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Action Requested:
The CARACAL are invited to discuss and, as appropriate, provide comments on the document.

Process to be followed prior to inclusion of test methods in the Test Methods Regulation

There are three existing documents describing procedures in relation to test methods.  The first is entitled “Procedure for the introduction of test methods into Annex V to Directive 67/548/EEC” (NOTIF/23/1996 rev. 1, see attached).  The second is the “revised streamlined process for approval of alternative test methods for regulatory purposes under REACH” (CA/27/2008).  The third is the "Specific Procedures for the Meeting of the National Coordinators for Annex V Testing Methods” (ECB/TM/28(05)rev5, see attached).  Once a mandate has been agreed for the National Coordinators the Commission will promptly prepare a new draft SOP for the NCs to reflect this new mandate.

The process set forth below replaces the three documents referred to above.

1.
Standard track
DGs Environment and Enterprise are jointly responsible for issues related to REACH, and thus for the Test Methods Regulation.  DG JRC provides technical and scientific support and, in particular, acts as “EU coordinator on test methods”, which includes coordinating the work of the National Coordinators on Test Methods (NCs) and chairing their meetings and preparing relevant documents (e.g. meeting minutes).

When the Commission becomes aware of a new test method that is not already part of the OECD Test Methods Guidelines Programme
, the Commission submits the new test method proposal to the OECD.  This is on the assumption that the Commission believes that the method in question should, eventually, be included in the Test Methods Regulation.  The Commission seeks the advice of the National Coordinators and the REACH Competent Authorities before submitting the test method proposal to the OECD.  In some cases, the NCs may advise that, in order to use resources more efficiently, it would be more appropriate that a single (or several Member States) submits the proposal to the OECD. In some other cases, a Member State may wish to submit a proposal to the OECD by itself. In the latter cases, it is advisable that the "sponsor" Member State, the Commission and the other Member States coordinate in advance, in order to secure substantial and coordinated support from EU Member States, thus giving more weight to the proposal.
The test method proposal then follows the normal course within the OECD, from the submission of a project proposal to final adoption by the OECD Council.  Both the Commission and the NCs follow this process step by step. Throughout the process, whenever appropriate, the NCs provide technical and scientific advice to the REACH CAs and to the Commission. The NCs also seek to build a consensus, at the technical and scientific level, as the basis for a co-ordinated EU position within the framework of the OECD discussions.  DG JRC supports the co-ordination of an EU position within the OECD.  In selected cases, in agreement with the NCs, it coordinates EU comments on a specific method and feeds them into the OECD process.  The Commission pays particular attention to the possibility of there being any “undue delay” within the OECD process.  If such “undue delay" is established, the alternative process described below applies.

Once a test method is adopted by the OECD, the Commission undertakes the necessary steps to secure EU adoption. This means including the test method in the next possible Adaptation to Technical Progress of the Test Methods Regulation.

Throughout the process described above, transparency and communication are essential requirements.  This applies to coordination between the Commission and both the NCs and the REACH CAs, but also to coordination, at national level, between the REACH CAs and the NCs. In this context, a new dedicated website for the NCs will be considered.  In the meantime, the CIRCA website will be used on a more systematic basis, i.e. all documents will be uploaded there and all NCs will have access to CIRCA.  Consequently, the NCs are encouraged to keep themselves informed of ongoing and new developments by virtue of the CIRCA website (or its successor in the future).

2.
Alternative track for adoption of alternative test methods [in (exceptional) cases of “undue delay”]

A test method follows the same path as the standard track set forth above up to the point at which the Commission considers that the OECD process for a specific test method may be suffering from “undue delay”.  This may arise in a case where the EU has a clear idea of what it wants and there are significant objections to a specific test method from non-EU countries, which may prevent smooth progress within the OECD process.

If the Commission believes that the OECD process for a specific test method is suffering from “undue delay”, it informs both the NCs and the REACH CAs of its concerns from the start.  This is done through an information note posted on CIRCA.  In addition, depending on the timing, there may be discussions at NCM or CARACAL meetings. At this stage, the NCs and the REACH CAs are given the opportunity to provide the Commission with their views on the issue of "undue delay". 

