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Senior Director PO. Box 4, BLA-20

- Regulatory Affairs West Point PA 19486
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215652 5000
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Dockets Management Branch (HFA-305) e MERCK

Food and Drug Administration

5630 Fishers Lane Research Laboratories
Rm. 1061

Rockville, MD 20852

RE: Docket No. 98D-1168
Draft Guidance for Industry on ANDAs:
Impurities in Drug Products; Availability

Merck & Co., Inc, is a leading worldwide, human health product company. Through a
combination of the best science and state-of-the-art medicine, Merck’s R & D pipeline has
produced many of the most important pharmaceutical products on the market, today.

The medicines which Merck presents to worldwide health authorities for marketing approval
are those that have met the highest technical standards available and those that are able to
withstand the most critical regulatory review. Merck supports regulatory oversight of product
development that is based on sound scientific principles and good medical judgment. It is in
the interests of both sponsors and regulators to see that important therapeutic advances reach
patients without unnecessary or unusual delays.

We have reviewed this Proposed guideline and find it consistent with current industry
practices. As written, it will not significantly adversely affect our on-going Research and
Development programs or manufacturing operations. Should this environment change, we
will comment again.

Sincerely,

» A ERL
Dennis M. Erb, Ph.D.

Senior Director
Regulatory Affairs
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