phase-in") when the criteria relating to risk and exposure set out in Annex Ic are met and for new ("non-phase-in") substances. In all other cases, only a basic set of information would be required. 

IE and LV do not support the requirement that the full Annex V information should be provided in all cases of registration of non-phase-in substances. 

DK and SE propose that, in all cases where widespread exposure is anticipated, the full Annex V information should be provided.

DE would prefer that the criteria relating to risk and exposure in Annex Ic be adopted at a later stage through comitology. The majority of delegations, however, support the Presidency proposal. BE has a scrutiny reservation on the criteria in the Presidency proposal for Annex Ic. PT would like clarification that the Agency will make available electronic tools such as QSARs to facilitate the implementation of the criteria in Annex Ic. 

The Presidency maintains its proposal as regards the targeted approach and proposes to change the definition of phase-in substances to cover all substances listed in EINECS (Article 3(20)).

1.2
Registration of substances manufactured or imported between 10 and 100 tonnes and exposure-based waiving

There is general agreement that the Commission should adopt criteria defining what constitutes adequate justification for waiving information requirements under Section 3 of Annex IX through comitology (in accordance with Article 130(3)) within 18 months of entry into force.

FR has a reservation on the deletion of the 2nd reproductive toxicity test in Annex VI, which the Presidency has proposed in order to simplify testing requirements.

DE with the support of PL proposes extending the possibility of exposure-based waiving to the two mutagenicity tests in Section 6.4 of Annex VI (in addition to the tests that can already be waived in 6.6 and 6.7). MT and IE have sympathy for the DE proposal. NL has sympathy for the DE proposal in those instances where exposure can be excluded. The majority of delegations support the Presidency proposal. In particular, FR, SE, DK and AT would be opposed to additional waiving. 

The Presidency maintains its proposal to allow exposure-based waiving of the tests in Sections 6.6 and 6.7 of Annex VI.

1.3
Data sharing and joint submission of information (OSOR)

There is broad agreement that manufacturers and importers should be able to opt out of the requirement to submit information jointly when doing so would result in excessive cost or where disclosure of information would cause substantial commercial detriment (Article 10(2bis) and 17(1bis)), provided that they provide an explanation to the Agency.

IT stresses that SMEs should not be discriminated against where registrants opt out from joint submission of information under Articles 10(2bis) and 17(1bis).
The Presidency proposes that a third party could be appointed to act on behalf of a company at pre-registration, registration and evaluation, in order to keep the identity of registrants confidential. The majority of delegations support this proposal.
IE and PL do not support the joint submission of information in the case of intermediates (Article 17). 

The Presidency maintains its proposal with the addition that a third party could be appointed as a representative.

1.4
Other registration issues

In relation to Article 7 and research and development (PPORD), there is general agreement on the Presidency proposal to delete the requirement for a company to notify the Agency of the details of the research and development programme in order to encourage innovation. PT has a reservation on this proposal as it believes that the Agency would lack sufficient information in relation to notifications. 

Most delegations agree that there should be a provision for objective quality assurance of information submitted at registration (Article 9(a)(viia)), but that the absence of such an assessment should not automatically be a criterion for prioritising dossiers for compliance checking. There is general agreement that the Agency should be tasked with providing guidance on the application of voluntary quality assurance. BE has a scrutiny reservation.

DE proposes to limit the requirements for Good Laboratory Practice to new tests that involve vertebrate animals (Article 12). The majority of delegations support the Presidency proposal in this area. PL has a scrutiny reservation on the DE proposal. As an alternative, DE proposes that the requirements for Good Laboratory Practice should be limited to toxicological and ecotoxicological tests. FR, FI and SE oppose this.
Most delegations agree that the reduced requirements for the registration of on-site isolated intermediates should apply only if the manufacturer confirms that the substance is used under strictly controlled conditions (Article 15). IE and LT prefer the Commission proposal on Article 15, and on the registration of transported isolated intermediates (Article 16).
The Presidency proposes to delete the requirement for a company to notify the Agency of the details of the research and development programme (Article 7(2)(f)). 
2.
Downstream User Threshold (Title V)

A majority of delegations agree that there should be a threshold of 1 tonne for downstream users to prepare chemical safety assessments and that downstream users making use of this exemption should provide certain basic information to the Agency. DK maintains its reservation on this proposal.

The Presidency maintains its proposal of a 1 tonne threshold.

