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Statement of Need: Clinicians need to stay informed about the most up-to-date
findings concerning all forms of contraception. Clinicians involved in reproductive health
care need to understand issues related to the use of progestin-only oral contraceptives
(OCs). In addition, clinicians need to be familiar with discontinuation rates for various
contraceptive methods. They also need to be aware of counseling techniques to help
reduce the rate of OC discontinuation and subsequent unintended pregnancy.

Goal: The broad mission of the Editorial Board for The Contraception Report is to develop
patient education and professional communication materials that address the benefits
and risks of contraceptives, as well as other reproductive health-related issues, in a
scientifically balanced manner.

Educational Objectives: After reading this monograph, participants will be able to:

1) identify the length of time progestin-only OC users should use backup contraception
in the event of late or missed pills;

2) state the estimated first-year typical use failure rate for progestin-only OCs;

3) identify the primary side effect of progestin-only OCs;

4) describe the overall proportion of women in the 1995 National Survey of Family
Growth (NSFG) who discontinue contraceptive use during the first year; and

5) state the proportion of OC discontinuers (1995 NSFG data) who are using no method of

contraception 3 months later.
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Dear Colleague:

Progestin-only oral contraceptives (OCs) are an important option for women who desire
hormonal contraception but who cannot use combined OCs. Although progestin-only pills
are not widely used in the United States (less than 1% of OC prescriptions), they are useful for
breastfeeding women and those with contraindications to estrogen-containing OCs. In this
issue of The Contraception Report, we examine issues related to the use of progestin-only OCs.
The Patient Update provides your patients with information about this contraceptive method.

A second article reviews contraception discontinuation. Discontinuation of contraceptives for
method-related reasons contributes to the large number of unintended pregnancies in the US.
Couples who stop a contraceptive method often substitute a less effective method or no method
at all. We discuss how clinicians can help reduce rates of OC discontinuation through effective
patient counseling.

We hope you find this information useful in your practice.

Sincerely yours,

David A. Grimes, MD
Executive Editor
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Progestin-Only Oral Contraceptives: An Update

SUMMARY

Although not widely used in the
US, progestin-only oral contraceptives
are an important option. Progestin-
only pills (POPs) are useful for women
who desire immediately reversible hor-
monal contraception but who have
contraindications to the estrogen in
combined OCs.

POP efficacy depends upon consis-
tent use. Estimated typical-use failure
rates are comparable with those for
combined OCs, about 7% annually.

Progestin-only pills are very safe.
The primary side effect is menstrual
disturbances. POPs protect against
ectopic pregnancy overall by prevent-
ing conception; however, 6% to 10%
of pregnancies among POP users
are ectopic.

Breastfeeding women are appro-
priate candidates for POP use.
Women who are exclusively breast-
feeding may initiate POPs 6 weeks
postpartum. Breastfeeding women
who are giving formula supplements
to their babies should start POPs
3 weeks postpartum because of
decreased suppression of ovulation.

Several years ago, Family Health
International (FHI) brought together
experts to perform an evidence-based
review of the literature on progestin-
only oral contraceptives. The goal
was to help the US Food and Drug
Administration (FDA) clarify labeling
of progestin-only pills and eliminate
references to estrogen-related side
effects, which were carryover risks
taken from combined OC labeling.
The comprehensive review was
published in 1994.1 This article sum-
marizes the review’s key findings and
highlights additional data on POPs
published over the past 5 years.

Progestin-only oral contraceptives,
sometimes called the “minipill,”
are not widely used in the United
States. Fewer than 1% of US oral
contraceptive prescriptions are for
progestin-only pills.! Their use tends
to be concentrated in select popula-
tions, most notably breastfeeding
women and those with contraindica-
tions to the estrogen in combined OCs.

Two formulations of progestin-
only pills are available in the US. One
contains 75 mcg of norgestrel; the

other has 350 mcg of norethindrone.
The dosage in both formulations has
remained relatively constant since
their introduction in the mid-1970s.
POPs have a lower dose of progestin
than do combined OCs. (Low-dose
combined OCs typically contain 200
to 300 mcg norgestrel or 400 to 1,000
mcg norethindrone.)

Mechanisms of Action
Progestin-only oral contraceptives
appear to prevent conception through
a combination of mechanisms (Figure
1). Investigators have identified five
potential modes of action for POPs:

Q Suppression of ovulation: Unlike
combined OCs, POPs do not uniform-
ly suppress ovulation in all cycles.23
Moreover, the extent of ovarian
response varies widely among
individual POP users* and is an
unreliable mechanism for preventing
pregnancy. In general, POPs are
believed to suppress ovulation in
about half of cycles.!

