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January 8, 2004

The Honorable Mark B. McClellan
Commissioner

Food and Drug Administration
5600 Fishers Lane

Rockville, Maryland 20857

Dear Commissioner McClellan:

On behalf of the American Public Health Association (APHA), the largest and oldest
organization of public health professionals in the nation, representing more than 50,000
members from over 50 public health occupations. 1 write to urge you to move forward
with the recommendations of the two FDA federal advisory committees which voted
overwhelmingly to recommend over-the-counter sales of emergency contraception (EC).
We believe that EC is an integral part of reproductive health care and believe that limits
to is access can lead to more unintended pregnancies and preventable abortions.

In 2003, APHA’s Governing Council approved APHA policy 200315, “Support of Public
Education about Emergency Contraception and Reduction or Ehirmination of Bamers to
Access.” The policy urges that women have both information about and access to EC.

In order to eliminate barriers to EC. APHA supports the FDA advisory committee
recommendations to switch the status of EC from prescription-only to over-the-counter. 1
am attaching a copy of the entire policy for your revicw. We hope you will take our
position into consideration as you move forward with your final decision on the two
committees’ recommendations

Thank you for your attention to our comments. Please do not hesitate to call me at 202-
777-2430 if you would like additional information regarding APHA’s position on this
important public health matter.

Sincerely,
’I

\/' QA

’Georg §C Bej;f in, MD, FACP
Executive Dire

1-14-04P04:54 RCVD

Advancing the Public’s Health Since 1872
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Support of Public Education about Emergency Contraception and
Reduction or Elimination of Barriers to Access

The Awmerican Pusric HeaLre Asscciarion (APHA) has been at the forefront of
numerous efforts to preveat disease and promote health, and specifi-
cally improve access to hesalth care. Understanding that contraception
is an integral part of reproductive health care and that barriers to
access can lead to unintended pregnancies and preventable abortions,
APHA supports measures to improve women's awareness of and access to
a full range of contraceptive options.

In the United States, almost 50 percent of all pregnancies are un-
intended, and almost half of unintended pregnancies end in abortion.!
Notably, more than half of unintended pregnancies occur among women
who are using contraception.? However, researchers estimate that half
of the unintended pregnancies could be avoided if women had informa-
tion and timely access tc emergency contraception (EC).’ The copper-T
intrauterine device can also be used as EC. However, for the purposes
of this policy statement, hereto forward, EC will refer to hormonal
emergency contraceptive pills. In fact, EC use is estimated to have
prevented more than 50,000 abortions in the U.S. in 2000 alone.?

In 1997, the United States Food and Drug Administration (FDA)
ruled that certain combined oral contraceptives are safe and effec-
tive for use as postcoital contraception.® When taken correctly within
days of unprotected intercourse, contraceptive failure, or sexual as-
sault, EC can reduce a woman'’s chance of becoming pregnant by up to
89 percent.® While FDA-approved dedicated products indicate that EC
should be administered wathin 72 hours, recent data shows EC is still
effective within up to 120 hours of intercourse.’? The most common
form of EC is emergency contraceptive pills, which contain high dos-
ages of progestin or comb.ned estrogen and progestin—the same hormones
found in daily birth control pi1lls.” Like other hormonal methods of
contraception, EC works by delaying ovulation, by preventing fertili-
zation, or by preventing implantation.®17

Low awareness and barriers to access have led to lack of use. The
vast majority of women have not heard of EC even though they have
been available for many years, and only one in 10 OB/GYNs discuss EC
with their patients as part of routine contraceptive counseling.l8
However, according to a 2002 public opinion poll, 72 percent of the
American public—a majority of Democrats, Republicans and Indepen-
dents—support legislation to expand public health information about
EC and its availability.?

Many women who seek to obtain EC have difficulty accessing care
in a timely fashion. For example, a 2000 study showed that approxi-
mately one an four calls to the EC Hotline (1-888-NOT-2-LATE) do not
result in an appointment with a health care professional or telephone
prescription for EC within 72 nours.?% Almost half of U.S. college
health centers do not prcvide EC.?! Only 20 percent of female sexual
assault survivors treated at hospital emergency departments, or less
than half of those who are at risk of unintended pregnancy, are pro-
vided EC.??

Women are more likely rCo use EC as a back-up method if they have
it readily available either through advance prescription or provi-
sion, or pharmacies-practices that are well supported by professional
medical and public health asscciations. Studies examining advance pro-
vision of EC report no serious side effects or concerns regarding re-
peat use.?3:24 The american College of Obstetricians and Gynecologists
{ACOG) encourages its physician members to prescribe EC in advance of
need and more than 60 medical, public health, and women's health ad-
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vocacy organizations, including APHA, submitted a Citizen’s Petition
to the Food and Drug Administration to change the status of EC from
prescription to over-the-counter.?® In addition, over 40 medical and
women's organizations, including ACOG, the American Society for Repro-
Auctive Medicine, and the Associatiorn of Reproductive Health Profes-
sionals are co-sponsors <¢f the national “Back Up Your Birth Control”
campaign to promote awareness of EC and reduce barriers to access.

To ensure that women have the information and access to EC, the

American Public Health Association asserts the following:
1. In order to promote awareness of EC among the public and provid-
ers:

+ Federal and state legislative bodies are urged to authorize
and fund initiatives to develop and disseminate medically ac-
curate information about the use, safety, efficacy, and avail-
ability of EC as a back-up method of contraception, such as
the EC Education Act;

» Relevant professional organizations are urged to update their
standards of care for EC and to support the development and
dissemination of education curricula about EC; and

» State and local departments of health are urged to support de-
velopment of medically accurate, age-appropriate educational
initiatives about EC.

2. In order to reduce oOr eliminate barriers to access of EC:

« APHA supports efforts to switch the status of EC from pre-
scription-only to over-the-counter.

As interim measures:

» Health systems are urged to establish protocols that ensure
timely access to treatment with EC, including permitting pre-
scription of EC without unnecessary physical examination; al-
lowing telephone prescription of EC; and ensuring the provi-
sion of informattion about EC and the dispensing of EC on site
in hospital emergency departments to patients who are at risk
of unintended pregnancy and desire the medication;

» Health systems are urged to establish protocols to ensure that
a patient is not denied timely access to EC based on moral or
religious objections of a health care provider;

+ State legislatures and relevant regulatory bodies are urged to
authorize measures to permit collaborative practice to permit
trained pharmacists to dispense EC; and

» Health systems ares urged to authorize standing orders for EC
prescribing authority for mid-level providers.
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