3.
Evaluation (Title VI)

There is broad agreement that the Agency should be responsible for dossier evaluation. Several delegations support the proposal made by DE, IT and PT that all proposals for testing in relation to Annexes VII and VIII should be evaluated by the Agency (Article 39(1)). SE and BE have a reservation on this proposal. There is general agreement on the Presidency proposal that the Agency may, in addition to the testing proposals, also require registrants and downstream users to submit additional tests to those proposed.
In response to requests by FR and other delegations that the Agency should be given a stronger role in substance evaluation, the Presidency proposes to clarify that the Agency shall be responsible for co-ordinating the substance evaluation process whilst relying on Member State competent authorities to carry out the evaluations in accordance with an agreed Community rolling action plan. 
The competent authorities may appoint another body to act on their behalf (Article 43abis). The majority of delegations support this approach. 
The Presidency proposes that:

-
all testing proposals in relation to Annexes VII and VIII should be examined by the Agency (Article 39(1));

-
in addition, the Agency may require additional tests to those proposed by the registrant (Article 39(2));

-
the Agency's responsibility for coordinating substance evaluation be clarified 

(Article 43abis).

4.
Access to information (Title XI)

There is general agreement that the detailed rules for access to information held by the Agency (Article 115) should be drawn up by the Agency’s Management Board in accordance with the provisions of the Aarhus Convention and the application of Regulation (EC) 1049/2001. 

DE proposes that certain information considered non-confidential in Article 116(1) (namely the degree of purity of a substance, the information contained in the safety data sheet and the total tonnage band of a substance) should, if justified by a registrant, not be made available on the internet. BE opposes this request. FI proposes that the name of the company should never be confidential in communication between companies, but should not necessarily be posted on the Internet. In addition, DE proposes that the study summaries and robust study summaries should not be considered non-confidential according to Article 116(1). 
MT, IE, AT and HU have sympathy for the DE proposals. SE, HU, DK and NL support the FI proposal, while PL opposes it. 

The Presidency suggests that:

-
 the information in Article 116(1) would be better defined as information which is always to be made available on the internet by the Agency, and

-
in addition, certain items should, if justified by a registrant, not be made available on the internet (the degree of purity of a substance, the total tonnage band, the study summaries and the robust study summaries) (Article 116(1bis)). 

5.
Other Issues
Fees (Title VIIa)
DE proposes that the fees charged by the Agency (Article 70a) should cover the full cost of the services delivered. IE opposes this proposal. The Commission’s position is that it is not desirable that the Agency should be fully funded by fees and it therefore supports the Presidency proposal. 

DE proposes to clarify that the Agency shall reimburse the national competent authorities an appropriate share of the fees in respect of the activities carried out by them. In addition, Member States shall retain the right to levy fees and charges for services rendered without reimbursement from the Agency. SE and EE support this proposal.

The Presidency maintains its proposal.
Use and Exposure categories

Following a request from DE and other delegations, the Presidency proposes to clarify the role of use and exposure categories for communication in the supply chain. The Presidency's proposals have been generally well received, subject to a scrutiny reservation on the part of all delegations. DE has a positive scrutiny reservation.

The Presidency proposes that the role of use and exposure categories for communication in the supply chain should be clarified (Article 34(2), 34(4) and Recital (45bis)). 

__________________
APPENDIX I
Proposed Presidency amendments to document 15155/05
Main issues 

2.
Substances in articles

Article 6(6)

Paragraphs 2, 2bis and 3 shall apply 6 months after a substance is identified according to Article 56(1), provided that 6 months have elapsed from the deadline specified in Article 21(1).

Article 21(1)

Articles 4a, 5, 6(1)  and 19 shall not apply to the following substances for a period of 3 years after the entry into force of this Regulation:

(a)
phase-in substances classified as carcinogenic, mutagenic or toxic to reproduction, categories 1 and 2, in accordance with Directive 67/548/EEC and manufactured in the Community or imported, in quantities reaching 1 tonne or more per year per manufacturer or per importer, at least once following the entry into force of this Regulation;

(b)
phase-in substances classified as very toxic to aquatic organisms and may cause long‑term adverse effects in the aquatic environment (R50-53) in accordance with Directive 67/548/EEC, and manufactured in the Community or imported in quantities reaching 100 tonnes or more per year per manufacturer or per importer, at least once following the entry into force of this Regulation;

(c)
phase-in substances manufactured in the Community or imported, in quantities reaching 1 000 tonnes or more per year per manufacturer or per importer, at least once following the entry into force of this Regulation.

Article 21(2)

Articles 4a, 5, 6(1) and 19 shall not apply for a period of 6 years after entry into force of this Regulation to phase-in substances manufactured in the Community or imported, in quantities reaching 100 tonnes or more per year per manufacturer or per importer, at least once following the entry into force of this Regulation.

Article 21(3)

Articles 4a, 5, 6(1) and 19 shall not apply for a period of 11 years after entry into force of this Regulation to phase-in substances manufactured in the Community or imported, in quantities reaching 1 tonne or more per year per manufacturer or per importer, at least once following the entry into force of this Regulation.

