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Medical contraindications in women seeking combined

hormonal contraception
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OBJECTIVE: The objective of the study was to evaluate the prevalence
of medical contraindications in a large group of women seeking
combined hormonal contraception (CHC).

STUDY DESIGN: The Contraceptive CHOICE Project is a prospective
cohort study designed to promote the use of long-acting reversible
contraceptive methods to reduce unintended pregnancies in the
St Louis region. During baseline enrollment, participants were asked
about their desired methods of contraception and medical history.
Potential medical contraindications were defined as self-reported
history of hypertension, myocardial infarction, cerebral vascular ac-
cidents, migraines with aura, any migraine and age 35 years or older,
smoking in women older than 35 years, venous thromboembolism, or
liver disease. We reviewed all research charts of women with self-
reported medical contraindications to verify all conditions. Binomial
95% confidence intervals (Cls) were calculated around percentages.

RESULTS: Between August 2007 and December 2009, 5087 women
who enrolled in the CHOICE Project provided information about their
medical history and 1010 women (19.9%) desired CHC at baseline.
Seventy women (6.93%; 95% Cl, 5.44—8.68%) were defined as
having a potential medical contraindication to CHC at baseline. After chart
review, only 24 of 1010 participants desiring CHC (2.38%; 95% Cl,
1.53—3.52%) were found to have true medical contraindications to CHC
including 17 with hypertension, 2 with migraines with aura, 2 with a history
of venous thromboembolism, and 3 smokers aged 35 years or older.

CONCLUSION: The prevalence of medical contraindications to CHC
was very low in this large sample of reproductive-aged women. This
low prevalence supports provision of CHC without a prescription.

Key words: combined hormonal contraception, medical
contraindications

Cite this article as: Xu H, Eisenberg DL, Madden T, et al. Medical contraindications in women seeking combined hormonal contraception. Am J Obstet Gynecol

2014;210:210.e1-5.

in the United States

decreased dysmenorrhea, diminished

W N
encounter barriers to hormonal

contraception.l In the United States,
women can obtain combined hormonal
contraception (CHC) only through pre-
scription whereas in some other coun-
tries (eg, China and India),” CHC is
available over the counter.” Four of 5
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women born since 1945 have used
combined oral contraceptives at some
time in their lives.” CHC has several
advantages including regular, cyclic
bleeding, decreased blood loss, re-
duced risk of iron deficiency anemia,

premenstrual dysphoric disorder, and
reduced risk of endometrial and ovarian
cancer.”" CHC provides women with
safe and effective control of their
fertility.’

However, CHC is not appropriate for

every patient and there has been an
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increased awareness among the general
public regarding the health risks associ-
ated with CHC use.” In 2010, the Centers
for Disease Control and Prevention
(CDC) published the Medical Eligibil-
ity Criteria for Contraceptive Use to
provide guidance for the use of contra-
ception in women and men with medical
conditions.” Although there are multiple
studies indicating that many women
overestimate the risks associated with
hormonal c:ontraception,("8 many medi-
cal providers perceive hormonal contra-
ceptive methods to be safe and require
minimal screening for contraindications.”

Also, some studies have reported that
the only truly essential information be-
fore providing CHC is medical history
and blood pressure.” Many clinicians in
the United States, however, still require
patients to have pelvic examinations and
cytological screening before prescribing
CHC. The CDC just released an adapta-
tion to the World Health Organization’s
Selected Practice Recommendations to
provide additional guidance to ensure
safe prescribing of contraception.'’

Other over-the-counter medications
also have risks for users. The US Food
and Drug Administration estimates that
2-4% of chronic nonsteroidal antiin-
flammatory drug (NSAID) users will
develop upper gastrointestinal bleeding,
symptomatic ulcers, or intestinal per-
foration each year.'' In addition, over-
the-counter use of acetaminophen is
associated with serious liver damage.'”

