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Abstract

Background: Fear of side effects and previous negative experiences are common reasons for
contraceptive non-use.

Study Design: We collected information about perceptions of oral contraceptive (OC) safety from
1,271 women 18-49 years old in El Paso, Texas, and compared their responses to a medical evaluation
by a nurse practitioner. We also asked participants about their interest in obtaining OCs over-the-
counter (OTC).

Results: Among 794 women potentially at risk of unintended pregnancy, 56.0% said that OCs were
medically safe for them. Reasons given for OCs being unsafe related to fears of side effects and prior
negative experiences rather than true contraindications. Older women and participants recruited at
the less affluent recruitment site were significantly more likely to report that OCs were medically
unsafe for them (p<0.05). Non-users who thought OCs were medically unsafe for them were as likely
to be medically eligible for use as current hormonal users. Among non-users or non-hormonal users
and potential OC candidates (n=601), 60.2% said they would be more likely to use OCs if they were
available OTC.

Conclusions: Women's perception of OC safety does not correlate well with medical eligibility
for use. More education about the safety and health benefits of hormonal contraception is needed.
OTC availability might contribute to more positive safety perceptions of OCs compared to a
prescription environment.
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1. Introduction

Almost half of all pregnancies in the US are unintended, and this proportion remained
unchanged between 1994 and 2001 [1]. Among poor women in the US, Latinas have the highest
prevalence of unintended pregnancy compared to African-American and non-Latina white
women [1]. Although unintended pregnancy has multiple determinants, contraceptive non-use
and method failure are both more common among Latinas compared to non-Latina whites [2,
3].

Surveys from the US and other countries have found that health concerns are a common reason
why women choose not to contracept. In an analysis of data from 13 countries, health concerns
were the second most frequently cited reason for contraceptive non-use after lack of knowledge
[4]. Using information from the Demographic and Health Surveys from 12 countries, Bongaarts
and Bruce [4] estimated that health concerns reduced the prevalence of oral contraceptive use
by approximately 71%.

Several studies in the US have found that Latinas commonly cite fears related to hormonal
contraception as a reason for non-use [5]. A survey in Houston, Texas, found that Latinas were
significantly less likely to have ever used highly effective contraceptive methods compared to
non-Latina whites, and 53% cited a belief that using birth control leads to major side effects
as a barrier to use [6]. Focus groups with young Latinas found that concerns about side effects,
whether or not they had actually been experienced, were commonly cited as reasons they were
not using contraception [7]. In another focus group study in California, Spanish-speaking
Latinas were less likely to think the Pill was safe than English-speaking Latinas or whites [8].
Women's fears about the methods vary from valid concerns about common side effects, such
as abnormal bleeding, to unfounded myths, such as a belief that OCs do not dissolve after
ingestion [7]. These findings are similar to those reported among a rural Mexican population
in the 1970s, where fears of contraceptive side effects were most prevalent among women with
little knowledge of family planning methods or reproductive physiology [9].

Low-dose combined (OCs) are safe medications, although there are certain medical conditions
that are considered contraindications to use. The World Health Organization (WHO) Medical
Eligibility Criteria (MEC) for Contraceptive Use cites several contraindications, including
hypertension and other cardiovascular conditions, smoking at age 35 years and over, and breast
cancer, among others [10]. Although contraindications are rare among women attending family
planning clinics [11], our research among a convenience sample of Latinas age 18 to 49 years
in Texas found the prevalence of contraindications to be 36.9% among non-pregnant
participants [12]. The high prevalence of contraindications found in this study may be related
to the older age of the sample and the low proportion of women using hormonal contraception.
Itis likely that many women in the sample had not been screened previously for
contraindications [12].