3.
Authorisation

(i) Clarification of the application of the “adequate control” route to authorisation

Recital (52bis)

Methodologies to establish thresholds for carcinogenic and mutagenic substances may be developed taking into account the outcomes of REACH Implementation Projects. In accordance with article 130(3), Annex I section 6.4 may be amended on the basis of these methodologies to allow thresholds where appropriate to be used in the context of authorising the use of carcinogenic and mutagenic substances.

Article 57(2bis)

Paragraph 2 shall not apply to:

(i)
substances meeting the criteria in Article 54 (a), (b), (c) and (f) for which it is not possible to determine a threshold in accordance with Annex I, section 6.4; 

(ii)
substances meeting the criteria in Article 54 (d) and (e).

(ii) Analysis of substitutes

Article 57(3)

If an authorisation cannot be granted under paragraph 2 or for substances listed in paragraph 2bis, an authorisation may be granted if it is shown that socio-economic benefits outweigh the risk to human health or the environment arising from the use of the substance and if there are no suitable alternative substances or technologies. This decision shall be taken after consideration of all of the following elements:

(a)

the risk posed by the uses of the substance;

(b)
the socio-economic benefits arising from its use and the socio-economic implications of a refusal to authorise as demonstrated by the applicant or other interested parties;

(c)
the analysis of the alternatives submitted by the applicant under Article 59(4) and any third party contributions submitted under Article 61(2);

(d)
available information on the health or environmental risks of any alternative substances or technologies.

Article 59(4)

An application for authorisation shall include the following information:

(a)
the identity of the substance(s), as referred to in section 2 of Annex IV;

(b)
the name and contact details of the person or persons making the application;

(c)
a request for authorisation, specifying for which use(s) the authorisation is sought and covering the use of the substance in preparations and/or the incorporation of the substance in articles, where this is relevant;

(d)
unless already submitted as part of the registration, a chemical safety report in accordance with Annex I covering the risks to human health and/or the environment from the use of the substance(s) arising from the intrinsic properties specified in Annex XIII

(dbis)
an analysis of the alternatives considering their risks and the technical and economic feasibility of substitution.

Article 59(4bis)

[Deleted]
Article 59(5)

The application may include:

(a)

a socio-economic analysis conducted in accordance with Annex XV;

(b)
where appropriate a substitution plan, including research and development and a timetable for proposed actions by the applicant.

(c)
a justification for not considering risks to human health and the environment arising either from:

(i)

emissions of a substance from an installation for which a permit
was granted in accordance with Council Directive 96/61/EC; or

(ii)
discharges of a substance from a point source governed by the requirement for prior regulation referred to in Article 11(3)(g) of Directive 2000/60/EC of the European Parliament and the Council and legislation adopted under Article 16 of that Directive.

(iii) Time-limited review periods

Article 57(6)

Authorisations shall be subject to a time-limited review (whose duration will be determined on a case-by-case basis) without prejudice to any decision on a future review period and shall normally be subject to conditions, including monitoring.

Article 58(1)

Authorisations granted in accordance with Article 57 shall be regarded as valid until the Commission decides to amend or withdraw the authorisation in the context of a review, provided that the holder of the authorisation submits a review report at least 18 months before the expiry of the time-limited review period. Rather than re-submitting all elements of the original application for the current authorisation, the holder of an authorisation may submit only the number of the current authorisation, subject to the second, third and fourth subparagraphs.

A holder of an authorisation granted in accordance with Article 57 shall submit an update of any substitution plan included in his application. If the holder cannot demonstrate that the risk is adequately controlled, he shall submit an update of the socio-economic analysis, analysis of alternatives and substitution plan contained in the original application.

If he can now demonstrate that the risk is adequately controlled, he shall submit an update of the chemical safety report.

If any other elements of the original application have changed, he shall also submit updates of these element(s).

Other outstanding issues

1. Registration

1.1 Substances manufactured between 1 and 10 tonnes
(i) Definition of phase-in substance

Article 3(20)

Phase-in substance means a substance which meets at least one of the following criteria:

(a)
it is listed in the European Inventory of Existing Commercial Chemical Substances (EINECS);

(b)
it was manufactured in the Community, or in the countries acceding to the European Union on 1 May 2004, but not placed on the market by the manufacturer or importer, at least once in the 15 years before the entry into force.

1.3 Data sharing and joint submission of information (OSOR)

(i) Appointment of a third-party representative

Chapter 2
Definitions and general provision
Article 3a

Any manufacturer, importer, or where relevant a downstream user, may, whilst retaining full responsibility for complying with his obligations under this Regulation, appoint a third party representative for all proceedings under Articles 10, 17, Title III and Article 50 involving 
discussions with other manufacturers, importers, or where relevant downstream users. In these cases, the identity of a manufacturer or importer who has appointed a representative shall not normally be disclosed by the Agency to other manufacturers, importers, or, where relevant, downstream users.