Q Suppression of midcycle gonado-
tropin peaks: POPs have a dampening

Figure 1
Potential Mechanisms of Action of Progestin-Only

Oral Contraceptives

Progestational
effect on
endometrium

Ovulation
suppression
(approximately
half of cycles)

Suppression of midcycle
gonadotropin peaks

in fallopian
cilia activity

Alteration of
cervical mucus

Source: Adapted from McCann MF, et al, 1994 (see reference 1).
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effect on the midcycle peaks of
luteinizing hormone (LH) and follicle-
stimulating hormone (FSH), although
effects on basal levels are more variable.
Also, the degree of this suppression

is not well correlated with ovarian
follicle suppression.>6

@ Alteration of cervical mucus:

POPs reduce cervical mucus volume,
increase its viscosity, and alter its
molecular structure. The result is a
“hostile” or “blocked” cervical mucus
that decreases the possibility of sperm
penetration.”

Q Alteration of the endometrium:
POPs may interfere with the cyclic
development of the uterine lining,
making it unsuitable for ovum
implantation. POP progestins appear
to reduce the number and size of
endometrial glands and inhibit the
synthesis of progesterone receptors
in the endometrium.8

O Alteration of the fallopian tubes:
POPs may affect cilia in the fallopian
tubes, decreasing the intensity and
frequency of their action. The result
may be a slowing effect on the rate
of ovum transport.?

Efficacy and Dosing Schedule

Failure rates during typical use are
difficult to compute for POPs because
surveys often do not differentiate
between combined and progestin-
only OCs. Estimates of the typical
use failure rate for POPs are similar
to those for combined OCs — about
7% during the first 12 months.?

This rate is substantially lower than
the typical use failure rates of other
immediately reversible contraceptive
methods, such as the male condom
and diaphragm (both 14%).?

Efficacy of progestin-only pills
requires consistent administration.
Serum progestin levels in POP users
peak about 2 hours after administra-
tion.! Rapid distribution and elimina-
tion bring serum levels back to near
baseline within 24 hours. Consequent-
ly, POP users should take their pills at
the same time every day. Variation of
even a few hours can place POP users
at risk of unintended pregnancy.

“The progestin-only pill has to be taken within
a small window of time each day. ... If each
pill is not taken within 24 hours of the previous
one, the risk of contraceptive failure goes up
substantially.”

— Linda S. Potter, DrPH

According to Linda S. Potter, DrPH,
who co-authored FHI's 1994 review!
of POPs, “The progestin-only pill has
to be taken within a small window
of time each day, which is quite
different from combined pills. The
POP’s protection starts to diminish
after 20 hours, so if each pill is not
taken within 24 hours of the previous
one, the risk of contraceptive failure
goes up substantially.”

Provided the POP is taken at the
same time every day without interrup-
tion, the time of day is not crucial.
However, the cervical mucus effect
— considered to be one of the key
mechanisms of action — is believed
to peak about 4 hours after ingestion
and remain present for 16 to 19
hours.! Consequently, taking the pill
at bedtime theoretically could reduce
contraceptive efficacy, assuming that
bedtime is the most likely time of
intercourse. Some investigators have
dubbed POPs the “teatime” pill,
recommending they be taken in
the late afternoon or early evening
for maximum efficacy at bedtime.!
Optimum pill-taking schedules
may differ for teenagers, however.
Clinicians might consider asking
teen POP users about their most
likely time of intercourse to help
guide pill-taking recommendations.

POP users should be prepared to
use a backup method of contraception
in the event of late or missed pills. In
the case of POPs, a late pill is general-
ly considered one that is taken more
than 3 hours after the established
daily time of administration. If a pill
is forgotten, it should be taken as

soon as it is remembered; the next
pill should then be taken at the
regular time. Backup contraception
should be used for at least 48 hours.!
Although some have advocated using
additional protection for up to 7 days,
this recommendation appears to be
based on a desire to make the backup
instructions uniform across POPs and
combined OCs. FHI's comprehensive
review concluded, “Forty-eight hours
of additional contraception should
provide sufficient protection for
missed POPs because of the rapid
resumption of the cervical mucus
effect.”! Clinicians also should
inform POP users of the availability
of emergency contraception.

Side Effects and Risks

Menstrual Cycle

The primary side effect of progestin-
only pills is menstrual cycle disruption.
Less common side effects include
headache, breast tenderness, nausea,
and dizziness. POP users commonly
have spotting or breakthrough bleed-
ing, amenorrhea, or shortened cycles.
The variability of menstrual cycle
lengths can be especially troubling
for users. Menstrual side effects are
the most frequently cited reason
for method-related discontinuation
of POPs.