The controversy regarding the safety
of CHC has restricted efforts to provide
CHC without a prescription. Even
women who have access to regular health
care report appointment delay as a sig-
nificant impediment.” Access to CHC
without a prescription could eliminate
the obstacle of a mandatory clinical ap-
pointment to obtain prescriptions. This
inconvenience may put women at risk
of unintended pregnancies because of
gaps in obtaining contraception.”

In December 2012, the American Col-
lege of Obstetricians and Gynecologists
(ACOG) released a Committee Opinion
supporting over-the-counter access to
oral contraceptive pills and concluded that
women should self-screen for most med-
ical contraindications.”” The principal
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question remains: how many women
have medical contraindications to CHC?

The purpose of this secondary analysis
was to estimate the prevalence of self-
reported medical contraindications to
CHC among reproductive-aged women,
which were subsequently confirmed by
clinician assessment. Our hypothesis was
that few women report medical contra-
indications to CHC and even fewer have
confirmed medical contraindications to
CHC after chart review.

MATERIALS AND METHODS

We used data from the Contraceptive
CHOICE Project (CHOICE) to estimate
the prevalence of medical contraindica-
tions in a large group of women seeking
CHC. CHOICE is a large prospective
cohort study of 9256 women aged 14-45
years in the St Louis area designed to
promote the use of long-acting reversible
contraceptive (LARC) methods and
reduce unintended pregnancies. The
methods of this project have been fully
described in a previous publication.'*
The CHOICE protocol was approved
by the Washington University in
St. Louis School of Medicine Human
Research Protection Office, and parti-
cipants provided informed written
consent.

During baseline enrollment, partici-
pants were asked about their desired
method of contraception, general health
information, and medical history
through a standard paper questionnaire.
We defined desiring CHC as women who
desired combined oral contraceptives,
the contraceptive patch, or the contra-
ceptive vaginal ring at baseline. Women
desiring LARC were those who desired
intrauterine devices (IUDs) or subder-
mal implants.

We recorded age, blood pressure, and
number of years of smoking and number
of cigarettes per day/week for each
participant. Medical history was col-
lected by trained study staff using a
standard questionnaire to determine
whether participants had any contrain-
dications to CHC. Potential medical
contraindications were defined as self-
reported history of breast cancer,
hypertension, myocardial infarction,
transient ischemic attack, cerebral

vascular accident (stroke), migraines
with aura, any migraine and age 35 years
or older, smoking in women aged 35
years or older, venous thromboembo-
lism, or liver disease. This definition was
based on the 2004 World Health Orga-
nization (WHO) Medical Eligibility
Criteria for contraceptive use and the
ACOG clinical management guide-
lines."™'® All method use was approved
by a study clinician prior to initiation. All
participants were provided with no-cost
contraception.

Recruitment began in August 2007;
participants enrolled before Jan. 1, 2010,
were followed for 36 months, and
women enrolled after this date were
followed for 24 months. Between August
2007 and December 2009, 5090 partici-
pants enrolled in the CHOICE Project.
This analysis includes 5087 participants
who provided complete medical history
information. Of the 5087 participants,
4409 participants either desired CHC
or desired LARC during baseline
enrollment.

At enrollment, the clinician reviewed
information documented on the stan-
dard medical history form collected by
study staff. The condition, year(s) of
diagnosis, and current treatment were
assessed. Potential medical contraindi-
cations that were reported were reviewed
for accuracy by the clinician or study
staff during the enrollment session.

For this analysis, we retrospectively
reviewed all research charts of women
with self-reported medical contraindi-
cations to verify all conditions. We
defined confirmed medical contrain-
dications as documented history of
hypertension, myocardial infarction,
cerebral vascular accident, transient
ischemic attack, migraines with aura,
any migraine and age 35 years or older,
smoking and age 35 years or older,
venous thromboembolism, or liver dis-
ease that required medical care or treat-
ment, in accordance with WHO and
ACOG."™'® We defined participants as
having hypertension if they self-reported
hypertension and documented me-
dication use or if they had a systolic
blood pressure greater than 139 mm Hg
or diastolic blood pressure above
89 mm Hg'’ on the day of enrollment
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