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Over-the-Counter Access to Oral Contraceptives

ABSTRACT: Unintended pregnancy remains a major public health problem in the United States. Access and
cost issues are common reasons why women either do not use contraception or have gaps in use. A potential
way to improve contraceptive access and use, and possibly decrease unintended pregnancy rates, is to allow over-
the-counter access to oral contraceptives (OCs). Screening for cervical cancer or sexually transmitted infections is
not medically required to provide hormonal contraception. Concerns include payment for pharmacist services, pay-
ment for over-the-counter OCs by insurers, and the possibility of pharmacists inappropriately refusing to provide
OCs. Weighing the risks versus the benefits based on currently available data, OCs should be available over-the-

counter. Women should self-screen for most contraindications to OCs using checklists.

Unintended pregnancy remains a major public health
problem in the United States. Over the past 20 years, the
overall rate of unintended pregnancy has not changed and
remains unacceptably high, accounting for approximately
50% of all pregnancies (1). The economic burden of
unintended pregnancy has been recently estimated to cost
taxpayers $11.1 billion dollars each year (2). According
to the Institute of Medicine, women with unintended
pregnancy are more likely to smoke or drink alcohol dur-
ing pregnancy, have depression, experience domestic
violence, and are less likely to obtain prenatal care or
breastfeed. Short interpregnancy intervals have been asso-
ciated with adverse neonatal outcomes, including low
birth weight and prematurity, which increase the chances
of children’s health and developmental problems (3).

Many factors contribute to the high rate of unin-
tended pregnancy. Access and cost issues are common
reasons why women either do not use contraception or
have gaps in use (4). Although oral contraceptives (OCs)
are the most widely used reversible method of family plan-
ning in the United States (5), OC use is subject to problems
with adherence and continuation, often due to logistics or
practical issues (6, 7). A potential way to improve contra-
ceptive access and use, and possibly decrease the unin-
tended pregnancy rate, is to allow over-the-counter access
to OCs.

Interest in Over-the-Counter Access

A 2004 national telephone survey of 811 women aged
18—44 years found that 68% of women at risk of unin-
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tended pregnancy would utilize pharmacy access for OCs,
the contraceptive patch, the contraceptive vaginal ring,
and emergency contraception. Also, 47% of uninsured
women and 40% of low-income women who were not
using OCs, the contraceptive patch, or the contraceptive
vaginal ring said they would start using those methods if
they were available from pharmacies without a prescrip-
tion (8). In another survey of 1,271 women aged 18—49
years, 60% of women not currently using a highly effec-
tive contraceptive method said they would be more likely
to use OCs if they were available over-the-counter (9). A
national survey of 2,725 pharmacists found that 85% were
interested in providing hormonal contraception, with
66% expressing concerns about reimbursement (10).

Safety of Over-the-Counter
Medications

No drug or intervention is completely without risk of
harm. For example, common nonsteroidal antiinflam-
matory drugs, such as aspirin, have documented adverse
effects, including gastrointestinal bleeding. These effects
may occur even at doses used for prophylaxis of car-
diovascular disease (11). Additionally, over-the-counter
use of acetaminophen is linked to serious liver dam-
age (12). Safety concerns about OCs frequently focus
on the increased risk of venous thromboembolism.
However, it is important to understand that the rate of
venous thromboembolism for OC users is extremely
low (3-10.22/10,000 women-years) (13, 14) and to put
this risk in context by recognizing the much greater
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risk of venous thromboembolism during pregnancy
(5-20/10,000 women-years) or in the postpartum period
(40-65/10,000 women-years) (14). Overall, the consen-
sus is that OC use is safe (15-17).

