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Dear Acting Commissioner von Eschenbach:

As an obstetrician-gynecologist I am deeply concerned about the FDA’s repeated delay on a decision regarding over-the-counter approval of Plan B emergency contraception. I urge you to approve Barr Laboratories’ EC application immediately.

Currently, half of all pregnancies in the United States (about 3 million) are unintended and about 1.3 million of these will end in abortion. Widespread availability of emergency contraception could prevent many of these unplanned pregnancies, and dramatically reduce abortion rates in the United States.

Under the Durham-Humphrey Amendment of 1951, the default option for all new drugs is OTC unless the drug is addictive or dangerous when self-administered. Plan B meets all the criteria for OTC use: low toxicity; no potential for overdose or addiction; no risk of causing birth defects; no need for medical screening; self-identification of need; uniform dosage; and no important drug interactions.  In short, no medical reason exists for prescription status of Plan B.

In 1999, the FDA approved Plan B for the "prevention of pregnancy." In April 2003 Barr Pharmaceuticals filed an application with the FDA to make the drug available over the counter. The FDA’s Advisory Panel overwhelmingly recommended OTC approval of Plan B by a 23-to-4 vote, after reviewing more than 15,000 pages of clinical data from approximately 40 studies submitted with the OTC application.  Since receiving Barr Pharmaceutical’s application, the FDA has at every opportunity delayed making a decision. HHS Secretary Leavitt, who oversees the FDA, assured the Senate that the FDA would make a decision by September 1, 2005. Instead, the FDA delayed its decision and initiated a 60-day public comment and rulemaking process with no timetable for making a decision.

Again, I urge you to approve the Plan B EC application today—providing women with safe and effective contraception that will reduce unintended pregnancies and abortions.

Sincerely,
Stephanie Ahmed, MD