A 1982 randomized, double-blind
trial by the World Health Organization
(WHO) evaluated menstrual effects
in 258 POP users. During the first 3
months of use, an average of 53% of
users reported frequent bleeding,
22% reported prolonged bleeding,
13% reported irregular bleeding, and

The Contraception Report ® Volume 10, No. 4, September 1999 5



Figure 2
Percentage of Progestin-Only Pill Users

Reporting Menstrual Effects During

First 3 Months of Use

Frequent bleeding
Prolonged bleeding
Irregular bleeding

Amenorrhea

significant increase in the
risk of stroke (relative risk
[RR]=1.1; 95% confidence in-
terval [CI], 0.6-1.9), venous
thromboembolism (RR=1.8;
95% ClI, 0.8-4.2), or acute
myocardial infarction
(RR=1.0; 95% CI, 0.2-6.0)
among users of progestin-
only pills (Figure 3).11

POPs appear to have
little or no effect on lipid
metabolism, carbohydrate
metabolism, coagulation

0 10 20 30 40
Percentage

Source: WHO, 1982 (see reference 10).

50 60

s factors, or hypertension.
POPs may be particularly
appropriate for women
who are hypertensive, are

6% reported amenorrhea (Figure 2).
Although frequency of these effects
decreased by cycle 12, one-quarter of
POP users in the study discontinued
because of bleeding disturbances.!0

Ectopic Pregnancy

In general, POP use protects against
ectopic pregnancy by lowering the
chance of conception. If POP users get
pregnant, an average of 6% to 10%
of pregnancies will be extrauterine —
substantially higher than the propor-
tion of ectopic pregnancies among
noncontracepting women (about 2%).!
However, if 7% of POP users become
pregnant during typical use and 10%
of these pregnancies are extrauterine,
the overall risk of ectopic pregnancy
among POP users is 0.7% — three
times lower than in the general
population.

Women with a history of ectopic
pregnancy may use POPs; however,
POP users should be alert to the
symptoms of ectopic pregnancy,
including abdominal or pelvic
discomfort and amenorrhea.

Cardiovascular Safety

POPs do not appear to increase
the risk of cardiovascular disease.
A 1998 WHO case-control study of
cardiovascular disease and progestin-
only contraceptives found no

at increased risk of throm-
bosis, experience migraine
(vascular) headaches, or are cigarette
smokers over age 35.1

Cancer

Few data are available regarding
progestin-only pills and cancer. There
is no evidence on whether POPs pro-
tect against endometrial or ovarian
cancers. Similarly, little is known
about the risk of cervical cancer or

breast cancer among users of POPs.
Scant available data do not suggest
an elevated risk.

Type 2 Diabetes Mellitus

A 1998 study reported an increased
risk of type 2 diabetes mellitus in
breastfeeding Latina POP users with
prior gestational diabetes.1? Of the
900 postpartum Latina women in the
study, 78 used a progestin-only OC
while breastfeeding. After adjustment
for potential confounding factors,
POP use increased the risk of diabetes
mellitus nearly threefold compared
with equivalent use of low-dose
combination OCs (RR=2.9; 95% CI,
1.6-5.3). Risk magnitude increased
with duration of use. Investigators
found no increase in risk among study
participants who used combination
OCs or nonhormonal contraceptive
methods. The authors suggested
that POPs should be prescribed
with caution in breastfeeding Latina
women with recent gestational
diabetes mellitus, if at all; however,
more evidence is needed to confirm
these results.

Figure 3
Risk of Cardiovascular Disease Among Users of

Progestin-Only Oral Contraceptives, by Disease Type

10.0
]
o} T [ ]
e o
2510 ! ] .
S T i
==
& S
S
=
0.1
All Stroke VTE MI
cardiovascular
disease

VTE = venous thromboembolism
MI = myocardial infarction

Source: World Health Organization, 1998 (see reference 11).
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N
Table 1

WHO Guidelines:
Conditions Under Which
Starting Progestin-Only OCs
Is Not Recommended

WHO Category 3*

— Unexplained abnormal vaginal
bleeding

— Current or past breast cancer
— Active viral hepatitis

— Severe (decompensated) cirrhosis
of the liver

— Benign or malignant liver tumors

— Schistosomiasis with severe
fibrosis of the liver

— Using antibiotics rifampin or
griseofulvin

— Using anticonvulsants for epilepsy
(except valproic acid)

— Breastfeeding, less than 6 weeks
after childbirth

WHO Category 4**
— Pregnancy

*Category 3: Use of method not usually
recommended unless other more appropriate
methods are not available or not acceptable.

**Category 4: Method not to be used.
WHO =World Health Organization.

Source: World Health Organization, 1996
(see reference 13).

WHO Prescribing Guidelines

The World Health Organization’s
Medical Eligibility Criteria for Contra-
ceptive Use lists few conditions under
which POP use is not recommended
(Table 1).13 Generally considered very
conservative, the WHO guidelines list
only one absolute contraindication
to initiating POP use — pregnancy.
The remaining conditions fall under
WHO’s Category 3, the designation
assigned when the theoretical or
proven risks usually outweigh the
advantages of using a contraceptive
method. In Category 3 cases, patients
should only use the method if a clin-
ician makes a clinical judgment that
the patient can safely use it.