Ability of Nonphysicians to Screen for
Contraindications

Despite the safety of OC use, one frequently cited con-
cern regarding over-the-counter provision of OCs is the
potential harm that could result if women with contrain-
dications use them. However, several studies have shown
that women can self-screen for contraindications. In one
study that compared current family planning clients’ self-
assessment of contraindications with clinical assessment,
392 of the 399 participant (females aged 15—45 years) and
health care provider pairs obtained agreement on medi-
cal eligibility criteria (greater than 90%) (18). Similar find-
ings were seen in general populations of women, although
in one study approximately 6% of the 1,271 women
aged 18-49 years had unrecognized hypertension (19).
Both studies showed that in cases of discrepancy, women
were more likely to report contraindications than were
health care providers. A study conducted in the United
Kingdom replicated the findings that women take a more
conservative approach compared with clinicians and
also demonstrated that none of the 328 women studied
would have incorrectly used OCs based on self-screening
(20). Another study found that women obtaining OCs
from pharmacies were no more likely to have contrain-
dications than those who got OCs from a clinic (21). A
study of women seeking to buy OCs online through a
special program for patients of a clinic found that online
participants (n=243) were as knowledgeable about con-
traindications and adverse events as women seen in the
clinic (n=161) (22). It is acknowledged that the women
with Internet access may not be comparable to the gen-
eral population.

In contrast to the aforementioned studies, one U.S.-
based cohort study found that women who obtained
OCs over-the-counter in Mexican pharmacies were more
likely to have relative contraindications rather than
absolute contraindications (23) (see Box 1). At least one
relative contraindication to OC use was found in 13% of
the over-the-counter group versus 9% of the prescribed
group (P=.006) but with similar frequencies of absolute
contraindications (7% versus 5%, P=.162). However,
women who purchased OCs over-the-counter in this
study were not self-screened using any standardized pro-
cess, and the demographics of patients (obese or lacking
access to health maintenance services) may have affected
the outcome.

Pharmacist provision (behind-the-counter access)
of hormonal contraceptive methods also has been evalu-
ated. In the Direct Access Study in Washington State,
several pharmacists received specialized education in
the provision of hormonal contraceptive methods and
were authorized to provide hormonal contraception
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Box 1. Categories for Medical Eligibility
Criteria for Contraceptive Use

1= A condition for which there is no restriction for the
use of the contraceptive method.

2 = A condition for which the advantages of using the
method generally outweigh the theoretical or proven
risks.

3= A condition for which the theoretical or proven
risks usually outweigh the advantages of using the
method.

4 = A condition that represents an unacceptable health
risk if the contraceptive method is used.

U S. Medical Eligibility Criteria for Contraceptive Use, 2010. Cen-
ters for Disease Control and Prevention (CDC). MMWR Recomm
Rep 2010;59(RR-4):1-86

including, OCs, the contraceptive patch, and the contra-
ceptive vaginal ring (24). Pharmacists successfully used
checklists to identify women without contraindications
to OCs according to the World Health Organization’s
Medical Eligibility Criteria for Contraceptive Use; blood
pressure and body mass index also were measured (24).
Continuation of use through 12 months was fairly high
(70% of 127 women), although most women were con-
tinuing users (either currently using OCs or had used
hormonal contraceptives in the past), and only 65%
(127 of 195 women) completed the 12-month interview.
Acceptability also was high, although most women had to
pay out-of-pocket for the pharmacist evaluation because
most insurance providers did not cover that service (24).

Contraceptive Adherence and
Continuation

Other concerns about over-the-counter access include
that women who choose to purchase OCs over-the-
counter might be less adherent, less likely to continue
their method, or less likely to choose more effective
long-acting methods of contraception. However, efforts
to improve use of long-acting methods of contracep-
tion should not preclude efforts to increase access to
other methods. In one study, 68% of the women who
might avail themselves to over-the-counter OCs reported
not currently using any contraceptive method (8). Fur-
thermore, continuation may be increased with better
access. In a U.S. cohort study of approximately 1,000
women over 9 months, those who obtained OCs over-
the-counter in Mexican pharmacies had slightly higher
continuation rates (79.2%, P=.12) compared with those
who obtained OCs in U.S. public clinics (74.9%, P=.12),
although the increase was statistically insignificant (25).
Access to multiple pill packs at one time results in
higher rates of continuation. In a 2011 randomized trial,
investigators compared 6-month contraceptive continu-
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ation rates among women who were dispensed three pill
packs or seven pill packs. Participants who received
seven pill packs had a higher 6-month rate continuation
than participants who received three pill packs (51%
compared with 35%, P<.001), and the effect was greater
among participants younger than 18 years (49% com-
pared with 12%, P<.001). Although not statistically sig-
nificant, participants who received a prescription were
less likely to continue OC use than those who received pill
packs over-the-counter (26).

