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OTC SALE OF POWERFUL PLAN B DRUG IS
DANGEROUS AND LEGALLY-UNFOUNDED

DRUG POLICY CHAIRMAN CONDEMNS FDA’S APPROVAL OF OTC USE

WASHINGTON, D.C. – U.S. Rep. Mark Souder (R-IN), Chairman of the House Drug Policy Subcommittee, condemned the FDA’s decision today to allow the dual marketing of Plan B as both over-the-counter (OTC) and by prescription, saying that it exceeds the FDA’s legal authority and it’s dangerous for women who take the powerful drug without a physician’s supervision.

“While advocates of OTC access for Plan B play fast and loose with the facts, the FDA is abandoning its own requirements for allowing dual-marketing of drugs and jeopardizing the health of women who take the regimen without a doctor’s supervision,” Souder said.  

“Contrary to the most common lies about Plan B, it is not a benign drug that simply prevents conception.  Rather, Plan B is multiple times stronger than prescription-only birth control pills, which require a physician’s supervision due to the dangerous possible side-effects of heart attack, stroke, serious blood clots, liver tumors, liver cancer or breast cancer.  Moreover, Plan B may also prevent implantation of an embryo, causing an early abortion.  

“In addition to risking the serious health consequences involved with the unsupervised administration of Plan B, the FDA is performing regulatory gymnastics in justifying the unprecedented dual-marketing plan for a drug as both OTC and by prescription where there is no meaningful difference between the OTC and prescription-only versions.  Such a dual-marketing plan directly conflicts with the FDA’s prior, consistent statutory interpretation that requires a meaningful difference in the drug.

“The bottom line is that the FDA’s decision is legally-unfounded and hazardous to women’s health,” Souder concluded.  “It continues the FDA’s reckless and irresponsible pattern of applying a lower standard of care, and being hostage to special interest groups, when it comes to women’s health.”

More information about Plan B is available at the Subcommittee’s Web site at http://reform.house.gov/CJDPHR/News/DocumentSingle.aspx?DocumentID=48074. 

###

