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Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane, Room 1061
Rockville, MD 20852

Re:  Comments on Drug Approvals
Docket No. 2005N-0345

The Women’s Law Project submits comments on circumstances under
which a drug may be simultaneously marketed as both a prescription drug and an
over-the-counter product, particularly in relation to Barr Labs’ application for
Plan B to be approved as an over-the-counter drug for women ages 16 and older.
Our comments reflect years of experience working on issues related to women’s
contraceptive rights. We submit our comments to highlight just how critical
making emergency contraception more readily and easily accessible is to ensuring
the well-being of adult and adolescent women. Furthermore, considering that as
much as 43 percent of the decrease in abortions between 1994 and 2000 can be
attributed to the use of emergency contraception, increasing access to emergency
contraception presents a significant opportunity to further reduce the number of
unwanted pregnancies and abortions that occur each year in the United States.

The Women’s Law Project is a non-profit public interest legal advocacy
organization located in Philadelphia, Pennsylvania that seeks to advance the legal,
social, and economic status of women through litigation, public policy advocacy,
public education, and individual counseling. Since its founding in 1974, the
Women’s Law Project has worked to defend and ensure access to contraceptive
and reproductive rights.

These comments explain: (1) why easy accessibility to emergency
contraception is critical to ensuring the drug’s effectiveness and, in turn,
drastically lowering the number of unwanted pregnancies and abortions; (2) how
emergency contraception satisfies the FDA’s requirements for over-the-counter
status because the drug is safe for self-medication, the condition the drug treats is
easily diagnosable, and the drug regimen is effective when self-administered; (3)
how studies have repeatedly shown that increasing access to emergency
contraception does not lead to greater risk-taking behaviors; and (4) that engaging
in further debate over FDA regulation and pragmatic considerations would only
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serve to substantially delay putting emergency contraception on the shelves of drugstores.
Emergency contraception is, therefore, appropriate for immediate approval as an over-the-
counter drug for all women, or in the alternative, for women ages 16 and older without the need
for further regulation.

These comments are being submitted electronically, with a paper copy to follow. Thank
you for your consideration of these comments.

Very truly yours,

Terry4.. Fromson
Managing Attorney

Lhe

David S. Cohen
Staff Attorney






