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Editorial: Over-the-Counter Oral
Contraceptives—An Immodest

Proposal?

David A. Grimes, MD

On public health grounds, oral contra-
ceptives could be made available in vending
machines and cigarettes by prescription
only. Trussell and his coauthors ably argue
the former point in this Public Health Policy
Forum.! Our society’s approach to these
two agents, both widely used by young
women, is paradoxical. Cigarettes, which
are readily available even to children, kill
over a thousand persons each day. In con-
trast, oral contraceptives prevent unwanted
pregnancy and improve women’s health.2
Nevertheless, the medical profession poses
numerous obstacles to this method of con-
traception, including a physical examina-
tion,3 a prescription, often a pharmacist, and
an impenetrable package insert.* Trussell et
al. suggest that these medical requirements
neither serve nor protect women; they are
merely impediments.

Asis usually the case in medicine, the
intensity of feelings on this issue is in-
versely related to the amount of informa-
tion available. Little is known about how
dropping or relaxing the current medical
requirements for oral contraceptives
might affect either contraception or pre-
ventive services for women. Several of
the arguments merit consideration.

Are Oral Contraceptives Too
Dangerous to Be Made
Abvailable over the Counter?

As elaborated by Trussell and col-
leagues, this point of view is no longer
scientifically tenable. More is known to-
day about the safety of oral contraceptives
than has been known about any other drug
in the history of medicine. Thirty years of
intense epidemiologic study have con-
firmed that oral contraceptives are very
safe.5 Cardiovascular disease appears to
be unrelated to low-dose pills with appro-
priate screening. More than 20 large

case—control studies have shown no net
effect of oral contraceptive use on the risk
of breast cancer. In contrast, the health
benefits offered by oral contraceptives, in-
cluding protection against endometrial
and ovarian cancer, are so compelling that
some would argue that most women
should take oral contraceptives as prophy-
laxis for at least a year, regardless of their
need for contraception.

US vital statistics provide some insight
into the relative safety of medicines. Al-
though the numbers of women exposed are
unknown, none were reported to have died
in 1988 from ovarian hormones and syn-
thetic substitutes.” In contrast, five died
from antidiabetic agents and one from ad-
renal cortical steroids. Six died from peni-
cillin. Four died accidentally from analge-
sics, antipyretics, and antirheumatics; 202
women committed suicide with analgesics,
antipyretics, and antirheumatics in 1988.
Aspirin, which is widely available over the
counter (and in vending machines), appears
to be more lethal than oral contraceptives.

Some skeptics note that heavy smok-
ers may not read pill labeling advising
against oral contraceptive use by such
women. Do smokers not read or not heed?
Heavy smokers already choose daily to
ignore a strong, clear warning on each
package of cigarettes. If the combination
of smoking and oral contraception is un-
healthy, which of the two should be dis-
couraged or prohibited?
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Do Oral Contraceptives Provide
an Inducement for Preventive
Services?

Oral contraception, family planning
clinics, and screening tests are closely
linked. Women who use oral contracep-
tives are much more likely than other
women to receive screening for sexually
transmitted diseases, cervical neoplasia,
breast disease, and hypertension.8 This
is especially true for those who receive
care from a family planning clinic. How-
ever, screening for infection appears to be
unrelated to the apparent risk of disease.®
This suggests that decisions about screen-
ing are inappropriately based on choice of
contraception rather than on the basis of
risk.

The provision of oral contraceptives
should not be contingent on unrelated
screening services. Preventive health care
services are important in their own right
for women of reproductive age.l® Must
preventive services necessarily be ““bun-
dled”” with other services, like software
packages installed in a new computer? To
use a pill prescription as a lure for cervical
cancer screening resembles a bait-and-
switch tactic, especially when an abnor-
mal test would not preclude the use of
pills.

Would dropping the need for an
annual prescription refill undermine wo-
men’s health? The levonorgestrel subder-
mal implants and copper T380A intrauter-
ine device generated similar fears of
sabotaging preventive health services for
women. Because these contraceptive
methods are effective for up to 5 and 8
years, respectively, some physicians wor-
ried that women would drop out of health
care for lengthy intervals. This does not
appear to have happened. Similarly, the
advent of over-the-counter antifungal
medications for vaginal candidiasis has
apparently not hurt women’s health. The
availability of oral contraceptives without
prescription would neither prevent nor
discourage women from continuing to see
physicians; it would, however, make vis-
its related to oral contraception voluntary
rather than mandatory.

Will Oral Contraceptive Users’
Compliance Suffer without
Physician Counseling?

This hypothesis assumes that physi-
cian counseling is both widespread and
effective in improving patients’ compli-
ance. Little evidence supports either as-
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sumption. The demands of patient flow in
physicians’ offices often preclude lengthy
discussions. In affiliates of the Planned
Parenthood Federation of America, Inc,
the nation’s largest provider of contracep-
tion services, most counseling is done by
midlevel clinicians and counselors, not by
physicians.

Better written instructions for pa-
tients could reduce the need for counsel-
ing. The federally mandated patient pack-
age inserts are unattractive, inconsistent,
confusing, and beyond the reading level of
millions of users.* With current counsel-
ing and the sesquipedalian package insert,
compliance with pill-taking is poor, yet
oral contraception is still highly effec-
tive.11

Does the Economic Survival of
Family Planning Clini

Depend on the Distribution of
Pills?

