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European Commission
Health and Consumers Directorate-General

E-mail; sanco-pharmaceuticals(@ec.europa.eu

Brussels, August 30, 2010

Re : Draft Guideline on the collection, verification and presentation of adverse reaction
reports arising from clinical trials

Dear Madam, Sir,

Merck & Co., Inc is a leading worldwide, human health products company. Through a
combination of the best science and state-of-the-art medicine, Merck's Research and
Development (R&D) pipeline has produced many important pharmaceutical products available

today.

Merck has reviewed the above referenced document and is providing the following comments
for your consideration. Merck welcomes guidance from the European Commission.

Merck supports the initiative to update the guidance towards clarification and simplification of
the existing detailed guidance.

We do note however that the degree of cross reference introduced in this version makes it hard
to follow, and would recommend that full explanations and/or definitions are provided

wherever possible.

On a more specific note, we have two main concerns, more detail being in sections below:

1. That periodic reporting of SUSARs to Ethics Committees by the sponsor has been
deleted, with all SUSARs now required to be expedited. This would seem to be a
retrograde step as ECs themselves have been requesting sponsors to report foreign
SUSARs periodically.

2. A new requirement for Investigators to assess 'expectedness' (currently performed by
the sponsor) has been introduced. This will place a new and onerous workload on both
Investigators and Sponsors and require extensive system changes for no apparent gain.
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We appreciate the opportunity to comment on this document and hope that you will take our
comments into consideration.

Should you need additional information or wish to hold further discussions with our company
experts, do not hesitate to contact me.

Yours sincerely,

Angelika Joos
Encl.
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EUROPEAN MEDICINES AGENCY
SCIENCE

MEDICINES HEALTH

August 30, 2010

Submission of comments on Draft Guideline on the
collection, verification and presentation of adverse
reaction reports arising from clinical trials
(sanco.ddgl1.c.8(2010)384118)

Comments from:

Merck Sharp & Dohme (Europe), Inc.

Please note that these comments and the identity of the sender will be published unless a specific
justified objection is received.

When completed, this form should be sent to the European Medicines Agency electronically, in Word
format (not PDF).

7 Westferry Circus o Canary Wharf e London E14 4HB o United Kingdom
Telephone +44 (0)20 7418 8400 Facsimile +44 {0)20 7418 8418
E-mail info@ema.auropa.eu Website www.ema.auropa.eu
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