Breastfeeding Women

Progestin-only pills may be
particularly suited for use in breast-
feeding women who desire hormonal
contraception. The World Health
Organization and other organizations
have advocated use of POPs over
combined OCs in breastfeeding
women. Data from high-dose com-
bined OCs indicate a negative impact
on breast milk quality and quantity
and a greater likelihood of infant ex-
posure to contraceptive hormones. !4
POPs appear to have no adverse
effect on breastfeeding performance
and may even enhance lactation
by stimulating greater prolactin
release, similar to the effect seen
with depot medroxyprogesterone
acetate (DMPA).15

The conservative recommendations
with regard to breastfeeding women
and combined OCs are controversial,
however. No evidence exists that low-
dose combined OCs affect breast milk
production or carbohydrate content,
nor that they impair infant growth,
development, or intelligence. The
American Academy of Pediatrics has
stated that combined OCs are an
acceptable contraceptive method for
breastfeeding women once lactation
is well established.

The timing of POP initiation in
breastfeeding women is also a subject
of debate. According to the FHI review,
“The challenge in recommending
the appropriate time postpartum for
initiation of contraceptive use is to
provide additional contraceptive
protection before the efficacy of
lactational amenorrhea declines to
unacceptably low levels, but without
giving contraception that is unneces-
sarily redundant with lactational
anovulation.”! In general, women
who are exclusively breastfeeding
may begin using POPs 6 weeks after
giving birth.13 Breastfeeding women
who are giving formula supplements
to their babies and nonbreastfeeding
women should start POPs 3 weeks
postpartum because of decreased sup-
pression of ovulation.!

Conclusion

Progestin-only pills are an alternative
for women who desire immediately
reversible hormonal contraception
but who cannot or should not use
combined OCs. POPs lack the estrogen-
related risks and side effects reported
with combined OCs; however, they
also lack some of the benefits, includ-
ing menstrual cycle regularity, acne
improvement, and potential use in
treating certain medical conditions.
Effectiveness of progestin-only pills
depends upon consistent use at the
same time each day. Estimated typical
use failure rates are comparable to
those for combined OCs.

e —
Key Messages

i Typical use failure rates for POPs are
similar to those for combined OCs.

inm-POP effectiveness depends upon
consistent use at the same time
each day.

imm-POPs lack estrogen-related risks and
side effects.

immThe estimated overall risk of ectopic
pregnancy among POP users is
0.7% — three times lower than in
the general population.
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Contraceptive Discontinuation and Restarting

SUMMARY

Contraceptive discontinuation
contributes to the large number of
unintended pregnancies in the US.
Couples who stop a contraceptive
method often increase their risk of
unintended pregnancy by substitut-
ing a less effective method or no
method at all. According to new
data, 31% of women discontinue use
of a contraceptive for method-related
reasons during the first 6 months of
use. By 24 months, more than 60%
of all contraceptive users quit their
methods. Discontinuation rates vary
substantially among specific contra-
ceptive methods and populations.

Socioeconomic factors are associ-
ated with oral contraceptive (OC)
discontinuation. Side effects —
including nausea, bleeding, breast
tenderness, perceived mood changes,
and perceived weight gain — also
significantly increase discontinuation
risk. Clinicians can help reduce rates
of OC discontinuation by providing
anticipatory counseling about side
effects, especially for new OC users.

Of the 6 million pregnancies that
occur each year in the US, about
half (48%) are unintended (Figure 1).
Half of those unintended pregnancies
occur among couples who were ac-
tively practicing contraception; the
remainder occur among couples who
were not using a birth control method
at the time of conception.!

Contraceptive discontinuation
contributes to the large number of
unintended pregnancies in the US.
Couples who discontinue an effective
method, such as oral contraceptives,
often increase their risk of unintend-
ed pregnancy by substituting a less
effective means of contraception,
such as condoms.

Others fail to adopt any substitute
method, placing them at an even
higher risk of unintended pregnancy.
Of the roughly 1.5 million unintend-
ed pregnancies that occur annually
among noncontracepting couples,
many take place when couples
discontinue a birth control method
that they consider inconvenient,
difficult to use, or associated with
unwanted side effects.?

New Data

The 1995 National Survey of
Family Growth (NSFG)? examined
discontinuation rates for various
contraceptive methods and trends
related to method resumption.
Overall, 31% of women discon-
tinue use of a contraceptive for
method-related reasons during the
first 6 months of use (Figure 2).
This number rises to 44% after
12 months of use. By 24 months,
more than 60% discontinue their
initial contraceptive for method-
related reasons.?

Method-specific discontinuation
rates varied substantially. Not
surprisingly, subdermal implants
had the lowest discontinuation
rates of all reversible contraceptive
methods. Only 6% of implant
users discontinue for method-

Unintended,
no birth control

related reasons during the first 6
months of use. The percentage
more than doubles to 16% after
12 months, but is still lower than
other methods. Women who have
been using implants longer appear
more likely to be satistied with the
method — discontinuation rates
level off gradually to 20% at 24
months of use.?

