FDA Delays Consideration of Emergency Contraception Drug

Forty eight members of Congress write FDA about the delay in the consideration of the
application for over-the-counter status for the emergency contraception drug Plan B.

February 26, 2004

The Honorable Mark B. McClellan, M.D., Ph.D.
Commissioner
U.S. Food and Drug Administration
5600 Fishers Lane
Rockville, Maryland 20857

Dear Dr. McClellan:

Recently, the Food and Drug Administration announced a delay in

The scientific standards for approval of an OTC application are

In the case of Plan B, an overwhelming majority of the experts
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6. Do you recommend P2ah¥@spdNidched from Rx to non-Rx status?

Despite the strong vote in support of making the drug available

According to press accounts, this delay follows pressure from

There is increasing concern among the scientific community that

As you review the data on Plan B and decide whether to make this

Sincerely,

(Signed by forty eight members of Congress. See pdf letter below
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