Congress of the Anited States
Pashington D.C. 20515

Dr. Robert M. Califf

c/o U.S. Food and Drug Administration
10903 New Hampshire Ave

Silver Spring, MD 20993-0002

March 7, 2022
Dear Dr. Califf:

Congratulations on your appointment as Commissioner of Food and Drugs. We look forward to
working with you in your new role.

As you may know, over-the-counter oral contraceptives (OCs) will be a key issue on FDA’s
agenda this year. You are taking the helm at a time when FDA is evaluating two oral
contraceptive products seeking over-the-counter status. As Members of Congress who have long
been leaders on reproductive rights and justice issues, we ask for your ongoing commitment to
advance public health and follow the science and data in all decisions, including the timely
review of the oral contraception applications and the evidence regarding its safety and efficacy.

This is a critical issue for reproductive health, rights, and justice. Despite decades of proven
safety and effectiveness, people still face immense barriers to getting birth control due to
systemic inequities in our healthcare system. These barriers are disproportionately borne by
people of color, immigrants, LGBTQ+ people, low-income individuals, young people, and
people in rural communities — individuals who have faced and continue to face the greatest
inequities. FDA has an important role to play in removing unnecessary barriers to provide
individuals greater control over their reproductive lives and health.

Birth control pills are one of the most studied medicines on the market today and they meet
FDA’s standards for over-the-counter status'. Additionally, evidence supports the safety and
benefits of over-the-counter birth control pills with no age restriction, and adolescent sexual and
reproductive health experts support access for people of all ages.! The pill is safe: the prevalence
of contraindications is low for all people, and in many cases, lower for young people.

Over-the-counter birth control pills are widely supported by health care providers and the general
public for all people of reproductive age. The American College of Obstetricians and
Gynecologists supports over-the-counter access to hormonal contraception without age
restrictions'. Medical organizations including the American Academy of Family Physicians
support making birth control pills available over the counter as safe, effective, and beneficial to
overall health and well-being." There is broad public support as well — 70% of women of
reproductive age are in favor of making birth control available over the counter without a
prescription.’



This year poses a significant opportunity to ensure that FDA prioritizes science over politics,
particularly when it comes to reproductive health. We were encouraged to hear your commitment
to following the science during your December 14, 2021 hearing in the Senate HELP

Committee. We urge FDA to review applications for over-the-counter birth control pills without
delay and based solely on the data and defend against political interference during the review
processes. The health and well-being of people capable of pregnancy across America is at stake.

Again, we congratulate you on your new role as Commissioner and look forward to working

with you on this critical issue.

Sincerely,
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Barbara Lee
Member of Congress
Co-Chair, Pro-Choice Caucus
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Ayanna Pressley
Member of Congress
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Jake Auchincloss
Member of Congress
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Karen Bass
Member of Congress
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Member of Congress
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Member of Congress
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Member of Congress
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Member of Congress
Co-Chair, Pro-Choice Caucus
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Judy Chu
Member of Congress
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