
The Food and Drug Administration Should
Approve Over-the-Counter Oral
Contraception Without an Age Restriction

The Food and Drug Administration (FDA) is currently reviewing the first-ever application to make an
oral contraceptive product available over the counter (OTC) in the United States. That application is for
a progestin-only pill (POP or “mini-pill”) and was submitted in July 2022, and a decision is expected
within 10 months, by May 2023.1 2 A second oral contraceptive pill, a combination oral contraceptive
(COC), is currently in the pre-application review stage, with a final application anticipated in the near
future.

The FDA has strict standards and processes for reviewing applications that are designed to ensure that
its decisions are made based on the science and evidence, free from political interference. It is critical
for the FDA staff to follow these standards and for FDA leadership and the policymakers that oversee
the agency to reject any politically motivated demands for an age restriction. Such a restriction would
be medically inappropriate, would be harmful for both minors and adults, would be a violation of
minorsʼ legal and moral rights, and would repeat the mistakes of Plan B emergency contraception.

An Age Restriction Would Be Medically Inappropriate

Oral contraceptives have a 60+ year proven track record of safety and efficacy,3 and they are sold
without a prescription in dozens of other countries.4 Medical experts have said that consumers can
assess the minimal health risks on their own, without provider assistance, and that these risks are
outweighed by the benefits of eliminating the unnecessary barrier of a prescription.5 In fact, the
progestin-only pill (POP) that is currently being considered for OTC status is the same type of
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medication class that is contained in Plan B (progestin emergency contraception), which has been
available OTC without an age restriction for nearly a decade.

OTC access to oral contraceptives would meet a demonstrated demand for a highly reliable and
effective method that can be accessed readily, without the expense, delays, and time off from work,
school, or other responsibilities that come with a visit to a health care provider to obtain a
prescription. Improved access to safe and effective oral contraceptives would help reduce peopleʼs risk
of an unplanned pregnancy, along with the considerable health risks of pregnancy and delivery.6

Importantly, the highly respected medical professionals at the American Medical Association (AMA)7

and the American College of Obstetricians and Gynecologists (ACOG)8 support OTC status for oral
contraceptives for all ages.9 Similarly, the American Academy of Pediatrics (AAP) encourages “FDA
review of oral contraceptives for over-the-counter use, and approval for all age groups as supported by
the data.”10 In the words of AMA board member David Aizuss, “Providing patients with OTC access to
the birth control pill is an easy call from a public health perspective as the health risks of pregnancy
vastly outweigh those of oral contraceptive use.”11

According to an assessment of the scientific
literature published in the Journal of Adolescent
Health, oral contraceptives are safe and effective
for adolescents, and contraindications are rarer
for adolescents than for adults.12 That report
notes that adolescents are less likely than adults
to face the most serious contraindications of any oral contraceptives, and the POP formula, currently
at the final approval stage for OTC status, has almost none of these contraindications. The report also
found scant evidence to suggest that adolescents are unable to assess these minimal risks, to make
informed decisions about oral contraceptives, or to use oral contraceptives consistently and correctly.

Notably, adolescents already have OTC access to a wide range of drugs and medical devices, because
the FDA has determined that the benefits of these drugs and devices outweigh their risks. Adolescents
can purchase a variety of contraceptive products without a prescription, including condoms,
spermicides, and (since 2013) Plan B emergency contraception. They can also purchase an array of
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other drugs, including some that have the potential to be misused (by adolescents or adults) to get
high or even to attempt suicide13 — risks that do not exist for contraception.

There are only a few examples of age restrictions on OTC products, and those have been reserved for
products related to addiction and substance abuse — again, factors that are not at issue for
contraception. Specifically, the FDA has limited OTC access for nicotine replacement products to
people 18 and older,14 and many states have imposed age restrictions on dextromethorphan, a cough
medication that can be used in excessive doses to get high.15

An Age Restriction Would Create Harmful Barriers for Minors
and for Adults

Instituting a medically unsupported age restriction on OTC oral contraceptives would create a harmful
barrier to access for minors and many adults, undermining the purpose and benefits of OTC status.