When women cite health concerns as a reason for discontinuing or avoiding hormonal
contraception, it is unclear if they are making an educated assessment of their true risk or if
they are overestimating the dangers associated with use. Most analyses assume the latter,
although little research has examined whether women's perceptions of OC safety correlate with
actual risk. For this analysis, we aimed to determine whether women's health concerns related
to OCs were medically justified by comparing their responses to a health evaluation by a nurse
practitioner. A better understanding of women's perceived risks of hormonal contraception
could help tailor education interventions aimed at improving uptake of these methods among
women for whom these methods are safe.
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2. Materials and methods

The data used for this analysis were collected as part of a study evaluating the accuracy of a
self-screening checklist for contraindications to OCs, which has been reported separately
[12]. We recruited a convenience sample of women between the ages of 18 and 49 years in El
Paso, Texas, between April and August 2006 at two public shopping malls and an outdoor flea
market. Interviewers asked participants about basic demographic information as well as their
current contraceptive use. Women who were not using combined hormonal contraceptives
were asked the following:

“Now I'm going to ask you a hypothetical question. As you probably know, some
women should not take birth control pills because they have certain diseases or
medical conditions that might make it more likely for them to develop a problem while
taking the Pill. Let's assume for a minute that you wanted to use the Pill for birth
control. Which of the following would apply to you?

1. In my case, taking the Pill would be bad for my health.
2. In my case, taking the Pill would NOT be bad for my health.
3. Notsure.”

Women who said the pill would be bad for their health or who were not sure were then asked
about their reasons for this assessment. Two investigators (DG and LF) reviewed these reasons
and classified them either as likely true contraindications according to the WHO MEC, or not
likely true contraindications. We asked women who were not using contraception or who were
only using a barrier method if they thought they would be more likely to use OCs if they could
obtain them over the counter in El Paso without a prescription. Women were then given a
checklist of medical contraindications to OC use and were asked to check whether they had
one or more of these conditions. The checklist was based on the WHO MEC for relative and
absolute contraindications to combined oral contraceptives (category 3 and 4 contraindications
[10] and has previously been described in detail [12].

After completing the questionnaire, a female nurse practitioner, who was blinded to the
woman's interview responses, screened the participant for contraindications to OC use. The
clinicians also used a checklist to identify category 3 and 4 contraindications according to the
WHO MEC [10] to assess the respondent's actual eligibility to use OCs. The nurse practitioner
measured the respondent's blood pressure twice either manually or using an automated Omron
HEM-705CP blood pressure monitor (Omron Healthcare, Inc., Bannockburn, Illinois); mean
systolic and mean diastolic blood pressures were recorded. Based on this information, the nurse
practitioner determined if the respondent would be eligible for OC use. If the provider felt that
additional tests or evaluation were necessary before prescribing this method, she classified the
participant as contraindicated. Women who were hypertensive and those who were using
combined hormonal contraception who were found to be contraindicated were advised to speak
with their clinician and were given information about local free or low-cost health clinics.

Participants received a $5-$10 gift card valid for use at the shopping center or flea market for
their participation. The study was approved by the Institutional Review Boards of the
University of Texas at Austin and the University of Texas at El Paso. We obtained verbal
informed consent from all participants.

We analyzed the data using Stata v.9.2 (College Station, Texas). We used univariate descriptive
statistics to present participants' demographic characteristics and their distribution of responses
regarding contraceptive use, self-assessed eligibility for OCs, and reasons for considering OCs
unsafe.
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Logistic regressions were used to model the demographic and socioeconomic factors associated
with two categorical outcomes. The first outcome is women's perceptions regarding the safety
of OCs. For this analysis we included only women whom the clinician found to be medically
eligible for combined hormonal contraception and who were potentially at risk of unintended
pregnancy (n=377). Since the three categorical answers outlined above can be meaningfully
ordered from low to high perception of health risk (from “taking the Pill would NOT be bad
for my health” to “not sure” to “taking the Pill would be bad for my health™), we performed
an ordered logit. Ordered logit models show how independent variables are associated with a
participant being higher or lower on the scale of interest [13]. The second outcome was coded
as a dichotomous response (“Yes” vs “No” or “Not sure”) to the question: “If the birth control
pill were available here in El Paso in a pharmacy without a prescription, do you think you
would be more likely to take the Pill?” For this analysis we used two regression models. The
first regression included demographic and socioeconomic variables, plus the women's use of
contraception (non-hormonal or none) and the clinician's assessment of medical eligibility for
OCs use. The second model also included women's perception of OC safety as a covariate.

