Congress Must Investigate The FDA In Ruling Against Plan B

Galson Overrides Medical Experts’ Recommendation
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Washington, DC — After Thursday’s announcement that the U.S. Food and Drug Administration’s (FDA) issued a "non-approvable" letter for the over-the-counter (OTC) sale of Plan B, a progestin-only emergency contraceptive, leading health and medical groups are calling on Congress to investigate the matter.

"The FDA violated its legal and public health mandate, which requires the agency to assess the risks and benefits of any product using a rigorous medical and scientific review process," said Kirsten Moore, president of the Reproductive Health Technologies Project. "Despite the scientific evidence and recommendations of an independent expert advisory committee and the medical staff, the FDA’s Center for Drug Evaluation and Research acting director, Dr. Steven Galson acted alone in rejecting Barr Pharmaceutical’s application to make Plan B available over the counter."

"This unprecedented decision deserves an explanation and inquiry into the processes of the FDA at all levels. If we can’t count on the FDA to make sound decisions based on its advisory panels and staff recommendations, then we must determine whether it has abandoned its independent role and is merely serving the president’s political agenda. We urge Congress to demand an explanation of decision against Plan B’s OTC sale, including the possibility of political interference.

"We are outraged that the FDA allowed politics to influence medical and science based decisions; and put politics before public health, denying American women timely access to a safe, effective second chance to prevent pregnancy," said Moore.

More than seventy public health, medical, and women’s organizations support making Plan B available without a prescription. Plan B is an FDA-approved, safe and effective back-up birth control method that prevents pregnancy in the first few daysafter sex. Containing a concentrated dose of the same hormone in daily birth control pills, Plan B reduces the risk of pregnancy by up to 89 percent when taken within 72 hours. (And the sooner a woman takes it, the better it works.) Emergency contraception could prevent up to half of the 3 million unintended pregnancies that occur each year in the U.S. But to make a real difference, women need to be able to get it quickly. Requiring a prescription is not only medically unjustified, it is also a known barrier to getting emergency contraception in time.