Oral contraceptives and the
intrauterine device (IUD) have the
next lowest set of discontinuation
rates. After the first 6 months of
use, one in five OC users quits for
method-related reasons. OC discon-
tinuation rates rise steadily over
time, reaching 32% after 12 months.
Within 24 months of starting the
method, roughly half of all OC users
have discontinued.? IUD discontinu-
ation rates are similar to OC rates,
although slightly higher.

Discontinuation rates were higher
among users of the diaphragm and
male condom. Twenty-eight percent
of all diaphragm users stop using the
method after 6 months. This rate
rises to 60% after 24 months. Discon-
tinuation rates for the male condom
are slightly higher than those for the
diaphragm.

Figure 1
Percentage of Intended vs

Unintended Pregnancies Annually
in US, by Birth Control Use

Intended
52%

Unintended,
using birth control

23% 25%

Source: Henshaw SK, 1998 (see reference 1).
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Figure 2

Percentage of Women Discontinuing Contraceptive Use for Method-Related Reasons,

by Method and Duration of Use

80 —
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Overall Implant ocC IUD

Source: Trussell ], et al, 1999 (see reference 2).

Diaphragm Male condom

The highest discontinuation rates likely to resume use and those aged
are found among couples practicing 30 [years] or older are 14% less likely.
withdrawal (data not shown). Nearly Women with two or more children
half stop within 6 months. After 24 are 17% more likely to resume use
months, three-quarters of those prac-  than are primiparous or nulliparous

ticing withdrawal have discontinued.2 ~ women. The rate of resumption of
In general, the likelihood of contra-  use is 7% lower among low-income

ceptive discontinuation is associated women and 8% higher among
with age and future childbearing high-income women than among
intentions. When all reversible middle-income women."?
contraceptives are considered together,
women aged 30 years or older are 0C Discontinuation Factors
28% less likely to discontinue than Socioeconomic factors are signifi-
are younger women. Women who cantly associated with oral contracep-
want to have a child in the future tive discontinuation. Lower-income
are 24% more likely to stop using women (those with family incomes
contraception for method-related less than 150% of the federal poverty
reasons than those who do not.? level) are 39% more likely to discon-
Most women who discontinue a tinue OCs than those with higher
contraceptive method begin using incomes.?
another method shortly thereafter. Side effects and OC discontinuation
Within 1 month of discontinuing, are related. A 1995 study analyzed a
68% of women are again using convenience sample of almost 6,700
contraception. This number rises current or former OC users aged 16
to 76% after 3 months, 79% after 6 to 30 years from Denmark, France,
months, and 82% after 12 months.? Italy, Portugal, and the United King-
Factors associated with contracep- dom.3 In each country, interviewers
tive resumption include age, parity, selected women randomly on the
and income. According to the 1995 street from several locations in
NSFG analysis, “Compared with two large cities. Logistic regression
women aged 20-29 [years], women enabled investigators to determine

younger than 20 [years] are 7% more  the independent effect of factors

influencing discontinuation. While
reported findings reflect the women'’s
stated reasons for discontinuation,
they do not take into account other
potential factors, such as an unstated
desire to become pregnant.

“Side effects caused by OCs were
the most frequent reasons given by
women for discontinuing use. As
many as 51% of women reported
having at least one side effect while
using OCs. Women experiencing side
effects, such as bleeding problems in
the first 3 months of use, nausea, and
breast tenderness, were almost twice
as likely to stop using the pill early
(before 2 years of use while still at
risk for unintended pregnancy) than
were women not reporting the same
side effect.”3

Several estrogen-related side effects
— nausea, breast tenderness, and
perceived mood changes — were
among those most strongly associated
with OC discontinuation (Figure 3).
Women experiencing nausea were
more than twice as likely to discon-
tinue OCs than those users not
experiencing the side effect (RR=2.1;
95% CI, 1.7-2.7). Those experiencing
breast tenderness (RR=1.8; 95% CI,
1.4-2.3) or perceived mood changes
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Figure 3
Risk of Method Discontinuation Associated with

Oral Contraceptive Side Effects*
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(95% confidence interval)

0.1

Nausea Bleeding

*Versus women not reporting the side effect (referent group).
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tenderness

Perceived Perceived  Headache
mood weight gain
changes

Source: Rosenberg MJ, et al, 1995 (see reference 3).

(RR=1.8; 95% (I, 1.4-2.2) were 80%
more likely to discontinue OCs.3

The risk of OC discontinuation
increases with the number of side ef-
fects a woman experiences (Figure 4).
On average, a woman experiencing
one OC side effect is 1.5 times more

likely to stop using the method
compared with a user who does not
experience side effects (RR=1.5; 95%
CI, 1.3-1.8). OC users who experience
two different side effects are more
than twice as likely to discontinue
(RR=2.2; 95% CI, 1.8-2.8); those with

Figure 4
Risk of OC Discontinuation Among Users Experiencing

Multiple Side Effects
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o
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Relative Risk
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Number of side effects
Source: Rosenberg MJ, et al, 1995 (see reference 3).

three side effects are more than three
times as likely to quit (RR=3.2; 95%
Cl, 2.4-4.4).3 All of these risks apply
to a general population of OC users;
they are not related to any specific
formulation.