Minors subject to an age restriction might instead rely on other options for pregnancy prevention that
may be less effective for them or that depend on their partnersʼ cooperation, such as condoms or
withdrawal (“pulling out”). Other minors might seek out prescription contraceptive options and face
the associated hurdles, expenses, and delays, such as finding a health care provider, scheduling a visit,
traveling to a clinic, missing school or work, and potential breaches in confidentiality. Some minors
might rely on a parent or guardian to purchase an OTC oral contraceptive — most minors do involve
their parents in reproductive health decisions16 — but that might not be an option for minors who fear
physical or emotional abuse or who live on their own.

For some minors, the end consequence of these practical barriers would be an unplanned pregnancy,
with all of its health risks and its other potentially life-changing consequences — even more so now
that abortion is no longer an option in many states. Pregnancy, childbirth, and parenting have
enormous financial, educational, social, and emotional implications for adolescents (as they do for
adults).

In fact, we know that the unnecessary prescription barrier to the pill has resulted in unplanned
pregnancies for young people. In a 2022 survey of 243 young people, 55% of them could not get on
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daily oral contraceptives when they wanted due to barriers caused by the prescription-only system. Of
those youth, 58% had a pregnancy scare, 20% got pregnant, and 16% had an abortion.17

Researchers have found that denying minors access to confidential contraceptive care can lead them
to forgo needed care, but it does not lead them to stop having sex.18 Additionally, the research affirms
that improvements to contraceptive access (such as condom availability in schools or increased access
to emergency contraception) do not increase sexual activity.19 20 For all of these reasons, major medical
authorities support confidential contraceptive care for minors,21 22 and (as noted above) groups such
as ACOG and the AMA support OTC access for all ages.23

An age restriction for an OTC oral contraceptive would also have spillover consequences for adults.
Implementing an age restriction would effectively relegate the drug to a “back of the counter” status
where a pharmacy employee would need to check the customerʼs proof of identity and age. That
would limit where and when an OTC oral contraceptive can be sold. It would also pose barriers for the
millions of adults in the United States without government-issued identification, including many
immigrants, low-income people, and people of color.24

An Age Restriction Would Violate Minors’ Rights

An age restriction for OTC oral contraceptives would run contrary to long-standing legal precedents in
the United States and violate minorsʼ legal and moral rights. Minorsʼ right to use contraception was
established nationwide in a 1977 decision by the US Supreme Court.25 That case, Carey v. Population
Services International, continued the Courtʼs line of reasoning in its earlier cases establishing the
constitutional right to contraception, and specifically struck down a ban on the distribution of OTC
contraceptives (such as condoms) to minors younger than 16.

This federal legal precedent establishing minorsʼ rights to contraception has been affirmatively written
into statute in 23 states and the District of Columbia, which explicitly allow all minors to consent to
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contraceptive services. In 24 other states, the law explicitly allows minors to consent to contraceptive
services in specific circumstances, such as when the minor is married.26 However, even in states that
have only limited protections in statute (or none at all), the Supreme Court precedent still holds. No
state requires parental consent for contraception generally, although Texas and Utah require parental
consent for state-funded contraceptive services.

Federal policy protects minorsʼ right to confidential contraceptive care under the Title X family
planning program, while also encouraging minors to involve their parents.27 28 Similarly, federal
Medicaid law requires the program to cover family planning services for both minors and adults, and it
has long been interpreted as protecting minorsʼ confidentiality and barring parental consent for
contraception.29 30

Because of these strong court precedents and statutory protections, attempts to impose age
restrictions on contraception have been rare in recent decades. The FDAʼs attempt to impose an age
restriction on Plan B emergency contraception is the most prominent example, and it was ultimately
overruled in federal court.31 32 Oklahomaʼs attempt to impose its own age restriction on emergency
contraception was also struck down.33