Use of Preventive Services

Another theoretic concern is that women who choose
to purchase OCs over-the-counter will forgo screening
and other preventive services. However, cervical cancer
screening or sexually transmitted infection (STI) screen-
ing is not required for initiating OC use and should not
be used as barriers to access (27, 28). The American
College of Obstetricians and Gynecologists recommends
an annual health assessment for every woman as a funda-
mental part of medical care (29). This visit also includes
a discussion of a woman’s reproductive health plan. She
can review her health plan with her obstetrician—gyne-
cologist on a periodic basis (30). This review provides an
opportunity for the clinician to ask the patient what type
or types of birth control she uses and to educate her about
adverse effects of her chosen method and alternatives.

In a 2012 study, researchers compared the screening
habits of U.S. women who had obtained their OCs from
U.S. clinics with those who had obtained their OCs
from Mexican pharmacies (31). Both groups reported
high screening rates of Pap tests within the past 3 years
(greater than 88%), ever having received STI testing
(greater than 71%), and ever having had a clinical breast
examination (greater than 88%), all higher than national
screening proportions. Rates were slightly higher among
those receiving OCs from clinics. Among those receiv-
ing OCs over-the-counter, the reasons given for no Pap
testing included inconvenience, cost, and not knowing
where to go to get screened (31). Currently, there are no
long-term data of adverse health consequences for over-
the-counter OC users.

Cost

It is possible that some women might be adversely
affected by changing to over-the-counter OCs if they
lose insurance coverage for their preferred contraceptive
method. However, OCs are already a significant expense
for many women. In a recent national survey, women,
particularly young women and the uninsured, paid an
average of $16 per pill pack, and many reported limits
on the number of pill packs they could receive (32).
Regardless, any plans to improve access to OCs by
moving toward behind-the-counter or over-the-counter
access should address issues of cost. The recent U.S.
Department of Health and Human Services guidelines
regarding women’s preventive services will require new
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private health plans to cover without cost sharing all U.S.
Food and Drug Administration-approved contraceptive
methods, sterilization procedures, and patient education
and counseling for women with reproductive capacity
(33). It remains to be seen how these guidelines will be
implemented, and it should be noted that they do not
apply to Medicaid. Pharmacy consultative services may
incur additional costs.

Data From Developing Countries

Although the results of studies from developing coun-
tries may not be generalizable to a U.S. population, this
information allows health care providers to examine the
potential benefits and challenges of over-the-counter
access to OCs in the United States. Some obstacles found
in these studies include pharmacist refusal and a lack of
counseling of patients on the proper use of OCs. (See
Table 1 for additional data from developing countries.)

Conclusions and Recommendations

In the interest of increasing access to contraception, and
based on the available data, the American College of
Obstetricians and Gynecologists’ Committee on Gyne-
cologic Practice makes the following conclusions and
recommendations:

+  Weighing the risks versus the benefits based on cur-
rently available data, OCs should be available over-
the-counter.

* Women should self-screen for most contraindica-
tions to OCs using checklists.

+ There are concerns about payment for pharma-
cist services, payment for over-the-counter OCs by
insurers, and the possibility of pharmacists inappro-
priately refusing to provide OCs.

+  Screening for cervical cancer or STIs is not medically
required to provide hormonal contraception.

+ Continuation rates of OCs are higher in women who
are provided with multiple pill packs at one time.
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