We recruited a total of 1,271 women to participate in the study. Table 1 shows the demographic
characteristics of the entire sample of study participants, as well as those who were considered
to be potentially at risk of unintended pregnancy. We focused this analysis on the latter group
of women because those not at risk of unintended pregnancy may have answered the question
about perceived safety of OCs in light of their lack of need for contraception. We identified
those potentially at risk of unintended pregnancy (n=794) by excluding women who reported
they were pregnant, trying to get pregnant, infertile or sterilized (n=477). On average, the
participants were in their early thirties and overwhelmingly Latina (92%). We recruited the
largest proportion of participants at the two shopping malls, which are El Paso's largest and
cater to consumers from Mexico as well as the US. Approximately one third of participants
were recruited from an outdoor flea market that features a variety of new and used merchandise
at reputedly bargain prices. Women at risk of unintended pregnancy were similar to the full
sample, although they were somewhat younger and had lower parity.

Table 2 shows the contraceptive methods participants reported they were using at the time of
the interview. About 17% used combined hormonal methods, mostly in the form of OCs, and
an additional 3.4% reported using depot medroxyprogesterone acetate (DMPA) injections.
Sixty-nine percent of women using hormonal contraception reported obtaining it at a clinic or
with a prescription, while 31% reported obtaining it at a Mexican pharmacy without a
prescription. Non-hormonal methods, mostly condoms, were reported by 11% of women.
Sterilization was reported by 28%, and 39% percent said they were not using a contraceptive
method. Most of the non-users said they were not currently sexually active (18% of study
participants).

Among 794 women potentially at risk of unintended pregnancy, 56.0% said that OCs were

medically safe for them, while 30.9% believed the pill was medically unsafe and 13.2% were
not sure. Using the ordered logit model, we found that age and place of recruitment (a proxy
for socioeconomic characteristics of study participants) were significantly associated with the
perception that OCs are not medically safe (findings not shown but available upon request). In
particular, the odds of perceiving OCs as unsafe were 69% higher for women ages 30 years

and older than for younger women, and 59% higher among women who were recruited in the
flea market compared to those interviewed in malls (p<0.05). Table 3 shows that the majority
of respondents who considered OCs unsafe, or who were not sure, cited fears of side effects,
prior negative experiences with the method, or conditions that were not considered true medical
contraindications according to the WHO MEC. Only 11% of the participants who said OCs
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were unsafe referred to conditions that were considered true contraindications by the WHO
MEC.

Fig. 1 presents the results of the clinician's evaluation for contraindications to OC use according
to participants' current contraceptive method and their perceptions of OCs safety. Surprisingly,
we found that 28.4% of women currently using OCs, the patch or the vaginal ring had at least
one contraindication to combined hormonal contraception. The most common
contraindications were suspected migraine with aura (14.4%) and hypertension (12.5%). The
prevalence of contraindications was not significantly different between women who obtained
combined hormonal contraception at clinics or with a prescription compared to those who
obtained them in a Mexican pharmacy without a prescription (data not shown). Among women
who were using a contraceptive method other than the pill, patch or ring, and who believed
that OCs were medically safe for them, the clinician found a similar proportion (27.2%) to be
contraindicated. Among women who were using a contraceptive method other than the pill,
patch or ring and who believed OCs were not medically safe for them or who were unsure, a
significantly higher proportion (49.6%) were found to be truly contraindicated by the clinician
(p<0.05). However, among contraceptive non-users, those who said the pill was safe and those
who said it was unsafe or were unsure were equally likely to have a contraindication, and the
proportion contraindicated was similar to that found among current combined hormonal users.

Among women not using contraception or those using barrier methods, rhythm or withdrawal
(n=601), most respondents (60.2%) said they would be more likely to use OCs if they were
available over the counter (OTC), while 35.8% said they would not, and 4% were not sure. In
the first regression model, women not currently using a contraceptive method were more likely
than users of non-hormonal methods to say they might use the pill if available OTC (adjusted
odds ratio 1.54), while those who were medically contraindicated were less likely than women
who were considered eligible for pill use to say they wanted OTC access (adjusted odds ratio
0.70) (p<0.05). In the second model, we included women's perception of OC safety as a
covariate, which became the only significant predictor. Women who said they thought the pill
was safe for them or were not sure were significantly more likely than those who believed it
to be dangerous to say that they would use OCs if they were available OTC (adjusted odds
ratios 5.94 and 3.92, respectively; p<0.05). (Regression models not shown but available on
request).

