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Merck & Co., Inc. is a leading worldyvide, human health product company. Merck’§
corporate strategy -- to discover new|medicines through breakthrough research -- e
encourages us to spend more than $2/billion, annually, on worldwide Research and ",
Development (R & D). Through a combination of] the best science and state-of-the irt
medicine, Merck’s R & D pipeline has produced many of the important pharmaceutical
products on the market today. :

We commend the FDA for issuing a fraft guidance to ensure that reports on the status of
postmarketing studies are submitted in accordance with the Final Rule published on
October 30, 2000 (65 FR 64607). However, the final guidance should clarify the
following points to be consistent with statutory requirements and existing regulations:

Scope of the final rule and how it is presentJ:d in the Guidance
Phase 4 studies and review of results }

Logistics of writing and filing postmarketing status reports
Public access to information filed in postmarketing status reports
Application of the Guidance to Abbreviated NDAs

bW~

Each point is referenced to the page ¥ [here it appears in the draft Guidance.

Since the draft guideline addresses the topic of the timing for FDA review of final study
reports for post-marketing (Phase 4) studies, we arg also taking the opportunity to
comment on a closely related topic, the timing for review of Phase 4 protocols.

1.0 SCOPE

1.1 Page 3, II. Background, B. Summary of the Final Rule that Implements
Section 506B, Item 1, Scope

Comment: The Scope of the Final Ryle as reflected in this Guidance appears too late in

the document. In addition, the order jn which the elements that comprise the Scope is

presented lacks clarity.
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SUMMARY
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