Article 27(3)
[deleted]

1.4
 Other registration issues

(i) PPORD

Article 7(2)

For the purpose of paragraph 1, the manufacturer or importer shall notify the Agency of the following information:

(a)
the identity of the manufacturer or importer as specified in section 1 of Annex IV;

(b)
the identity of the substance, as specified in section 2 of Annex IV; 

(c)
the classification of the substance as specified in section 4 of Annex IV, if any;

(d)
the estimated quantity as specified in section 3.1 of Annex IV; 

 (e)
the list of customers referred to in paragraph 1, including their names and addresses

3.
Evaluation
(i) Agency checking of all testing proposals in Annexes VII and VIII

Article 11(1)

The technical dossier referred to in Article 9 (a) shall include under points (vi) and (vii) of that provision all physicochemical, toxicological and ecotoxicological information that is relevant and available to the registrant and as a minimum the following:

(a)
the information specified in Annex V for non-phase-in substances, and for phase-in substances meeting one or both of the criteria specified in Annex Ic, manufactured or imported in quantities of 1 tonne or more per year per manufacturer or importer;

(abis)
the information on physicochemical properties specified in Annex V, section 5 for phase-in substances manufactured or imported in quantities of 1 tonne or more per year per manufacturer or importer which do not meet either of the criteria specified in Annex Ic;

(b)
the information specified in Annexes V and VI for substances manufactured or imported in quantities of 10 tonnes or more per year per manufacturer or importer;

(c)
the information specified in Annexes V and VI and testing proposals for the provision of the information specified in Annex VII for substances manufactured or imported in quantities of 100 tonnes or more per year per manufacturer or importer;

(d)
the information specified in Annexes V and VI and testing proposals for the provision of the information specified in Annexes VII and VIII for substances manufactured or imported in quantities of 1 000 tonnes or more per year per manufacturer or importer.

Article 39(1)

The Agency shall examine any testing proposal set out in a registration or a downstream user report for provision of the information specified in Annexes VII and VIII for a substance. Priority should be given to registrations of substances which have or may have PBT, vPvB, sensitising and/or CMR properties, or substances classified as dangerous according to Directive 67/548/EEC above 100 tonnes per year with uses resulting in widespread and diffuse exposure.

Annex VII(1st paragraph)

At the level of this Annex, the registrant must submit a proposal and a time schedule for fulfilling the information requirements of this Annex in accordance with Article 11 (1) (c).

Annex VIII(1st paragraph)

At the level of this Annex, the registrant must submit a proposal and a time schedule for fulfilling the information requirements of this Annex in accordance with Article 11(1)(d).

(ii) ability for the Agency to require additional tests to those proposed by the registrant

Article 39(2)

On the basis of the examination under paragraph 1, the Agency shall draft one of the following decisions and that decision shall be taken in accordance with the procedure laid down in Articles 48 and 49:

(a)
a decision requiring the registrant(s) or downstream user(s) concerned to carry out the proposed test and setting a deadline for submission of the summary of the test result, or the robust study summary if required by Annex I;

(b)
a decision in accordance with point (a), but modifying the conditions under which the test is to be carried out;

(bbis)a decision in accordance with point (a) or (b) but requiring registrant(s) or downstream user(s) to carry out one or more additional tests in cases of non-compliance of the testing proposal with Annexes VII, VIII and IX;
(c)
a decision rejecting the testing proposal;

(d)
a decision in accordance with point (a), (b) or (bbis), if several registrants of the same substance have submitted proposals for the same test, giving them the opportunity to reach an agreement on who will perform the test on behalf of all of them and to inform the Agency accordingly within 90 days. If the Agency is not informed of such agreement within such 90 days, it shall designate one of the registrants to perform the test on behalf of all of them.
(iii) Clarification of the role of the Agency in substance evaluation

Article 43abis(1)

The Agency shall be responsible for co-ordinating the substance evaluation process and ensuring that substances on the Community rolling action plan are evaluated. In doing so, the Agency shall rely on the competent authorities of Member States. In carrying out an evaluation of a substance, the competent authorities may appoint another body to act on their behalf.