5. Discussion

This is the first study to our knowledge that evaluated the medical validity of women's
perceptions about the safety of hormonal contraception. We found that a minority of women
who said the Pill was medically unsafe for them actually cited a true contraindication, and most
referred to concerns about side effects they had not experienced, previous negative experiences
or conditions that were not true contraindications. Most troubling was the finding that the safety
perception of women not using contraception was particularly inaccurate. While contraceptive
users who said the Pill was unsafe were significantly more likely to be contraindicated, non-
users who said it was unsafe were just as likely to be medically eligible for use as current Pill
users. Concerns about side effects and inaccurate knowledge about contraindications may be
a particularly significant barrier to starting hormonal contraception for some women.

These findings build on our prior analysis, which demonstrated that the unaided question about
OC safety had poor accuracy [12]. We found in that study that women's self-assessment of
eligibility for OC use aided by a checklist of true contraindications to OCs was relatively
accurate compared to a clinician's evaluation [12]. Future research should examine whether
such a checklist or other simple written materials can improve women's perception of the safety
of hormonal contraception. Given prior findings that Latinas frequently rely on friends or
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family rather than medical personnel for information about contraception [7,8], studies should
also examine the impact of using peer counselors or promotoras to inform women about the
safety and efficacy of contraceptive methods. Promotoras have been shown to be effective to
increase behaviors that reduce cardiovascular risk [14], as well as to improve uptake of
screening for breast and cervical cancer [15,16].

As noted previously [12], we found a surprisingly high prevalence of contraindications to OCs
in this sample. The prevalence is likely high because we included older women in the sample,
and because participants were not seeking contraception. In addition, the nurse practitioners
might have over-diagnosed certain contraindications, such as hypertension, since blood
pressure was measured on a single day, and migraine with aura, which is difficult to assess
with a limited number of questions. Still, it is interesting that 28% of women currently using
combined hormonal contraception were found to be contraindicated, regardless of whether
they obtained the method from a clinician or OTC at a Mexican pharmacy. This suggests that
clinician screening may not be perfect and may miss some contraindicated women, or some
women may become contraindicated after they are screened. A previous analysis from the US
suggested that 6% of current OC users were actually contraindicated for use, although the
dataset included only a minority of true contraindications [17].

Not surprisingly, nearly 50 percent of the women who believed OCs to be medically unsafe
for themselves, and who were using a contraceptive method other than the pill, patch or ring,
were found to be truly contraindicated by the clinician. This is likely because women using a
contraceptive method would have received some evaluation from a clinician, and therefore
their self-assessment about their medical eligibility for using OCs might be well-informed.
However, contraceptive non-users who said the pill was bad for their health were no more
likely to be contraindicated than combined hormonal users, suggesting that non-users were not
able to self-assess their eligibility for OCs on their own. Instead, they may have been basing
their assessment on incorrect information.

We found that 60% of women not currently using a highly effective contraceptive method said
they thought they would be more likely to start OCs if the method were available in El Paso
without a prescription. This proportion is higher than the 41% of non-users who said in a
nationally representative phone survey that they would start the pill, patch or ring if it were
available directly from a pharmacy [18]. Interest in OTC access in this population might be
higher because this option is more familiar to them. Many participants were of Mexican origin,
and El Paso is on the border with Mexico, where OCs are available in pharmacies without a
prescription. It is interesting that non-users and women without contraindications were
significantly more likely to express interest in OTC access, suggesting that contraceptive
prevalence would increase if pills were available OTC without exposing women to excessive
risk. However, interest in OTC access is significantly lower among those who view the pill as
being unsafe for them, suggesting that OTC access would not combat the prevalent negative
perceptions we identified in this study. Other research has found that people commonly view
OTC medications as safe [19,20], and it is possible that if OCs were actually available OTC
in the US that perceptions of safety would improve. Additional research is needed to explore
all of these hypotheses.

