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Objectives: To assess knowledge regarding adherence

and safety of oral contraceptive pills (OCP) in Saudi

women.

Methods: We conducted a cross-sectional prospective
study in an outpatient pharmacy at King Khalid
University Hospital, Riyadh, Kingdom of Saudi Arabia
from April to September 2011. Participants were healthy
women aged 218 years with an OCP prescription for
contraception. We used a validated questionnaire to
assess their knowledge regarding adherence and safety of

OCPs.

Results: Four hundred and sixty women participated.
Most (79%) knew to take an extra pill if they missed
one in less than 12 hours, but only 6.5% knew they also
had to use extra protection for the next 7 days if it was
more than 12 hours. Multiple logistic regression analyses
indicated that years of contraceptive use and educational
level are predictive factors of better knowledge regarding
adherence. Few were aware of the action if they
experienced diarrhea for more than 12 hours (10%) or
vomiting within 2 hours (13.5%) of taking an OCP.
Only 30% knew of the adverse effects of smoking while
on OCPs. Weight gain (51%) was the most commonly
reported side effect.

Conclusion: Most Saudi women taking OCPs have
limited knowledge of its correct use regarding missing
pills, vomiting and diarrhea, and poor awareness of the

effects of smoking while using OCPs.
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he oral contraceptive pill (OCP) provides very

effective reversible contraception, and has an
excellent overall safety and tolerability profile.! It is the
most widely used contraceptive method.>? In the United
States one million unintended pregnancies are associated
annually with OCP misuse or discontinuation.*
Worldwide, 338 million unintended pregnancies have
resulted in nearly 700,000 maternal deaths between
1995 and 2000.° Unintended pregnancies can have
serious negative consequences on infant health and can
burden the individual and family, both psychologically
and financially.®” Knowledge of OCPs is inter-connected
with contraceptive behaviour.® A study conducted in
Denmark® on 120 women taking oral contraceptives
assessed their knowledge of side effects and their
compliance with taking OCPs using a structured
interview. The results showed that there was a significant
negative correlation between social status and the scoring
of information and a significant positive correlation
between age and information scoring. It is evident that
poor knowledge of oral contraceptive therapy can lead
to poor compliance, premature discontinuation of OCP,
and unintended pregnancy. The objectives of our study
were to assess knowledge of safety and adherence with
OCPs in Saudi women, to determine the demographic
factors associated with knowledge and to find out the
most commonly reported side effects of OCPs. Limited
data are available regarding knowledge on compliance
with OCPs in the Saudi population. Hence, identifying
the knowledge deficit is important, as there is a need
for better education and patient counseling to improve
OCP compliance and reduce unintended pregnancy.

Methods. We conducted a cross-sectional
prospective study for 6 months April to September
2011 in the hospital outpatient pharmacy, following
approval by the Institutional Review Board (IRB). King
Khalid University Hospital is a tertiary care hospital in
Riyadh, Saudi Arabia with a capacity of 1,000 inpatient
beds and the pharmacy processes an average 3,000
prescriptions daily. The 18-item questionnaire used in
this study was derived from information in the package
insert of YASMIN® (3 mg of drospirenone/0.03 mg of
ethinyl estradiol, Bayer, Berlin, Germany), and other
combined OCPs (COCP). Questions were closed-

Disclosure. The authors of this article declare that they
have no conflicts of interest.

ended and covered patient demographic data including
age, educational level, occupation, number of children,
patient history regarding oral contraceptives, and
knowledge of their correct use. In addition, common
side effects experienced with oral contraceptive use were
assessed (Appendix 1). The questionnaire was validated
in a crossover pilot study conducted in 20 females
who were currently using a COCP. The women self-
completed the questionnaire on 2 separate occasions, 2
weeks apart. A two-week interval period was chosen to
avoid duplication of their first responses. For internal
consistency of the knowledge on all questions of the
pilot study, Cronbach’s alpha, a coefhicient of reliability,
was calculated. The mean for Cronbach’s alpha was
0.786 (range 0.757 - 0.803) with good reliability.