4.
Access to information

(i) Clarification of information to be posted on the internet

Article 9

A registration required by Article 5 or by Article 6(1) or (4) shall include all the following information:

(a)
a technical dossier including:
(i)
the identity of the manufacturer(s) or importer(s) as specified in section 1 of Annex IV;

(ii)
the identity of the substance as specified in section 2 of Annex IV;

(iii)
information on the manufacture and use(s) of the substance as specified in section 3 of Annex IV; this information shall represent all the registrant’s identified use(s). This information may include, if the registrant deems appropriate, the relevant use and exposure categories;

(iv)
the classification and labelling of the substance as specified in section 4 of Annex IV; 

(v)
guidance on safe use of the substance as specified in Section 5 of Annex IV;

(vi)
study summaries of the information derived from the application of Annexes V to IX;

(vii)
robust study summaries of the information derived from the application of Annexes V to IX, if required under Annex I;

(viia)
an indication as to which of the information submitted under Article 9(a)(iii), (iv), (vi), (vii) or (b) has been reviewed by an assessor chosen by the manufacturer or importer and having appropriate experience;

(viii)
[deleted];

(ix)
proposals for testing where listed in Annexes VII and VIII; 

(ixa)
for substances in quantities of 1 to 10 tonnes, exposure information as specified in section 6 of Annex IV;

(x)
[deleted];

(xa)
a request as to which of the information in Article 116(1bis) the manufacturer or importer considers should not be made available on the Internet in accordance with Article 73(2)(d), including a justification as to why publication could be harmful for his or any other concerned party’s commercial interests.

Subject to Article 23(3), the registrant shall be in legitimate possession of or have permission to refer to the full study report summarised under (vi) and (vii) for the purpose of registration

(b)
a chemical safety report when required under Article 13. Sections 5 and 6 of this report may include, if the registrant considers appropriate, the relevant use and exposure categories.

Articles 55(4)

Before the Agency sends its recommendation to the Commission it shall make it publicly available on its website, clearly indicating the date of publication, taking into account Articles 115 and 116 on access to information. The Agency shall invite all interested parties to submit comments within three months of the date of publication, in particular on uses which should be exempt from the authorisation requirement.

The Agency shall update its recommendation, taking into account the comments received.

Article 61(2)
The Agency shall make available on its web-site broad information on uses, taking into account Articles 115 and 116 on access to information, for which applications have been received, with a deadline by which information on alternative substances or technologies may be submitted by interested third parties.

Article 61(6)

The Agency shall determine in accordance with Articles 115 and 116 which parts of its opinions and parts of any attachments thereto should be made publicly available on its website.

Article 66(3)
Without prejudice to Articles 115 and 116, the Agency shall make publicly available on its website all dossiers conforming with Annex XIV including the restrictions suggested pursuant to paragraphs 1 and 2 without delay, clearly indicating the date of publication. The Agency shall invite all interested parties to submit individually or jointly within 6 months of the date of publication:

(a)
comments on dossiers and the suggested restrictions;

(b)
a socio-economic analysis, or information which can contribute to one, of the suggested restrictions, examining the advantages and drawbacks of the proposed restrictions. It shall conform to the requirements in Annex XV.

Article 69(2)

Without prejudice to Articles 115 and 116 the Agency shall publish the opinions of the two Committees on its website without delay.

Article 70a(2)

The structure and amount of the fees referred to in paragraph 1 shall take account of the work required by this Regulation to be carried out by the Agency and the competent authority and shall be fixed at such a level as to ensure that the revenue derived from them when combined with other sources of the Agency’s revenue pursuant to Article 93(1) is sufficient to cover the cost of the services delivered. The fees set for registration shall take into account the work that may be done pursuant to Title VI.

In the case of Articles 5(4), 6(1), 6(4), 7(2), 10(3), 15(2), 16(2), the structure and amount of fees shall take account of the tonnage range of the substance being registered.

In all cases, a reduced fee shall be set for SMEs.

In the case of Article 10(3), the structure and amount of fees shall take into account whether information has been submitted jointly or separately.

In the case of a request made under Article 9(a)(xa), the structure and amount of fees shall take into account the work required by the Agency in assessing the justification.

Article 73(2)

The Secretariat shall undertake the following tasks:

(a)
performing the tasks allotted to it under Title II; including facilitating the efficient registration of imported substances, in a way consistent with the Community’s international trading obligations towards third countries;

(b)
performing the tasks allotted to it under Title III;

(c)
performing the tasks allotted to it under Title VI;

(d)
establishing and maintaining database(s) with information on all registered substances, the classification and labelling inventory and the harmonised classification and labelling list. It shall make the information identified in Article 116(1), and in Article 116(1bis) except where a request made under Article 9(a)(xa) is considered justified,  in the data base(s) publicly available, free of charge, over the Internet. The Agency shall  make other information in the databases available on request in accordance with Article 115;

(e)
making publicly available information as to which substances are being, and have been evaluated within 90 days of receipt of the information at the Agency, in accordance with Article 116(1);
(f)
providing technical and scientific guidance and tools where appropriate for the operation of this Regulation in particular to assist the development of chemical safety reports (in accordance with Articles 13, 29(1) and 34(4)) and application of Article 9(a)(viia), 10(2bis) and 17(1bis) by industry and especially by Small and Medium sized Enterprises (SMEs);
(g)
providing technical and scientific guidance on the operation of this Regulation for Member State competent authorities and providing support to the help desks established by Member States under Title XII;

