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

Draft Mandate for National Coordinators on Test Methods

Background

The role of the National Coordinators on Test Methods is set forth in a 1996 Commission document entitled “Procedure for the introduction of test methods into Annex V to Directive 67/548/EEC” (reference: NOTIF/23/1996 rev. 1, see attached)). The first section entitled “Areas of responsibility” provides as follows:

“The EU National Test Method Coordinators (NCTM) have an important role to play in giving scientific and technical support to the CAs and COM.”

The section entitled “Role of EU Test Method Meetings (Scientific and Technical)” elaborates as follows:

“EU TM meetings (including EU NTMC meetings) will consider, as necessary, draft TMs and other test method related issues (eg interpretation of test methods and results, priorities for EU and OECD activities) and make recommendations to the CAs and/or COM as appropriate.”

With the REACH Regulation
, the regulatory context has changed, bringing with it a much stronger focus on the development and adoption of alternative test methods, as reflected in recital 47 and Article 13 of that Regulation. There is now a specific Regulation on test methods – Regulation 440/2008 laying down test methods
.  Although the NCs basically play the same role as under the old legislation, the focus of their contribution has evolved.  In particular, the NCs must bear in mind Article 13 of REACH and take more systematic account of the replacement, reduction and refinement of the use of laboratory animals in their examination of test methods.  In doing this, NCs must bear in mind the paramount need to protect human health and the environment.

The Commission has reviewed the above description of the role of the NCs and believes that the mandate of the NCs still essentially reflects the role as described back in 1996, with some adaptations in light of the new regulatory framework.  This mandate should be read in conjunction with the revised process on approval of Test Methods in the EU described in document CA/33/2009.

Proposed mandate

The National Coordinators on Test Methods (“NCs”) shall provide scientific and technical support in the area of test methods to the REACH Competent Authorities ("CAs") and to the Commission.

Specifically, the NCs shall provide scientific and technical advice on the following issues:

· Which test methods should be developed to serve EU regulatory needs in the context of REACH and other relevant Community legislation.  

· Which test methods should be included in the Test Methods Regulation and what the priorities are for the EU within the OECD Test Guidelines Programme. The NCs may advise, at an early stage, on whether test methods under development at the OECD would be appropriate to meet the regulatory needs of Community legislation.

· Whether specific test methods, which are not going through the OECD process, may be appropriate for (eventual) inclusion in the Test Methods Regulation.

· Building a consensus, at the technical and scientific level, as the basis for co-ordinated EU positions on draft test methods going through the OECD process.

· Any scientific and technical matters arising in the development of testing methods and strategies employing test methods, both in the context of the Test Methods Regulation and in the context of other related Community legislation.  This includes providing advice on whether specific test methods may be suffering from "undue delay" within the OECD process.

In light of recital 47 and Article 13 of the REACH Regulation, when giving advice as described above, the NCs must take account of the principles of replacement, refinement and reduction of the use of laboratory animals in its examination of test methods.  They must also bear in mind the paramount need to protect human health and the environment.
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