As noted by Trussell et al., family
planning clinics provide an array of pre-
ventive and curative services beyond fam-
ily planning. For many poor women, these
clinics may be the only health care pro-
vider. Without a steady stream of patients
seeking oral contraceptives, clinics might
be unable to pay their overhead. Some
private physicians express the same con-
cern. As noted by Trussell and his col-
leagues, this situation reflects a problem
with reimbursement, not with oral contra-
ceptives. For too long, our society has
paid physicians (and others) for doing
things to patients, not for keeping them
well. We must shift our national health
priorities toward primary prevention and
reimburse accordingly.

Three pivotal questions remain unre-
solved. First, would the overall safety of
oral contraceptives improve if they were
made available without prescription? This
seems unlikely.

Second, would compliance improve?
Again, this seems improbable, although
improved patient instructions might help.
Third, would access to and use of oral
contraceptives increase? This appears
likely, yet the increase might be offset by
lessened compliance.

In one region of Sweden, an experi-
ment with making oral contraceptives
available without prescription led to prob-
lems with poor compliance and high
discontinuation rates (G. Samsoie, MD,
PhD, conversation, 1993). In response, a
compromise was developed in which mid-
wives could prescribe oral contraceptives
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with flexibility concerning the timing of
the pelvic examination. This program has
been highly successful over the past dec-
ade. Nationally, about 80% of all patients
using oral contraceptives are managed by
midwives and rates of oral contraceptive
use are very high.

A similar demonstration project in
the United States was sponsored by the
Family Planning Council of Southeastern
Pennsylvania. The project allowed new
adolescent patients to postpone a pelvic
examination and blood tests for up to 6
months and still receive pills. The initial
visit included a blood pressure determina-
tion, urinalysis, and urine pregnancy test.
Fears that teenagers would not return for
the pelvic exam and that sexually trans-
mitted diseases would be missed proved
unfounded. The director of the program
noted that the option of delaying the pelvic
exam gave the adolescents ““a sense of
importance . . . that they could make the
decision” about the timing of medical
services.3 Older women may feel the
same.

Fertility regulation and oral contra-
ceptives in particular have traditionally
been controlled by predominantly male
physicians and not by consumers. Requir-
ing a prescription for oral contraceptives,
a measure ostensibly designed to protect
women, may be counterproductive both
medically and socially. Requiring a phy-
sician to determine whether a woman can
take oral contraceptives may be analo-
gous to requiring a hospital committee of
physicians to judge whether a woman is a
fit candidate for an induced abortion.

The hypothesis that the costs of
““medicalization” of oral contraceptives
outweigh the benefits! deserves to be
tested in randomized controlled trials.
Such an important policy change must be
based on science, not opinion. The Swed-
ish experience demonstrates the need for
caution and perhaps compromise. How-
ever, until such trials have been performed,
the distinction between protection and
paternalism may remain fuzzy. [J
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without prescription. Prescription sta-
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ficacy considerations justify pre-
scription status for oral contracep-
tives. Revised package design and
patient labeling could allow women
to screen themselves for contraindi-
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Should Oral Contraceptives Be
Available without Prescription?

James Trussell, BPhil, PhD, Felicia Stewart, MD, Malcolm Potts, MB,
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Introduction

Empowering women to choose the
number and timing of pregnancies is widely
recognized as a primary goal of reproduc-
tive rights advocates. It follows that such
advocates should endorse women’s full
and direct access to contraception. Indeed,
if this goal is central, then only compelling
health concerns could justify restrictions
such as a prescription requirement.

In the United States, historical cir-
cumstances and health concerns once re-
stricted all decisions regarding access to
contraceptives to physicians. Eighty per-
cent of American women now use oral
contraceptives during their lives,! yet these
contraceptives have been provided only by
prescription for the last 30 years. Because
there is now considerable evidence for the
safety of current low-dose oral contracep-
tives, we believe that it is time to rethink
this practice. While we recognize the diffi-
culty of balancing patient autonomy and
clinical guidance, we conclude that safety
and compliance concerns are no longer suf-
ficient to justify maintaining the current
level of clinical control over a woman’s
contraceptive selection. A national dia-
logue on this issue is overdue. Our goal is
not to promote the use of oral contracep-
tives but to remove obstacles for women
who decide to use this method. In contrast,
we strongly support efforts to promote use
of barrier methods among those at risk of

Historical Circumstances

The medicalized status of oral con-
traceptives derives in part from the history

of family planning in this country. The in-
fluence of the 1873 Comstock Act, which
made it a criminal offense to import, mail,
or transport in interstate commerce any
literature about birth control or any device
designed to prevent conception or cause
abortion, persisted for more than a centu-
ry.2 Birth control advocate Margaret San-
ger challenged this legislation but suc-
ceeded in circumventing it only by making
physicians the key to contraceptive distri-
bution. In 1936, the Supreme Court, in
United States v One Package (the pack-
age being three diaphragms imported from
Japan), allowed the ‘“importation, sale, or
carriage by mail of things which might in-
telligently be employed by conscientious
and competent physicians for the purpose
of saving life or promoting the well-being
of their patients” (emphasis added).2 Ma-
jor legal legacies of the Comstock Act lin-
gered until the Supreme Court’s decisions
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