(gbis)
providing advice and assistance to manufacturers and importers registering a substance in accordance with Article 11(1);

(h)
preparing explanatory information on this Regulation for other stakeholders;

(i)
at the Commission’s request, providing technical and scientific support for steps to improve co-operation between the Community, its Member States, international organisations and third countries on scientific and technical issues relating to the safety of substances, as well as active participation in technical assistance and capacity building activities on sound management of chemicals in developing countries;

(j)
keep a Manual of Decisions and Opinions based on conclusions from the Member States Committee regarding interpretation and implementation of this Regulation;

(k)
notification of decisions taken by the Agency;

(l)
provision of formats for submission of information to the Agency.

Article 111(1)
A classification and labelling inventory, listing the information referred to in Article 110(1), both for information notified under Article 110(1) as well as for information submitted as part of a registration, shall be established and maintained by the Agency in the form of a database. The information in this database identified in Article 116(1) shall be publicly accessible. The Agency shall grant access to the other data on each substance in the inventory to the notifiers and registrants who have submitted information on that substance in accordance with Article 27(1).
The Agency shall update the inventory when it receives updated information in accordance with Article 110(4).
Article 115(1bis)

Disclosure of the following information shall normally be deemed to undermine the protection of the commercial interests of the concerned person:

(a)
details of the full composition of a preparation;

(b)
the precise use, function or application of a substance or preparation;

(c)
the precise tonnage of the substance or preparation manufactured or placed on the market;

(d)
links between a manufacturer or importer and his downstream users.

Where urgent action is essential to protect human health, safety or the environment, such as emergency situations, the Agency may disclose the information referred to in this paragraph.
Article 116 (Title)
Electronic Public Access
Article 116(1)

The following information held by the Agency on substances whether on their own, in preparations or in articles, shall be made publicly available, free of charge, over the Internet in accordance with Article 73(2)(d):
(a)
the trade name(s) of the substance;

(b)
the name in the IUPAC Nomenclature, for dangerous substances within the meaning of Directive 67/548/EEC;

(c)
if applicable, the name of the substance as given in EINECs;

(cbis)
the classification and labelling of the substance;

(d)
physicochemical data concerning the substance and on pathways and environmental fate;

(e)
the result of each toxicological and ecotoxicological study;

(f)
any derived no-effect level (DNEL) or predicted no-effect concentration (PNEC) established in accordance with Annex I;

(g)
[delete]

(h)
the guidance on safe use provided in accordance with section 4 and 5 of Annex IV;

(i)
[deleted]

(j)
analytical methods if requested in accordance with Annex VII or VIII which make it possible to detect a dangerous substance when discharged into the environment as well as to determine the direct exposure of humans;

(k)
[deleted];

(l)
[deleted]

Article 116(1bis)
The following information on substances whether on their own, in preparations or in articles, shall be made publicly available, free of charge, over the Internet in accordance with Article 73(2)(d) except where a party submitting the information submits a justification in accordance with Article 9(a)(xa), accepted as valid by the Agency, as to why such publication is potentially harmful for the commercial interests of the registrant or any other party concerned:

(a)
if essential to classification and labelling, the degree of purity of the substance and the identity of impurities and/or additives which are known to be dangerous;

(b)
the total tonnage band (i.e. 1-10 tonnes, 10-100 tonnes, 100-1 000 tonnes or over 1 000 tonnes) within which a particular substance has been registered;

(c)
the study summaries or robust study summaries of the information referred to in paragraph 1(d) and (e);

(d)
information, other than that listed in subparagraphs (a) – (h), (j) and (k) of paragraph 1 above, contained in the safety data sheet.
5. 
Other Issues

(i) Use and exposure categories

Recital(45bis)

Communication up and down the supply chain should be facilitated, the Commission shall develop a system categorising brief general descriptions of uses taking into account the outcomes of the REACH Implementation Projects.

Article 34(2)

Any downstream user shall have the right to make a use, as a minimum the brief general description of use, known in writing (on paper or electronically) to the manufacturer, importer, downstream user or distributor who supplies him with a substance on its own or in a preparation with the aim of making this an identified use. In making a use known, he shall provide sufficient information to allow the manufacturer, importer or downstream user who has supplied the substance, to prepare an exposure scenario, or if appropriate a use and exposure category, for his use in the manufacturer, importer or downstream user’s chemical safety assessment.

Distributors shall pass on such information to the next actor or distributor up the supply chain. Downstream users in receipt of such information may prepare an exposure scenario for the identified use(s), or pass the information to the next actor up the supply chain.

