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MADISON - Attorney General Peg Lautenschlager announced today she has asked a federal district court judge in New York to allow the State of Wisconsin to intervene, as a plaintiff, in a lawsuit filed by the Center for Reproductive Rights challenging the federal Food and Drug Administration’s (FDA’s) refusal to move a form of emergency conception pills, “Plan B,” to over-the-counter status. 

In December, Lautenschlager received Governor Jim Doyle’s permission to work with his office in investigating the impact of the FDA’s actions on the State of Wisconsin. Yesterday, the Governor gave his approval to file the action against the FDA. 

The Attorney General’s actions will seek to have the State of Wisconsin named as a plaintiff in the New York lawsuit which is now in the discovery phase before U.S. District Court Judge Edward Korman. In that lawsuit (Tummino, et. al. v. Andrew C. Von Eschenbach) filed in January 2005, the judge denied FDA’s preliminary motions to end the case and, in a significant ruling in February, has allowed the current plaintiffs to take depositions of high-level FDA officials. The judge has discretion over whether to allow the State of Wisconsin to intervene as a plaintiff, and Lautenschlager has filed papers giving the court reasons why that should be allowed. 

The complaint against the FDA details the interests of Wisconsin and alleges that relevant, peer-reviewed scientific literature long ago confirmed that emergency contraception pills should have been moved by FDA to over-the-counter status.

“The citizens of Wisconsin who are being harmed by this politically motivated delay deserve answers, and they deserve action,” Lautenschlager said. “The negative effects of withholding approval of this drug over political -- not scientific or other legitimately accepted grounds -- are far reaching, hurting not only victims of rape who might be in need of emergency contraception, but the greater community health, the economy and the fundamental right to justice.” 

Lautenschlager has been a long-time advocate of contraceptive equity and reproductive rights, issuing landmark opinions on the subject as Attorney General (see www.doj.state.wi.us). 

Background: 

Plan B prevents pregnancy from occurring and is not a drug used to terminate a pregnancy. Plan B has been available by prescription since 1999. 

In 2003, the FDA was asked to review making Plan B available without a prescription. After several delays in issuing a decision, the FDA again postponed a ruling in August 2005, leading to the resignation of high-level FDA officials who believed Plan B should be made available over-the-counter. 

A report released in November 2005, by the United States Government Accountability Office (GAO) stated that the FDA departed from its own policies in how it handled Plan B’s market status. 

The GAO, an independent, nonpartisan “watchdog” agency that investigates for Congress how the federal government spends taxpayer dollars found in its report four aspects of the FDA’s Plan B process that it called “unusual”: FDA directors of the offices that reviewed Plan B’s application, who would normally have been responsible for signing off on any decision on over-the-counter status of a drug, refused to sign the non-approval letter because they disagreed with the decision. 

FDA’s high-level management was more involved in the review of Plan B than those of other over-the-counter applications. 

There was evidence suggesting the decision not to approve the application was made even before reviews of the application had been completed. The FDA’s reasoning for postponing approval – that there would be implications for adolescents under the age of 14 – was “novel” and “did not follow FDA’s traditional practices.” The GAO’s report showed that the procedure and reasoning behind the FDA’s 2004 postponement on Plan B was unprecedented. According to the report, of the 67 over-the-counter proposals between 1994 and 2004, Plan B was the only proposal the FDA refused to approve, after the agency’s own advisory committees recommended approval. 

Plan B, manufactured by Barr Laboratories, Inc., contains a higher dose of the same hormone used in standard birth-control pills. If taken within 72 hours of unprotected sex, Plan B can be effective in preventing pregnancy. It is most effective if taken within 24 hours, however. This short timeline to take the drug, along with its effectiveness and safety record, are the primary reasons advocates support making it available over-the-counter.