All healthy women aged 18 years and above
presenting to the outpatient pharmacy with a COCP
prescription for family planning (contraception) were
invited to participate in the study, and a verbal consent
was obtained. Individuals who were prescribed oral
contraceptives for indications other than contraception
(for example, dysmenorrhea, irregular cycle, acne, and so
forth) or who had taken OCPs for less than, or equal to 6
months were excluded. Two pharmacists obtained verbal
consent prior to interviewing the women and explained
the study objectives, administered the questions and
recorded the answers. The same 2 pharmacists were
involved throughout the study in order to achieve
uniformity. All patients were interviewed privately in a
designated counseling area.

Descriptive statistics with counts and percentages
were used to illustrate the results of the survey. To
evaluate the multivariate association of knowledge on
compliance with demographic characteristics, multiple
logistic regression analysis was used, and odds ratios (OR)
and 95% confidence intervals (95% CI) were calculated.
Chi-square tests were used to detect whether there was
any association between demographic characteristics
and side effects. The Spearman rank correlation
coeflicient was used to detect any relationships among
demographic background, for instance education level,
number of years of oral contraceptive use, and number
of children. Statistical analyses were conducted using
the Statistical Package for Social Science software (SPSS
Inc., Chicago, IL, USA), version 18.0.

Results. The survey population consisted of 460
women taking COCPs who were interviewed over a
6-month period between April and September 2011.
The demographic characteristics of the population

*The full text including Appendix is available in PDF format on Saudi Medical Journal website (www.smj.org.sa)
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Table 1 - Demographiccharacteristics of women on the oral contraceptive

pill (n=460).

Characteristics n (%)
Age (years)
<20 6 (1.3)
20-29 178 (38.7)
30-39 190 (41.3)
>40 86 (18.7)
Educational Level
Middle school 58 (12.6)
High school 120 (26.1)
Diploma 50 (10.9)
Bachelor degree 214 (46.5)
Post graduate studies 16 (3.5)
Occupation
Student 16 (3.5)
Housewife 291 (63.3)
Employed; healthcare professional 36 (7.8)
Employed; others 116 (25.2)
Number of children
0 39 (8.5)
lor2 200 (43.5)
3or4 135 (29.3)
>4 86 (18.7)
Years of contraceptive taken
<1 year 181 (39.3)
1 year 49 (10.7)
2 years 62 (13.5)
3 years 41 (8.9)
>4 years 127 (27.6)

are shown in Table 1. The Spearman rank correlation
coeflicient showed a weak inverse relationship between
education level and number of children (r=-0.293,
»=0.0001), indicating that participants with a higher
level of education had fewer children. There was a
positive correlation between years of OCP use and
the number of children (r=0.382, p<0.0001), with
participants who had more children taking the OCP
for a longer duration.

Knowledge of the correct use of the OCP was
assessed by the responses to 6 questions (Table 2). Most
participants (79.3%) understood that they needed to
take an extra pill if they forgot to take one in less than 12
hours. However, only a few (6.5%) were aware that they
needed to take an extra pill and use extra protection for
the next 7 days if they missed taking their OCP for more
than 12 hours. Most of the participants were unaware
of the correct action to take if they had experienced
diarrhea for more than 12 hours, or vomited within 2
hours of taking an OCP. Only 9.8% of the participants
knew to take an extra pill in the case of vomiting,
whereas 13.5% knew to take an extra pill and use extra
protection for the next 7 days if diarrhea persisted.

Multiple logistic regression analyses of the
demographic  characteristics and knowledge on
compliance with OCP use are summarized in Table 3. The
results showed that a longer duration of contraceptive
use, and higher education level are associated with a
better knowledge of compliance pertaining to missing
pills, and action to take if experiencing diarrhea or

Table 2 - Responses to compliance questions among oral contraceptive pill users.

Questions/responses n (%)
If you forgot to take your pill less than 12 hours ago, what do you do? N=460

Did not know the correct action to take 95  (20.7)

Knew the correct action to take 365 (79.3)
If you forgot to take your pill more than 12 hours ago, what do you do? N=460

Did not know the correct action to take 430 (93.5)

Knew the correct action to take 30 (6.5)
If you vomit within 2 hours of taking the tablet, what do you do? N=456

Did not know the correct action to take 394  (86.4)

Knew the correct action to take 62 (13.5)
If you have diarrhoea for more than 12 hours after the pill was taken, what should you do? N=455

Did not know the correct action to take 410 (90.1)

Knew the correct action to take 45 (9.8)
Do you think smoking affects contraceptive use? N=457

Did not know that smoking affects oral contraceptive pill use 320  (69.6)

Knew that smoking affects oral contraceptive pill use 137 (29.8)
Have you read the package insert? N=458

Yes 415 (90.2)

No 43 9.3)

Saudi Med ] 2012; Vol. 33 (6) 667
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Table 3 - Multiple regression analyses of factors associated with correct
knowledge or positive response on compliance among oral
contraceptive pill users.