Implications for Clinicians

More than four-fifths of OC
discontinuers either fail to adopt a
subsequent method or adopt one
that is less effective.# More than a
quarter (27%) of OC discontinuers
were using no method of birth
control 3 months after stopping
OCs (Figure 5). Thirty percent were
using male condoms, 6% chose
sterilization, and 19% opted for
other methods of contraception.
The remaining 18% had resumed oral
contraceptive use within 3 months
of stopping OCs.2

Most women stopping OCs place
themselves at increased risk of
unintended pregnancy. In many
cases, discontinuation is the result
of “nuisance” side effects that are
transient in nature. By providing
anticipatory counseling about side
effects, especially for new OC users,
clinicians can help patients expect
these minor effects and understand

Figure 5
Contraceptive Methods Used

by Women within 3 Months
of OC Discontinuation

[ ]ocs
. Other

. No method
D Male condom

. Sterilization

Source: Trussell ], et al, 1999 (see reference 2).
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Key Messages

insIn the 1995 NSFG, among women
experiencing unintended pregnancy,
half were using birth control.

inLow-income women are 30% to
40% more likely to discontinue OCs.

i Side effects, particularly nausea,
bleeding, breast tenderness, and
mood changes, significantly increase
discontinuation of OCs.

im-Among OC discontinuers, about
20% resume OCs within 3 months.

their transitory nature — before
they lead to major consequences.
Some women have a higher risk for
OC discontinuation and may need
special counseling and follow-up.
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Educational Method: The information is presented in a
monograph, and the reader’s knowledge is tested by the continu-
ing medical education (CME) quiz. It will take the participant
approximately 60 minutes to complete this lesson and quiz.

Evaluation: A course evaluation form will provide participants
with the opportunity to review the content of the monograph,
to identify future educational needs, and to comment on any
perceived commercial or promotional bias in the presentation.

Evaluation Instrument: The 10-question, multiple-choice CME
quiz is used as the evaluation instrument.

Intended or Target Audience: This monograph is intended for
obstetricians and gynecologists, family physicians, pediatricians,
adolescent medicine specialists, nurse practitioners, nurse
midwives, and others involved in reproductive health care.

CME Information: This activity has been planned and
implemented in accordance with the Essential Areas and Policies

of the Accreditation Council for Continuing Medical Education
(ACCME) through the joint sponsorship of the Dannemiller
Memorial Educational Foundation and Emron. The Dannemiller
Memorial Educational Foundation is accredited by the ACCME to
provide continuing medical education for physicians and takes
responsibility for the content, quality, and scientific integrity of
this CME activity.

The Dannemiller Memorial Educational Foundation designates
this educational activity for up to 1 hour in Category 1 credit
toward the AMA Physician’s Recognition Award. Each physician
should claim only those hours of credit that he/she actually spent
in the educational activity.

Provider approved by the California Board of Registered
Nursing, Provider Number 4229 for 1 contact hour.
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Counseling Suggestions for Successful OC Use

Over the years, The Contraception
Report has reported on various
factors that influence oral contra-
ceptive use, including patient
counseling. In light of recent findings
by Trussell and Vaughan' concerning
the frequency of OC discontinuation
(see page 8), the following article
presents a synopsis of counseling
recommendations from The Contra-
ception Report, along with recent
data on the role of counseling in
promoting consistent OC use.

Introduction

Oral contraceptives have a failure
rate of approximately 7% during
the first 12 months of typical use.?
Failure rates among certain subgroups,
such as adolescents or women of
lower socioeconomic status, are even
higher. The main reason for contra-
ceptive failure among OC users is
improper pill taking, including incon-
sistent use, missed pills, or incorrect
transition between pill packs. A relat-
ed concern that contributes to
unintended pregnancy is method-
related discontinuation, which occurs
among one-third of all OC users dur-
ing the first 12 months of use.!

Incorrect pill taking and OC
discontinuation often result from fear,
misunderstanding, and forgetfulness.
Patients often fail to understand pill in-
structions, are uncertain how to deal
with missed pills, or have unfounded
fears or misunderstandings about side
effects. A physician or nurse should
explain how pills should be taken,
when to start a new package, and what
to do if pills are missed. They also
should ask patients about OC-related
tears, explain possible side effects, and

Helpful Initial Steps in
OC Counseling

1. UNCOVER FEARS

o What does the woman believe
about the pill?