It is important to emphasize that minorsʼ right to consent to confidential contraceptive care does not
depend on the age of sexual consent under statesʼ statutory rape laws. The law generally
acknowledges that it would be wrong to deny needed contraceptive care to minors, even if some
would prefer that they had no need for that care in the first place. Nevertheless, some policymakers —
such as the Kansas attorney general in 2003 — have periodically tried to use the specter of statutory
rape to undermine minorsʼ right to reproductive health care, by arguing that health care providers
should report to the authorities when any patient below the stateʼs age of sexual consent asks for
contraception or is treated for a sexually transmitted infection.34 That attempt in Kansas was blocked
in court. More recently, the Trump administration required Title X providers to screen for abuse in any
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minor who presented with a sexually transmitted infection or a pregnancy;35 that regulation has since
been rescinded.36

Major medical groups have pushed back on this extreme interpretation of the requirement to report
suspected sexual abuse.37 Specifically, a 2004 position paper from the American Academy of Family
Physicians, AAP, ACOG, and the Society for Adolescent Medicine made it clear that consensual
underage sex is not synonymous with sexual abuse, and that most adolescents having sex need
medical care, rather than being reported to the authorities and having their privacy violated. Demands
to treat all underage sex as abuse — including similar potential objections to minorsʼ access to OTC
contraception — would only result in denying adolescents needed health care.

Finally, although parents do in general have well-established rights to make health care decisions on
behalf of their minor children, these rights do not outweigh minorsʼ own rights to contraceptive care or
the potential harm to minors from being unable to access needed care. And in fact, policymakers and
courts have established stronger legal rights for minors when it comes to contraception and many
other sensitive services (such as STI testing and treatment, and substance abuse treatment) than they
have for most forms of medical care. Because of those stronger rights, an age restriction would be less
— not more — appropriate for contraception than it is for other OTC drugs.

The FDA Should Repel Any Political Interference

The FDAʼs review of applications for OTC oral contraceptives comes more than a decade a�er
politicians interfered with the agencyʼs decision-making on whether Plan B, an emergency
contraceptive, should be available OTC. Plan B emergency contraception was a strong candidate for
OTC status: safe, effective, with few contraindications. Yet political appointees under two federal
administrations, led by Republican and Democratic presidents, repeatedly departed from the FDAʼs
usual procedures to delay the drugʼs OTC approval, made highly unusual demands on the drug
manufacturer, and imposed an age restriction that defied the science and the recommendations of the
FDAʼs career staff and advisory committee.38 This process damaged the FDAʼs reputation and set
negative precedents for policymakersʼ interference with a process that is designed to be insulated
from politics and to enable the career professionals at the FDA to make timely decisions based on
science and evidence. It was only a�er repeated intervention by federal courts that the age restriction
was li�ed in 2013.
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The history of Plan B also highlighted the practical harms of an inappropriate age restriction — barriers
to needed care for both adolescents and adults that muted the potential benefits of OTC access. In
fact, a study published in 2022 found that use of emergency contraception and the purchase of
emergency contraception at drug stores has increased substantially among sexually experienced
adolescents and young adults in the years a�er the elimination of the FDAʼs age restriction.39 At the
same time, nearly a decade of OTC sales of emergency contraception without an age restriction have
provided real-world assurance that a hormonal contraceptive can be made safely available for people
of all ages without a health care providerʼs prescription or intervention.

Conclusion

Sound medical research demonstrates that an age restriction on OTC oral contraceptives is not
necessary, would hinder access to needed health care for both adolescents and adults, would violate
minorsʼ legal and moral rights to consent to contraceptive care, and would repeat the mistake made
around Plan B in instituting a medically unsupported barrier to access, thereby damaging the FDAʼs
reputation at a time when public trust in the FDA is a concerning national issue. For all of these
reasons, the FDA and the policymakers that oversee the agency should follow the evidence and reject
politically motivated restrictions.
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