Free the Pill
Dr. Robert M. Califf

c/o U.S. Food and Drug Administration
10903 New Hampshire Ave
Silver Spring, MD 20993-0002

March 17, 2023
Dear Dr. Califf:

Last year, members of the Free the Pill coalition (formerly the Oral Contraceptives Over-the-
Counter Working Group) wrote to congratulate you on your new appointment as FDA
Commissioner and to emphasize the importance of your leadership in ensuring a timely and science-
based review of expected applications for bringing oral contraceptives over the counter.

Today, seven months after HRA Pharma announced its submission to the FDA of the first-ever Rx-
to-OTC switch application for a progestin-only oral contraceptive pill, we are writing to express our
frustration and disappointment at the FDA’s postponement of the advisory committee meeting to
discuss this application as well as the lack of information that has been shared about next steps. The
FDA announced the postponement of this meeting on October 26, 2022, and now, more than four
months later, we have yet to receive any further communication as to when a new date will be set.
The FDA must prioritize reviewing the first-ever application for an OTC birth control pill and
announce a new date for the advisory committee meeting as soon as possible.

As leaders within the reproductive health, rights, and justice movements, we know that increasing
access to contraception is essential to addressing health equity and reproductive justice challenges
facing our communities. Due to pervasive and systemic inequities, significant barriers to
contraceptive access remain — especially for Black, Latinx, AAPI, and Indigenous peoples, people
who live in rural areas, those working to make ends meet, immigrants, LGBTQ+ folks, and young
people. Addressing these barriers is an urgent public health priority, especially in light of the ongoing
attacks on reproductive health care across the country.

Removing the prescription requirement for birth control pills is a safe and science-based way of
increasing access to contraception. Decades of research affirm the safety and effectiveness of oral
contraceptives, and health care providers and major medical organizations such as The American
College of Obstetricians and Gynecologists and the American Academy of Family Physicians have
voiced their support for over-the-counter birth control pills for people of all ages. There is also
broad public support: 77% of women of reproductive age are in favor of making birth control
available without a prescription, and over 170 reproductive health, rights, and justice organizations,
parents, young people, providers, and researchers have signed on to our statement of purpose.

Given the proven safety and effectiveness of oral contraceptives, coupled with the urgency of this
need, the delay of the advisory committee meeting for this application is frustrating and deeply
disappointing.

As the Commissioner of this Agency, we request that you do everything you can to immediately set
a date for the advisory committee meeting and ensure a timely and evidence-based decision that
reflects the decades of safe use and research and the broad public health benefit.


https://freethepill.org/the-evidence
https://www.acog.org/clinical/clinical-guidance/committee-opinion/articles/2019/10/over-the-counter-access-to-hormonal-contraception
https://www.acog.org/clinical/clinical-guidance/committee-opinion/articles/2019/10/over-the-counter-access-to-hormonal-contraception
https://www.ama-assn.org/press-center/press-releases/ama-urges-fda-make-oral-contraceptive-available-over-counter
https://www.kff.org/womens-health-policy/issue-brief/interest-using-over-the-counter-oral-contraceptive-pills-findings-2022-kff-womens-health-survey/
https://freethepill.org/statement-of-purpose
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