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WASHINGTON, DC20510-6200

September 30, 2004

Via facsimile and USPS mail: (202) 690-7380
Via facsimile and USPS mail: (301) 827-1960

The Honorable Tommy G. Thompson
Secretary
Department of Health and Human Services
200 Independence Avenue, SW
Washington, D.C. 20201

Dr. Lester M. Crawford, D.V.M.
Acting Commissioner
U.S. Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857

Dear Secretary Thompson and Dr. Crawford:

Today, Merck & Co., Inc. (Merck) announced a voluntary world-wide withdrawal
of its arthritis and acute pain medication, Vioxx; a highly unusual move by a major drug
manufacturer. According to media reports, the reason for this withdrawal stems from
data of a three-year study intended to show that Vioxx prevents the reoccurrence of
polyps in the colon and rectum. The data, recently reviewed by Merck, also
demonstrated that there was an increased risk of heart attack and other cardiovascular
complications beginning 18 months after patients started taking Vioxx.

The real news for me today is not so much why Merck pulled Vioxx off the
shelves-we know that is because it causes heart attacks. The question in my mind is:
Where has the Food and Drug Administration (FDA) been on Vioxx?

The FDA approved Vioxx in 1999. Since 1999, there have been many non-FDA
conducted studies showing an increased risk in cardiovascular complications among
those taking Vioxx. Specifically, in November 2000, Merck sponsored a study named
VIGOR. In that study, Merck determined that there were more serious cardiovascular
events occurring in patients taking Vioxx compared to patients taking naproxen, another
anti-arthritic drug. This study was reviewed and discussed at the FDA's Arthritis
Advisory Committee Meeting (Advisory Committee) on February 8, 2001. An FDA Talk
Paper, dated April 11, 2002, approved a new indication for Vioxx and new labeling
changes. The labeling changes advised patients and doctors of the potential
cardiovascular risks and benefits associated with using Vioxx. However, a careful