This study has several limitations. It is based on a convenience sample drawn from a population
that may be less likely to undergo health maintenance screening and therefore more likely to
have unrecognized hypertension than the general population of the US. In addition, some of
the nurse practitioners in this study had less experience prescribing hormonal contraception
than others and might have been more likely to say that a woman needed additional evaluation
before being prescribed OCs.
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We found that women's health concerns related to hormonal contraception do not necessarily
equate with medical ineligibility for use of these methods. Prior studies have also documented
that inaccurate knowledge and misperceptions regarding OCs are prevalent [6,7,9]. More
research is needed to understand how women create and act on these perceptions. For women
who believed the Pill was medically unsafe for them due to prior negative experiences, it is
unclear what measures were taken at the time of the episode, such as discussing their symptoms
with a clinician, taking medication to manage them or changing formulations. We also found
that women's perceptions were not always based on actual experience but instead on what
others had told them. In addition to the development of more acceptable contraceptive methods,
efforts to improve uptake and continuation of effective contraception must also focus on how
to better inform women about reproductive physiology, normal side effects and the non-
contraceptive benefits of existing methods.
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Choice of Contraception by Medical Assessment for OC Eligibility
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Table 1

Demographic characteristics of study participants

Potentially at risk of Full sample
unintendesir (N=1,271)
pregnancy

(N=794)
% %

Age, years

<25 36.7 25.6

25-34 355 31.8

35-49 27.8 426

Mean/median age 29.4/27.0 32.6/32.0
Race/ethnicity

Latina 90.6 91.8

African American 25 2.2

White 4.7 4.3

Other 2.3 1.7
Primary language used at home

Spanish 50.5 52.2

English and Spanish, equally 12.2 12.0

English 37.3 35.7
Primary country of residence

United States 81.1 80.8

US and Mexico, equally 0.6 0.7

Mexico 17.4 17.6

Other 0.9 0.9
Education

Incomplete high school or less (0-11 yrs) 14.1 18.3

Completed high school 24.7 245

Some college (13-15 yrs) 30.0 27.9

College or more 31.2 29.4

Mean/median years of schooling 13.5/14.0 13.2/13.0
School location for last grade completed

United States 70.7 67.5

Mexico 274 31.0

Other 1.9 15
Parity

Nulliparous 46.8 335

One 18.8 15.1

Two 22.1 26.9

Three or more 12.4 245

Mean/median parity 1.0/1.0 1.5/2.0

Recruitment site
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Potentially at risk of Full sample
unintended (N=1,271)
pregnancy*

(N=794)
% %
Mall A 50.3 46.7
Mall B 215 214
Flea market 28.2 31.9

*
Excludes women who are pregnant, trying to get pregnant, infertile or sterilized.
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Current contraceptive use (n=1,271)

Table 2

N (%)

DMPA injection 43 34
Combined hormonal methods 209 16.5
Oral contraceptive pills 192 15.1
Patch 15 1.2
Vaginal ring 2 0.2
Non-hormonal methods 139 10.9
Condoms 115 9.1
Cap, diaphragm, spermicides 7 0.6
Rhythm/withdrawal 17 13
1UD 35 2.8
Sterilized 349 275
None 496 39.0
Currently pregnant 60 4.7
Currently seeking pregnancy 47 3.7
Sterile 32 25
Not sexually active 228 17.9
Other 129 10.2
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Reasons given for OCs being unsafe (n=348)"

Table 3

Page 13

N (%)

True contraindications

Medical condition 15 43

Current smoker 11 3.2

History of serious complication with oral contraceptives 6 17
Would seek medical advice first 12 34
Not true contraindications

Concerns about side effects 68 19.5

Previous negative experience with oral contraceptives 59 17.0

Conditions that are not medical contraindications 13 3.7

Too old 17 49

History of taking oral contraceptives for too long 2 0.6
Other reasons

No need for oral contraceptives 15 4.3

Personal/religious reasons 27 7.8

Not sure 44 12.6
No reason given 59 17.0

*
Excludes women who are pregnant, trying to get pregnant, infertile or sterilized.

Contraception. Author manuscript; available in PMC 2011 March 1.