Women often fear OCs cause
cancer and weight gain

* Misperceptions
Body needs a “rest”

2. PROVIDE FACTS
* No overall increased risk of cancer
* Today’s OCs are low dose
* OCs have many health benefits

12 The Contraception Report » Volume 10, No. 4, September 1999

discuss the overall risks and benefits
of using OCs.

A thorough approach to counseling
may help improve method satisfac-
tion. A recent nationwide, prospective
cohort study of 943 OC users report-
ed that the perceived quality of
the patient-provider relationship cor-
related with OC satisfaction. Women
who reported high satisfaction with
the counseling they received were
also the most satisfied OC users, even
after controlling for other factors
that predicted method satisfaction
(RR=2.2; 95% (I, 1.4-3.5).3

Addressing Fears

Several studies have documented
exaggerated fears and misperceptions
about OCs among women.*¢ Among
adolescents, fear of weight gain is
particularly widespread — 86% of
teens seen in a suburban practice
setting reported the concern.* More
than half of all OC users believe the
pill carries substantial health risks.>
Chief among these are fear of breast
cancer and cervical cancer. Fear of
high blood pressure and clotting
problems also is prevalent.®

Patient counseling to counteract
exaggerated perceptions of OC
risks can be helpful, particularly
with new users. According to Paula J.
Hillard, MD, Associate Editor of
The Contraception Report, clinicians
should begin by asking new OC
users what they’ve heard about the
pill and what fears they have about
taking it. “If you don’t address those
fears, whether they tell you about
them or not, then you're missing an
opportunity to encourage consistent
pill use. Often, these fears are not
something that clinicians would
expect, such as infertility or birth
defects. It's important to ask patients
what they’ve heard and be sensitive
to their fears and concerns.”

S. Jean Emans, MD, Associate
Editor of The Contraception Report,



I
“Some teens accidentally lose their written pill
instructions; others may intentionally ‘lose’
them because they don’t want the instructions
to be found at home. ... Usually, we go over

our written instructions with teens and do a
question-and-answer session before they leave
the office — just to be sure they’ve committed
the instructions to memory.”

—S. Jean Emans, MD

agrees: “It’s very important to ask,
‘What are your concerns? What are
you worried about? What do you
know about the pill? Have you

ever taken the pill before? What
experience did you have? Do you
think the pill has any benefits?’
These questions will allow a patient
to generate her own responses before
the clinician addresses the issues.
And these questions should be asked
both before the patient goes on

the pill and again during the first
follow-up visit.”

Anticipating Side Effects

In addition to addressing initial
patient concerns, clinicians should
prepare new OC users for any side
effects they may experience. In fact,
possible side effects may require
considerable discussion to prevent
method-related noncompliance and
discontinuation. Even the perception
of side effects can lead to noncom-
pliance. Breakthrough bleeding,
amenorrhea, actual or perceived
weight gain, nausea, headaches, and
perceived mood changes are among
the usually transient side effects that
can affect OC compliance. Clinicians
should educate patients about these
“nuisance” side effects, clarify any
misperceptions, provide side effect
management advice, and reassure
patients of their probably temporary
nature.

Clear Pill-Use Instructions

New OC users need to understand
clearly how to take their oral contra-
ceptives (eg, first day vs Sunday
start). According to Dr. Hillard, “The
first step in patient counseling is to
be sure the patient knows how to
take her OCs correctly. This includes
showing the patient the pill package
and the order in which to take the
pills. Clinicians should reinforce the
key message: ‘Take one pill every
day — at the same time every day.’
Scheduling follow-up visits within 1
to 2 months is another strategy that
can improve compliance with OCs.
We need to let our patients know
that we are accessible.”

Clinicians should help the patient
link pill taking with some other regu-

lar daily activity, such as brushing
teeth. Having a regular pill-taking
routine helps ensure consistent OC
use — women who lack an esta-
blished routine are 3.6 times more
likely to miss two or more pills per
cycle than those who have a regular
routine (RR=3.6; 95% CI, 2.1-6.3).3

Dr. Emans adds that clear verbal
instructions are particularly important
with adolescent OC users. “Some
teens accidentally lose their written
pill instructions; others may inten-
tionally ‘lose’ them because they
don’t want the instructions to be
found at home. So, both written and
verbal instructions need to be given.
Usually, we go over our written
instructions with teens and do a
question-and-answer session before
they leave the office — just to be sure
they’ve committed the instructions
to memory.”

OC users need to understand what
to do if they miss pills. Nearly half
(47%) of OC users miss at least one
pill per cycle and 22% miss two or
more.3 In general, clinicians should
instruct patients to take a missed pill
as soon as they remember. If patients
miss two or more pills in a row, they
should use a backup method of birth
control for the remainder of the
cycle. Practitioners should review
this information with patients and
encourage them to call the office or
clinic if they have any questions.