Factors OR (95% CI) P-value
Forgetting to take pill if less than 12 hour gap
Age 0.7 (0.5-1.0) 0.055
Education level 1.1 (0.9-1.4) 0.071
Occupation 0.9 (0.7-1.1) 0.555
Number of children 1.2 (0.9-1.6) 0.257
Years of contraceptive use 1.2 (1.0-1.3) 0.013
Forgetting to take pill if more than 12 hour gap
Age 1.1 (0.6-2.2) 0.964
Education level 2.1 (1.3-3.4) 0.002
Occupation 0.9 (0.7-1.5) 0.947
Number of children 0.7 (0.4-1.2) 0.172
Years of contraceptive use 0.9 (0.7-1.2) 0.631
Vomiting within 2 hours of taking
Age 0.9 (0.5-1.4) 0.575
Education level 1.4 (1.0-1.8) 0.016
Occupation 0.9 (0.6-1.2) 0.854
Number of children 1.4 (0.9-2.2) 0.106
Years of contraceptive use 0.9 (0.8-1.1) 0.405
Diarrhoea for more than 12 hours after taking
Age 0.8 (0.5-1.4) 0.511
Education level 1.4 (1.0-1.9) 0.041
Occupation 1.1 (0.8-1.6) 0.590
Number of children 1.6 (0.9-2.6) 0.052
Years of contraceptive use 0.8 (0.6-0.9) 0.022
Smoking affects contraceptive use
Age 0.8 (0.6-1.2) 0.321
Education level 0.9 (0.8-1.2) 0.780
Occupation 0.9 (0.7-1.1) 0.238
Number of children 1.1 (0.8-1.5) 0.536
Years of contraceptive use 1.0 (0.9-1.2) 0.583
Read the package insert
Age 1.3 (0.7-2.2) 0.389
Education level 0.8 (0.6-1.1) 0.143
Occupation 1.1 (0.7-1.6) 0.680
Number of children 1.2 (0.8-1.9) 0.360
Years of contraceptive use 0.8 (0.6-0.9) 0.013

OR - odds ratio, CI - confidence interval

vomiting.

Most oral contraceptive users in this study (90.2%)
stated that they had read the package insert, and reading
the package insert was strongly associated with years of
contraceptive use. However, knowledge of the effect
of smoking on OCP use was low with only 30% of
participants aware of the adverse effect of smoking on
contraceptive use. No association was found between
knowledge of the effect of smoking on OCP use and
any of the demographic characteristics.
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Table 4 - Chi-square test of association between specific side effects and
demographic characteristics.

Side effect/demographic Side effect  Side effect P-value*
characteristic
Yes No
n (%)

Weight gain

Contraceptive use of <1 year 72(43.0) 94 (57.0)

Contraceptive use of >1 year 155(57.0) 123 (43.0) 0.012
Weight gain

<30 years 78(44.0) 101(56.0)

>30 years 149(56.0) 116 (44.0) 0.009
Abnormal vaginal bleeding

<High school 14 (8.0) 157(92.0)

High school and higher education 43(16.0) 228(84.0) 0.019

*only significant results are reported

The most commonly reported side effects experienced
with OCP use were weight gain or increased appetite
(51% of the participants), nausea (27%), tender or sore
breast (21%), facial acne pimples (13%), abnormal
vaginal bleeding (12%), and diarrhea (3%). The results
of the chi-square tests used to evaluate whether there was
any association between demographic background and
side effects are shown in Table 4. There was a significant
association between reporting weight gain and duration
of OCP use, with oral contraceptive users of more than
a year more likely to complain of weight gain than those
who had used it for less than one year. Associations
between reporting weight gain and age above 30 years,
and abnormal vaginal bleeding with high school and
above education level were also evident.