Article 34(4)

A downstream user of a substance on its own or in a preparation shall prepare a chemical safety report in accordance with Annex XI for any use outside the conditions described in an exposure scenario or if appropriate a use and exposure category communicated to him in a safety data sheet or for any use his supplier advises against.

A downstream user need not prepare such a chemical safety report in any of the following cases:

(a)
a safety data sheet is not required to be communicated with the substance or preparation in accordance with Article 29;

(b)
a chemical safety report is not required to be completed by his supplier in accordance with Article 13;

(bbis)
the downstream user uses the substance or preparation in a total quantity of less than 1 tonne per year;

(c)
the downstream user implements or recommends an exposure scenario which includes as a minimum the conditions described in the exposure scenario communicated to him in the safety data sheet;

(d)
the substance is present in a preparation in a concentration lower than any of the concentrations set out in Article 13(2);

(e)
the downstream user is using the substance for the purposes of product and process oriented research and development, provided that the risks to human health and the environment are adequately controlled in accordance with the requirements of legislation for the protection of workers and the environment.

_________________

APPENDIX II
Technical amendments to the REACH Regulation and Directive 67/548/EEC
Proposal for a 

REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 
concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency and amending Directive 1999/45/EC and Regulation (EC) {on Persistent Organic Pollutants}

(i) Application of Title IV

Article 2(3)

The provisions of Title II, V, VI and VII shall not apply to the extent that a substance is used:

(a)
in medicinal products for human or veterinary use within the scope of Regulation (EEC) No 2309/93, Directive 2001/82/EC of the European Parliament and of the Council
 and Directive 2001/83/EC of the European Parliament and of the Council
;

(b)
in food or feedingstuffs according to Regulation (EC) No 178/2002 of the European Parliament and of the Council including used:

(i)
as a food additive in foodstuffs within the scope of Council Directive 89/107/EEC;

(ii)
as a flavouring in foodstuffs within the scope of Council Directive 88/388/EEC and Commission Decision 1999/217/EC; 

(iii)
as an additive in feedingstuffs within the scope of Regulation (EC) No 1831/2003 of the European Parliament and of the Council ;

 (iv)
in animal nutrition within the scope of Council Directive 82/471/EEC.

Article 2(3bis)

The provisions of Title IV shall not apply to the following preparations in the finished state, intended for the final user:

(a)
medicinal products for human or veterinary use, within the scope of Regulation (EEC) No 2309/93, Directive 2001/82/EC of the European Parliament and of the Council and as defined in Directive 2001/83/EC of the European Parliament and of the Council;
(b)     cosmetic products as defined in the scope of Directive 76/768/EEC;

(c)
medical devices which are invasive or used in direct physical contact with the human body in so far as Community measures lay down provisions for the classification and labelling of dangerous substances and preparations which ensure the same level of information provision and protection as Directive 1999/45/EC;

(d)    food or feedingstuffs according to Regulation (EC) No 178/2002 of the European Parliament and of the Council including used:

(i)
as a food additive in foodstuffs within the scope of Council Directive 89/107/EEC;

(ii)
as a flavouring in foodstuffs within the scope of Council Directive 88/388/EEC and Commission Decision 1999/217/EC; 

(iii)
as an additive in feedingstuffs within the scope of Regulation (EC) No 1831/2003 of the European Parliament and of the Council;

(iv)
in animal nutrition within the scope of Council Directive 82/471/EEC.
(ii) Annex Ia – clarification of footnote 3
Section 3.3, footnote 3

Where the person responsible for placing the preparation on the market can demonstrate that the disclosure in the safety data sheet of the chemical identity of a substance which is exclusively classified as: - irritant with the exception of those assigned R41 or irritant in combination with one or more of the properties mentioned in point 2.3.4 of Article 10 of Directive 1999/ 45/EC; or – harmful or harmful in combination with one or more of the properties mentioned in point 2.3.4 of Article 10 of Directive 1999/45/EC presenting acute lethal effects alone; will put at risk the confidential nature of his intellectual property, he may, in accordance with the provisions of Part B of Annex VI to Directive 1999/45/EC, refer to that substance either by means of a name that identifies the most important functional chemical groups, or by means of an alternative name.

Proposal for a

DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 

amending Council Directive 67/548/EEC in order to adapt it to Regulation (EC) of the European Parliament and of the Council concerning the registration, evaluation, authorisation and restriction of chemicals

[…]

1. Article 1

(5)
Articles 7 to 15 are deleted.

2. Article 1

(6)
Article 16 is deleted.

3. Article 1

 (7)
Articles 17 to 20 are deleted. 

4. Article 1

 (8)
[deleted]
Article 2(1)

Member States shall bring into force the laws, regulations and administrative provisions necessary to comply with this Directive as from the day falling 12 months from the entry into force of the Reach Regulation. They shall forthwith inform the Commission thereof. 