Three Things to Tell a New OC User

1. When to Start: Sunday or Tst day menses || ==
ACTION: Show patient package of pills

2. Take 1 Pill Every Day:

== = = % 70000000
oL 0000000
0000000

ACTION: Establish a time of day to take pill and cue
to a daily activity; eg, brushing teeth

3. Minor Side Effects: Breakthrough bleeding/nausea are common g
and transitory — they will likely go away :

ACTION: Give patient clinic/contact person phone# and
advise them to call with any questions/concerns j
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Benefits to Emphasize

TEENS

WOMEN OVER 35 YEARS

e Cycle regularity

¢ Relief of dysmenorrhea
* Acne improvement

* No net weight gain

¢ Protection against endometrial
and ovarian cancers

¢ Preservation of bone density

* Regular cycles and consistent
hormone levels up to menopause

* Improvement in fibrocystic
breast changes

¢ Protection against hospitalization
for pelvic inflammatory disease

Stressing Health Benefits

Lastly, clinicians may want to dis-
cuss noncontraceptive OC benefits
with new users. This information
may help encourage correct and
consistent use of the method and
improve satisfaction. In a recent
study, women who were aware of
no more than one beneficial effect
of OC use were more than twice as
likely to be dissatisfied than those
who knew of four or more benefits
(RR=2.2; 95% (I, 1.3-3.6).3

For example, counseling about
menstrual cycle benefits may help
improve satisfaction. Many women
find cycle regularity, lighter periods,
and relief of dysmenorrhea welcome
effects of the pill. This is especially
true for teenagers and for women
over age 40, who are more likely
to experience cycle irregularity and
increased menstrual flow. Use of
combined OCs in the older age
group also helps avoid the onset of
menopausal symptoms and aids in

|
Additional Suggestions for Improving
Oral Contraceptive Compliance

¢ Provide simple instructions, both verbally and in writing. Offer another

copy at each follow-up visit.

* Show each patient who is starting a new brand of pill (and especially
first-time OC users) how to use the specific package.

¢ Help women select a specific time of day to take their pills.

¢ Include an additional cycle in the refill prescription, if possible, to
accommodate missed pills or lost packets.

¢ Discuss the use of a backup method and the availability of emergency

contraception.

* Discuss prevention of sexually transmitted diseases. Provide a condom

and information about proper use.

* On follow-up visits, ask patients if they have had any problems taking

their pills.

14 The Contraception Report » Volume 10, No. 4, September 1999

the transition to postmenopausal
hormone replacement therapy.

Conclusion

Taking time to discuss OC
health benefits with patients will
help reinforce the positive aspects
of oral contraceptive use. An inte-
grated counseling approach — one
that includes discussion of health
benefits, proper OC use, appropriate
side effects management, and
reassurance about alleged risks —
may be especially helpful with new
OC users, potentially improving pill-
taking practices and reducing the
likelihood of OC discontinuation.
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CME Quiz Vol. 10, No. 4
Please mark your answers on the CME Quiz Answer Form.
1. Progestin-only oral contraceptives (OCs) contain 6. The primary side effect of progestin-only OCs is

a. a higher dose of progestin than most combined OCs
b. the same dose of progestin as most combined OCs

c. a lower dose of progestin than most combined OCs
d. progestins different from any used in combined OCs

. A progestin-only pill is considered “late” if it is taken

more than how many hours after the established daily
time of administration

a. 1 hour
b. 3 hours
¢. 6 hours
d. 12 hours

. According to a review by Family Health International,

if a progestin-only pill is taken late or missed, backup
contraception should be used for at least

a. 48 hours
b. 96 hours
c. 7 days
d. 14 days

The estimated first-year “typical use” failure rate for
progestin-only OCs is

a. 3%

b. 7%

c. 12%

d. 18%

. With regard to pharmacology and dosing schedule

for progestin-only OCs, each of the following is true
EXCEPT

a. serum progestin levels peak about 2 hours after
administration

b. the cervical mucus effect peaks about 4 hours after
administration

c. the ideal time of ingestion for most users is bedtime

d. dosing schedule variation of a few hours increases
risk of unintended pregnancy

7.

8.

10.

a. menstrual cycle disruption
b. headache

C. breast tenderness

d. nausea

According to a European survey of about 6,700 OC
users by Rosenberg et al, those who experience two
side effects are how much more likely to discontinue
than users who experience no side effects

a. 1.5 times as likely
b. twice as likely

c. three times as likely
d. four times as likely

What proportion of annual unintended US pregnancies
occur among couples actively practicing contraception

a. two-thirds
b. one-half

¢. one-third
d. one-quarter

According to an analysis of data from the 1995
National Survey of Family Growth (NSFG), what
percentage of women overall discontinue contraceptive
use during the first year

a. 20%
b. 31%
c. 44%
d. 60%

According to an analysis of 1995 NSFG data, what
proportion of OC discontinuers are using no method
of contraception 3 months later

a. one-tenth
b. one-fifth

C. one-quarter
d. one-half
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