Discussion. In this study, we investigate the
knowledge of Saudi women regarding OCPs based
on their demographic background. It showed that
participants with a higher education level had fewer
children. Women’s access to education, health care,
family planning, and employment are important
factors influencing family size. Educated women are
more likely to be aware of the social, community, and
health services, including family planning services that
are available and presumably, have more confidence in
using them than less educated women. In addition,
women with higher education have more opportunities
outside the home, which reflects the tendency of these
women to delay starting a family to pursue their career.
Women who attain an advanced level of education
are expected to enter the workforce before they marry
or begin childbearing. They also tend to have high
aspirations for their children and hence limit family
size accordingly. This trend is evident in Middle Eastern
countries."
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The finding that participants who had more children
continued OCP for a longer duration may indicate
that they had either completed their family or wanted
to space out their children. There may also be some
financial constraint influencing them to stay on the
OCP for longer to avoid having more children.

The poor knowledge displayed by our survey
population regarding missing pills, vomiting, and
diarrhea are a major concern. Lack of knowledge
and awareness are potential causes of unintended
pregnancy.'' Each year more than 10 million women in
the United States take the OCP to prevent pregnancy;
300,000 of those women become pregnant each year
during a month in which they have been taking the
pill.”?

Interestingly, in our study, 90% of the participants
stated that they had read the package insert so it appears
that this information source is well accepted. However,
despite reading the package insert, their knowledge
on the correct use of OCP was still lacking. For most
women, the OCP package insert, which explains their
risks and benefits, side effects, and what to do when
they have missed taking pills, is their sole source of
information. Yet, these specific points of information
in the inserts can be difficult to find and once found,
hard to comprehend. The information varies between
manufacturers, with the text of most package inserts
written at a tenth to twelfth grade reading level, well
above the sixth grade reading level usually recommended
for health education materials by the Federal Drug
Association. !>

In light of this, there is a vital need to develop a
unified, simpler, more understandable, and accurate
patient package insert for inclusion in all packs of oral
contraceptives. The simplified language will increase
the consistency and clarity of information across oral
contraceptive brands. In addition, providing patients
with a simple booklet and reading material on proper
use of OCP can enhance their knowledge of OCP
use.” Besides written information, reinforcement of
the key messages by verbal counseling from physicians,
pharmacists, or nurses on OCP use is an excellent tactic
to improve patient knowledge.'®"”

Higher education and years of contraception use
was associated with a better knowledge of compliance
in our study. However, in the literature, patients of all
educational levels have been shown to have limited
knowledge regarding important issues in OCP use,
such as their side effects, and what to do if they missed
multiple pills.'®

Smoking more than 15 cigarettes per day at age
35 or above while on the pill will increase the risk of
stroke, and is considered an absolute contraindication.”
Surprisingly, most participants in the study were
unaware of the effect of smoking on the pill or its related
complications. This issue is particularly relevant due to
the increasing incidence of smoking in Saudi females.?
It is important that patients are kept fully informed, and
they should be advised that cigarette smoking increases
the risk of serious side effects from oral contraceptives,
including heart attacks, blood clots, and strokes. They
should also be made aware that the risk is higher for
women over 35 years of age and heavy smokers.

Several studies have showed that at least half of
OCP users discontinue the pill within the first year
because of fears, side effects, and lack of knowledge.?"*
Twenty percent of the annual unintended pregnancies
in the United States are linked to discontinuation of
OCPs mainly because of its unpleasant side effects.” In
our study, 51% reported weight gain as a side effect,
although clinical trials have failed to establish any
relationship between OCP use and weight gain.?*
The second most commonly reported side effect was
nausea (21%), which is similar to other reports in the
literature,'" and usually improves with time.”

The main limitations of the study are that it was
restricted to one center and that the survey population
had a higher proportion of well-educated participants
than expected. Hence, although our hospital treats all
of the Saudi population around the Riyadh region, the
survey population may not be fully representative of
Saudi women using the OCP. The skewed distribution
may be because educated women are more aware of the
importance of family planning, and are more willing
to use hormonal contraception. Another important
limitation is that the number of missed pills per cycle
was not assessed. The addition of questions covering
self-reported compliance “frequency of missed pill per
cycle over the last 6 months” is also recommended.
Further purposeful sampling of those who completed
education at an earlier stage is recommended in future
evaluation studies.