When Member States adopt those provisions, they shall contain a reference to this Directive or be accompanied by such a reference on the occasion of their official publication. Member States shall determine how such reference is to be made.

Article 3

This Directive shall enter into force on the twentieth day following its publication in the Official Journal of the European Union.

It shall apply from the day falling 12 months from the entry into force of the REACH Regulation.

Notwithstanding the second paragraph, point (6) of Article 1 shall apply from the day falling 14 months from the entry into force of the REACH Regulation.

_________________

APPENDIX III
Joint Council and Commission statement on the Agency

The Council and the Commission note the key role of the European Chemicals Agency in the implementation of the forthcoming REACH Regulation. They also acknowledge that the Agency needs to be operational before the application of the central REACH procedures, such as registration and authorisation, can be started.

The Council welcomes the preparatory work by the Commission in supporting the establishment of the Agency. It acknowledges the wish of the Commission to have commitment of the Member States to undertake the actions that are necessary for setting up of the Agency and enabling it to be operational within 12 months from the entry into force of REACH.

The Commission has informed the Member States that the above timeframe is only possible if Council, Member States and the Commission undertake the following action:

a.
identify the members of the Management Board as soon as the composition of the Management Board is politically agreed between the co-legislators;

b.
communicate the names of the future Management Board members after the final decision on REACH but before entry into force and provide official nominations immediately after entry into force of REACH; 

c.
ensure that the nominees agree that a series of (4) meetings of the Management Board can take place in the first 3 months after entry into force;

d.
agree that the Management Board should nominate the Executive Director and the Accounting Officer within these 3 months;

e.
communicate to the Commission the names of the future members of the Committee established under Article 130 of REACH after the final decision on REACH and provide official nominations at the entry into force of REACH;
__________________

For editorial reasons, the expression "the Comitology Committee" has been replaced by "the Committee established under Article 130" under point e.
f.
identify at an early stage the candidates for the Member State Committee, Risk Assessment Committee, Socio-economic Assessment Committee and the Forum.

On its own part the Commission will make the outmost efforts to carry out the following activities as soon as possible:

a.
nominate an interim Director, with exclusively administrative functions;

b.
publish the vacancy notices and prepare the shortlist of candidates for Executive Director and Accounting Officer during the 6 months period between the final decision on REACH and EIF;

c.
publish the vacancy notices and prepare the shortlist of candidates for the Board of Appeal within 6 months after the decision on the requirements by the Comitology Committee;

d.
pre-select candidates for temporary agents of the Agency, as an interim Director can then organize the selection in order to establish reserve lists of candidates; the lists should be available 6 months after entry into force;

e.
make available staff for at least 10 selection panels;

f.
recruit and train interim staff, including seconded officials and contract agents hired in 2006, to serve as a start-up team and as a secretariat for the Management Board and to execute necessary other functions of the Agency during the implementation phase;

g.
ensure preparation of implementing legislation necessary for the operation of the Agency regarding fees and qualifications of the members of the Board of Appeal

h.
ensure preparation of draft implementing rules and procedures for the Agency, concerning staff, finance, fees, Board of Appeal, internal functioning, etc before these are handed over to the Agency during the implementation phase;

i.
ensure availability of infrastructure, including IT systems, and software

j.
after the final decision on the Regulation, ensure that necessary adaptations will be made to the IT-systems and to the draft technical guidance documents.

Therefore, the Council and the Commission affirm their commitment to take the above actions, respective to their roles and responsibilities, for ensuring the timely setting up of the Agency.

________________

APPENDIX IV
Commission statements
Commission statement on special preparations (including alloys) 

The Commission, in close cooperation with industry, Member States and other relevant stakeholders, will develop guidance to fulfil the requirements under REACH related to preparations (in particular with regard to safety data sheets incorporating exposure scenarios) including assessment of substances incorporated into special preparations – such as metals incorporated in alloys. In doing so, the Commission will take full account of the work that will have been carried out within the framework of the REACH implementation projects (RIPs) and will include the necessary guidance on this matter in the overall REACH guidance package. This guidance should be available before the entry into operation of the regulation.

Commission statement on free movement (Article 125(2)) 

The Regulation harmonises completely the conditions of manufacture, placing on the market and use of the substances which it covers in terms of the points for which it provides. With regard to those points, the lawfulness of the manufacture, placing on the market and use of substances will have to be assessed solely in the light of the criteria laid down by the Regulation.  Consequently, national authorities will in future be able to restrict or impede such operations only:

•
through measures adopted within the framework of Article 95(4) to (6);

•
through measures adopted within the framework laid down in Article 126 of the Regulation.

___________________
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