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October 20, 2005

Division of Dockets Management
5630 Fishers Lane, Room 1061
Rockville, MD 20852

Fax: 301-827-6870
Re: Docket No. 2005SN-0345
To Whom It May Concern:

Thank you for the opportunity to comment on the Food and Drug Administration’s
(FDA’s) September 2005 advance notice of proposed rulemaking. Through its work as
an independent, not-for-profit organization focusing on reproductive health research,
policy analysis and public education in the United States and internationally, the
Guttmacher Tnstitute has developed and analyzed a great deal of information on
various methods of birth control and implications of their use for womnen’s health.

We are very disappointed with the FDA’s decision to delay, once again, making a

final determination on whether to allow over-the-counter (OTC) sales of the
emergency contraceptive Plan B. Although we agree with most experts that the
agency, in fact, has the authority 1o approve an active ingredient as both a prescription-
only and an OTC product, such a plan is unnecessary and unwarranted in the case of
Plan B. We recommend that a rulemaking not be initiated and, instead, strongly urge
the FDA to approve Plan B for OTC use for women of all ages without further delay.

Plan B has been available by prescription in the United States since 1999, and in 2003,
the product’s manufacturer applied for OTC status. Two FDA expert advisory panels,
convened together in December of that year, voted overwhelmingly in favor of the
switch. The 28-member joint body unanimously deemed the drug safe for OTC sales.
Nonetheless, the FDA failed to approve the application in May 2004, citing concerns
that OTC availability of Plan B might increase sexual activity, and therefore the risk of
sexually transmitted infeciions, among young teens. The agency’s “not approvable”
letter explicitly encouraged the manufacturer to submit a revised application to permit
OTC sales to most women but maintain prescription-only status for those under age

16.

It would be unprecedented for the FDA to establish an age restriction for a
contraceptive product. It is the long-standing policy of the Division of Reproductive
and Urologic Drug Products to make no distinction between postpubescent
adolescents and adult women with respect to the safety of contraceptive products. Plan
B consists of the same active ingredient found in ordinary birth control pills, which
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have been safely used by adolescents ‘or many years. Serious side effects of Plan B are rare, and no
deaths have been attributed to use of the product.

Moreover, there is no evidence to support the position that ready access to Plan B would put adolescents
at greater risk of exposure to sexually “ransmitted infections. To the contrary, studies involving thousands
of young women from Scotland to San Francisco have found that women given easier access to
emergency contraceptives are no more likely to engage in unprotected sex or to use regular contraceptives
less consistently than are women who were advised to obtain emergency contraceptives by prescription
should they need it.'

Those results contributed to the near-unanimity among FDA scientists and the scientific community that
Plan B oughi to move from prescription-only status to OTC. The American Academy of Pediatrics, the
American College of Obstetricians and Gynecologists and the Society of Adolescent Medicine all support
making Plan B available OTC and oppose age-based restrictions.

The benefits of making emergency contraception widely available are compelling. A hypothetical
scenario calculated in the Jate 1980s projected that if emergency contraceptives were widely available in
the United States, 1.7 million unintended pregnancies could be avoided each year, and the annual number
of abortions could be cut by 800,000.% Indeed, there is evidence that emergency contraceptive use already
has played a significant role in reducing the U.S. abortion rate. The Guttmacher Institute estimates that
emergency contraceptives accounted for up to 43% of the decrease in total abortions between 1994 and
2000.

OTC access to emergency contraception is a common sense approach to reducing the rates of unintended
pregnancy and abortion in the United States. We urge you to abandon the dual status concept for Plan B
and to make Plan B available OTC without an age restriction.

Sharon Camp i

President and CEO
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MESSAGE:

Confidentiality note: The information contained in this facsimile is legally privileged and confidential information intended only for the use of the
addressee named above. If the reader of this message is not the intended recipient, you are hereby nofified that any dissemination, distribution or
copy of this telecopy is strictly prohibited. If you have this telecopy in arror, please immediately notify us by telephona and return the original
message 1o us at the address above via US Postal Service We will reimburse any costs you incur in notifying us and returning the message to us.

Thank you,



