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Brussels, 12 November 2010
D(2010)1891 A(2010) 2042

Subject: The use of science in decision making

Dear Mr Muilerman,

Thank you for your letter of 11" September 2010 that touches upon a draft guidance
document published by the European Food Safety Authority (EFSA). EFSA is an independent
European agency funded by the EU budget that operates separately from the European
Commission. You will therefore understand that | cannot interfere with EFSA's position.

However, let me add a few technical comments on the points mentioned in your letter.

| agree that it is important to ensure that the spirit of the legislation is fully translated into
practice and the best available information is taken into consideration and evaluated.

The question of how the evidence base for risk assessment can be expanded beyond so-
called "Good Laboratory Practice" (GLP) studies is neither new, nor is it specific to pesticides.
| do not share the view expressed by PAN-Europe that "GLP creates the semblance of reliable
and valid science, (whilst) it actually offers no such guarantee". In my opinion, this view
overlooks the fact that science, and especially science for regulatory purposes, must be
proven reliable and reproducible, and the GLP principles are intended to make full
reconstruction of studies possible and ensure that reports are complete and reflect reality.

In many areas, there are numerous research studies available which do not follow specific
guidelines. Unfortunately, the results of these studies are sometimes contradictory and not
reproducible, which makes it very difficult for risk assessors to use these studies in a weight-
of-evidence approach. As regards the alleged "industry bias" which is often associated with
GLP studies, it is important to point out that in the case of chemicals under REACH, it is the
responsibility of the applicant (manufacturer/importer) to ensure that human health is not
adversely affected. Therefore, producers have to generate data on the substances they
manufacture or import which must be of high quality, which is why they must be generated
according to the requirements of GLP guidelines.

| agree with the argument of EFSA that "different interpretations exist concerning the definition
of 'peer-reviewed' literature". | believe that rather than seeking to restrict the evidence base,
EFSA seeks to use the best science base available.

Yours sincerely,
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Hans Muilerman
PAN Europe
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