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FDA Delay in Approving Over-the-Counter Plan B Shows “Bad Faith”

Agency “Bait and Switch” Creates New Roadblocks To
Improving Women’s Access To Back-Up Birth Control
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Washington, DC – Today, the Food and Drug Administration once again turned its back on American women by failing to approve Plan B for use without a prescription.  Despite finding that this emergency contraceptive is safe for over-the-counter use for women 17 and older, the FDA sidestepped its obligation to act on the scientific evidence and created a new roadblock to improving access to back-up birth control.

The FDA’s history with Plan B is deeply troubling.  Time and again, the agency has acted in bad faith – failing to meet deadlines and rebuffing attempts to address its concerns.  Every step of the way, the FDA has found new excuses and new obstacles to try to justify not giving more women access to a safe, effective second chance to prevent pregnancy.

The FDA blatantly ignored the scientific and medical consensus – both inside and outside the agency – when it refused to approve over-the-counter Plan B in May 2004.  At the time, the FDA cited concerns about younger teens and indicated that an age restriction to keep the product Rx for women 15 and under might clear the path for over-the-counter approval.  Plan B’s manufacturer responded quickly, filing an amended application that mirrored the FDA’s proposal.  Now, after more than a year of inaction, the FDA is raising the age limit to 17 and questioning whether this approach is legal or feasible – a classic “bait and switch” move.  While the FDA keeps moving the goalpost, more women are put at risk of unintended pregnancy.

 

The FDA claims it needs more time and more input before ruling on over-the-counter Plan B.  Sadly, given the agency’s actions to date, the public has little reason to believe that this emergency contraception product will ever get a fair hearing.  And the FDA’s plan to hold a 60-day public comment period – with no clear criteria or explicit timetable for a final decision – raises the specter that a common sense solution to helping prevent unintended pregnancies and reduce the need for abortion could be forever lost in a procedural black hole.
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