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Umt,ed States General Accounting Office
Washington, DC 20548

January 19, 2001 1997
The Honorable Tom Harkin Lﬁ ﬁ H n

The Honorable Olympia J. Snow
The Honorable Barbara A. Mlk'ulsk
United States Senate

The Honorable Henry A. Waxman
House of Representatives

Subject: Drug Safety: Most Drugs Withdrawn in Recent Years Had Greater Health
Eisks for Women

The Food and Drug Administration (FDA) approves drugs for sale in the United
States based on its determination that the clinical benefits of a drug outweigh its
potential health risks. To make this decision, FDA reviews supporting data collected
from several thousand patients during the drug’'s development. Once a drug is
approved for marketing and used by potentially hundreds of thousands of patients,
however, the type, rate, and severity of adverse events caused by the drug can be
much different than those detected during the drug’'s development. In some cases,
FDA or drug manufacturers have acted to remove from the market drugs that have
been shown to have unacceptable health risks once they were in widespread use.

You requested that we identify drug products withdrawn from the market in the
Umted Stat.es since Janum}' 1, 199 7, am:l that we note wlruch af t.he mthdrawn dmgs
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Girl, 11, gives birth to child of rapist after
Argentina says no to abortion

Campaigners condemn authorities who ignored girl’s plea ‘to
remove what the old man put inside me’
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Childbirth Accident Relief Measures

Ms. Huang Sue-Ying
Dr. Padmini Murthy
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