In conclusion, the study demonstrated that most
Saudi women taking the OCP have limited knowledge of
its correct use regarding missing pills, vomiting, diarrhea
and poor awareness of the effects of smoking with OCP
use. Proper education and counseling on correct OCP
use are needed to improve their knowledge to safeguard
their health and limit unintended pregnancies. This can
be accomplished by providing them with individual
counseling, simplified package inserts, booklets,
pampbhlets, and educational videos in the waiting area.
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Appendix 1 - Patients knowledge and compliance to oral contraceptives questionnaire

1. Patient age ( ,osl!)

10<20
2020-29
3 0 30-39
4 0240

2. Educational Level (otdl 8 g2l

1 0 Middle school (2 2s)

2 o High school (a5t

3 o Diploma (,,ls)

4 0 Bachelor ( 5,45

5 O Post graduate (Master, PhD,...etc) ( Lle olai )

3. Occupation (ib )

1 0 Student (1)

2 0 Housewife( s )

3 0 Employed; Healthcare professional ( )l Jiall s 2ibs s
4 0 Employed; others (s ,+1) ) )

4. Number of children (Jubyisue)

100
201-2
3034
4054

5. Years of contraceptive taken ( o sl Jloninl 50

1o0<1 year
2 O lyear

3 0 2 years
40 3 years

5 O 2 4 years

6. If you forgot to take your pill for less than 12 hrs ago, what do you do?(icls 1 ¥ o J3 -1 J L5 g 131)

1 o Skip the missed pill and take that days pill as scheduled (s, <052l 241 i) 5 adidl )y

2 o Take it as soon as you remember, even if that meant taking 2 pills in the same day. )
(p5d s (2 Ol AT ) 2 b ST Lodis ) A U1

3 0 Use extra protection (eg. condoms) for the next 7 days. (¢ sl 34 51 w5 fonzul)

7. If you forgot to take your pill for more than 12 hrs ago, what do you do (isls 1 ¥ ;s 2131 55 s 131)

1 o Skip the missed pill and take that days pill as scheduled (s, $Uis, Al 241 31 5 2l ) )

2 0 Take it as soon as you remember, even if that meant taking 2 pills in the same day.
(2330 s 3 Ol T ) o s S 51 Lok Bl 40 5T

3 o0 Take it as soon as you remember, even if that meant taking 2 pills in the same day PLUS use extra protection (eg. condoms)
for the next 7 days. (g sl 34l (5,57 wilsn Jomtal 5 g5l ok (3 Olim DI5T 8 o 1S 001 Lot Bl 21 A1)
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8. If you vomit within 2 hrs of taking the tablet, what do you do? (iuais 13b 141 151 o Slels ¥ I 28yl 131

1 0 Nothing (V)
2 0 Take an extra pill( a3l i> isi)

9. If you have diarrhea for more than 12 hrs after the pill was taken, what should you do?
(s 130 B Jof g deli VY oo S Jlgl &l Jo 131

1 0 Nothing ¢ ;2Y)
2 0 Take another tablet once diarrhea is resolved (Jlew¥l L5y Lodie 25050 2m daT)
3 0 Take another tablet once diarrhea is resolved PLUS Use other method of protection (ex. condoms) for the next 7 days
(el 3L 55T n Jmmil 5 g ¥ 2 g5 Lot 305 3 5
10. Have you read the package insert? (i& 115 2l 573 2y

10 Yes
20 No

Have you noticed any of the followings while using contraceptive pills (a3} Juoaza! sl L3 oyl sall 0 6T 22y Jo)

11. Wight gain or increase appetite OYes ONo  (agadl 5050 8s45)

12. Facial acne pimples and body hair OYes ONO (el o 5345 5T Lt s

13. Diarthea OYes oNo  (Jll)

14. Nausea OYes ONo (oLz)

15. Tender or sore breast OYes ONO (i 51 (1) sl 3 Sl i

16. Abnormal vaginal bleeding OYes ONO  (oneb b bor Cinsh)

17. Others ( ) OYes oNo (s,+1)

18. Do you think smoking affect the contraceptive use (mUl Juuszul g 2)lazs o) OF (a5 )

1 oYes
2 oNo

3 o1 don’t know
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