In the information note, the Commission indicates the precise stage of development of the test method in question and exactly what stage it has reached within the OECD process.   The more work that has been done on the draft test method within the OECD process, the less will need to be done at EU level.  In function of the level of advancement within the OECD, the Commission indicates clearly which stage of the "revised streamlined process" (see flow chart below) the test method will slot into.

Before proceeding with the necessary steps for adoption at EU level, the Commission seeks the REACH CAs' endorsement of its approach by virtue of a three week "silent consent procedure."  Although written procedures are already part of the CIRCA system, an additional e-mail is sent to REACH CAs alerting them to the initiation of the procedure and the deadline in question. The NCs are also informed of the initiation of this procedure through their access to the CIRCA website.  The REACH CAs consult with their NCs as appropriate, in the context of establishing their position on a given test method.

Once the silent consent procedure is completed, the Commission undertakes the necessary steps to secure EU adoption. This means including the test method in the next possible Adaptation to Technical Progress of the Test Methods Regulation.  The Commission also informs the OECD secretariat that it is going forward with EU adoption.

A decision that there is “undue delay” may be taken by the Commission, after consultation of the NCs and the REACH CAs, at any point in the OECD process.  This means that the Commission cannot determine in advance precisely how much work remains to be done within the EU context. – and in particular what stage of the “revised streamlined process”  a test methods is at.  It also means that the exact stage in the EU process to which a test method is "transferred" is determined on a case-by-case basis.  In all cases, the NCs are given an adequate opportunity to give their views on the technical and scientific aspects of a specific test method.   
In cases where work will be completed at a later stage by OECD, the Commission will propose to include the “updated” test method (modified to ensure that it is in line with the OECD text) in the next possible ATP of the Test Methods Regulation.

As is the case for the "standard track", throughout the process described above, transparency and communication are essential requirements.  This applies to coordination between the Commission and both the NCs and the REACH CAs, but also to coordination, at national level, between the REACH CAs and the NCs. In this context, a new dedicated website for the NCs will be considered.  In the meantime, the CIRCA website will be used on a more systematic basis, i.e. all documents will be uploaded there and all NCs will have access to CIRCA.  Consequently, the NCs are encouraged to keep themselves informed of ongoing and new developments by virtue of the CIRCA website (or its successor in the future).

Revised streamlined procedure for approval of alternative methods (taken over from document CA/27/2008)

Stage 1

The EU test guidelines Coordinator (within JRC)) sends the complete set of documentation concerning a new scientifically validated alternative test method, including a test protocol, to the Member States' National Coordinators by e-mail, giving them a deadline of two months within which to provide comments and give their positions [the NCs need to send the documentation to their networks of experts, then gather and summarise comments and possibly organise a meeting to agree on a position].

At the same time, the EU Coordinator sends the documentation to ECHA and to other Commission services as appropriate, which may provide comments within the same time frame.

↓

Stage 2

The EU Coordinator (1) compiles and summarises all the comments (2) makes the necessary changes to the draft test method guideline; and (3) prepares a recommendation on whether to move forward with the test method guideline.  This step should be completed within three weeks.  In cases where further information is required, a further deadline shall be set on an ad-hoc basis, depending on the complexity of the issues. If necessary, in appropriate cases, a meeting of the National Coordinators may be arranged to discuss difficult issues.  All difficult issues will be resolved at this stage of the procedure. 

↓

Stage 3

As soon as the consultation with the National Coordinators is completed, the EU Coordinator forwards the recommendation to DG ENV.   DG ENV seeks the advice of the Member States' Competent Authorities by means of a "silent consent" written procedure, with a deadline of three weeks.  It also ensures that stakeholders are consulted.
↓

Stage 4
DG ENV includes the draft test method guideline (as provided by the EU Coordinator) in a proposed adaptation to technical progress of the Test Methods Regulation.  The proposed measure goes through Inter Service consultation and is translated in all required languages.  This part of the process should take a minimum of six weeks.  The proposed measure then goes through the regulatory procedure with scrutiny.  

� Member States can also submit proposals to the OECD.
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