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Statement of Need: Clinicians need to stay informed about the most up-to-date find-
ings concerning all forms of contraception. Clinicians involved in reproductive health
care should be familiar with important new data from the National Institute of Child
Health and Human Development and the Centers for Disease Control and Prevention
(CDC) regarding oral contraceptives (OCs)  and breast cancer. They also should be knowl-
edgeable about advantages and disadvantages of extending the cycle of active OCs to
create longer pill regimens. In addition, clinicians should be aware of legislation and
other issues impacting insurance coverage of medical contraceptives. 

Educational 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: Upon completion of this online monograph, participants
should be able to:

1. State the findings of the latest CDC study regarding the association between oral con-
traceptives and breast cancer;

2. Describe one advantage and one disadvantage of extended OC regimens;

3. Name the side effect most often associated with discontinuation of extended OC 
regimens;

4. Identify two states in which contraceptive insurance coverage will be mandated by
January 2003; and,

5. State the proportion of US women who have no health insurance.

Target Audience: Obstetricians and gynecologists, family physicians, pediatricians,
adolescent medicine specialists, physician assistants, nurse practitioners, nurse midwives,
and others involved in reproductive health care.
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Dear Colleague:

In late June 2002, Marchbanks and colleagues reported reassuring findings concerning
oral contraceptives (OCs) and breast cancer. The National Institute of Child Health and
Human Development sponsored this large, population-based case-control study conduct-
ed at multiple centers and coordinated by the Centers for Disease Control and Prevention.
No association was found between use of oral contraceptives and later development of
breast cancer, even among women reporting long durations of use, use of high-estrogen
dose OCs, young age at first use, and family history of breast cancer. 

In addition, this issue of The Contraception Report discusses the advantages and disadvan-
tages of extended OC regimen (designed to reduce the frequency of withdrawal bleeding
episodes), and explores the current status of state and national legislation requiring insur-
ance coverage of medical contraception. 

Our Patient Update provides a guide on use of spermicides. Please continue to send us your
comments and suggestions via e-mail.

We hope you find this information useful in your practice. 

Sincerely yours,

David A. Grimes, MD
Executive Editor

The
CONTRACEPTION

Report



SUMMARY
A large, population-based case-

control study has found no relation-
ship between oral contraceptives and
the later development of breast
cancer.1 Subgroups with no additional
risk of breast cancer from use of OCs
included those women who began
using OCs at an early age, those with
a family history of breast cancer, and
those with long durations of use. No
subgroup of women had significantly
increased risks of developing breast
cancer associated with OC use. 

The Women’s CARE Study
Just-published data from the 

National Institute of Child Health
and Human Development provide 
reassurance that oral contraceptive
use is not associated with an in-
creased risk of breast cancer.1 The
Women’s Contraceptive and Repro-
ductive Experiences (Women’s CARE)
Study, a large, population-based case-
control investigation, included
interviews with 4,575 women with
breast cancer and 4,682 controls who
were age 35 to 64 years. Researchers
focused on women age 35 to 64 years
because the risk of breast cancer in-
creases with advancing age.

Enrollment centers included Atlanta,
Detroit, Philadelphia, Los Angeles,
and Seattle. The Centers for Disease
Control and Prevention (CDC) coor-
dinated data. Cases had invasive
breast cancer initially diagnosed be-
tween 1994 and 1998. About three
quarters of cases (77%) and controls
(79%) had used oral contraceptives.
Virtually all of these women (99.5%)
used combination OCs.

Duration of Use
Researchers found that past or cur-

rent use of OCs, even for many years,
did not increase the risk of breast can-
cer. Figures 1 and 2 show the odds

Large US Study Finds No Link between Oral Contraceptives
and Breast Cancer
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Editor’s note: David Grimes, MD, Executive Editor, comments on the implications of
these data in an accompanying editorial on page 7. An extensive review of breast can-
cer trends in incidence and mortality, risk factors, and screening recommendations can
be found by accessing Volume 11, Number 2, at: http://www.contraceptiononline.org/
contrareport.

Figure 1

Risk of Breast Cancer in Women Who Used Combination
Oral Contraceptives, by Type of Use
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Source: Marchbanks PA, et al, 2002 (see reference 1).



ratios for developing breast cancer
with any use of oral contraceptives.
Even with long durations of use (15
years or more), women were at no in-
creased risk of getting the disease.

Estrogen Dose
Researchers also compared high-

and low-estrogen dose formulations.
No association was found between 
either high- or low-dose OCs and de-
velopment of breast cancer (Figure 3).
In fact, any use and former use of
high-dose OCs were associated with a
significant reduction in the risk of
breast cancer (odds ratio [OR]=0.8;
95% confidence interval [CI], 0.7-0.9,
for both types of use). The wide confi-
dence interval for current users of
high-dose OCs (OR=0.7; 95% CI, 0.2-
1.8) reflect the small numbers in that
category — seven cases and 10 con-
trols. The OR for current use of
low-dose OCs and breast cancer risk
was 1.0 (95% CI, 0.8-1.3), indicating
no excess risk of breast cancer.

Family History of Breast Cancer
The question persists as to whether

women who have a family history of
breast cancer are at increased risk of
the disease from using OCs over and
above their already elevated risk. In
this regard, the Women’s CARE Study
evidence is reassuring. A positive fam-
ily history of breast cancer (mother,
sister, or daughter) among women
with any past or current use of OCs
was not correlated with an increased
risk of the disease (Figure 4).

Does the presence of genetic mark-
ers, such as BRCA1 and BRCA2
mutations, make women more sus-
ceptible to breast cancer if they use
OCs?  No controlled data exist to sup-
port or refute this notion, although a
small study of 50 Ashkenazi Jewish
women investigated the possibility.2
Women with the BRCA1 or BRCA2
genetic mutations had an elevated
odds ratio of breast cancer if they had
used OCs for more than 4 years before
their first full-term pregnancy. These
results, however, need further investi-
gation given the small sample size.
The Women’s CARE Study was nei-
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Figure 2

Risk of Breast Cancer in Women Who Used Combination
Oral Contraceptives, by Duration of Use
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Source: Marchbanks PA, et al, 2002 (see reference 1).

Figure 3

Risk of Breast Cancer in Women Who Used Combination
Oral Contraceptives, by Estrogen Dose
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ther designed nor able to assess the
possible risk in this small subgroup. 

One study has suggested use of
OCs before 1976 by women with a
family history of breast cancer in-
creased the risk of the disease.3
Importantly, however, this study
failed to find any relationship be-
tween breast cancer and current OC
use. The unexplained findings con-
cerning pill use before 1976 are not
relevant for today’s users of modern
low-dose OCs.

Other Risk Factors
Investigators for the Women’s

CARE Study also calculated adjusted
odds ratios for the risk of breast 
cancer in OC users with various char-
acteristics, yielding similar results. OC
use did not significantly increase the
risk of breast cancer among women

according to age, race, and body mass
index. In addition, no significant in-
crease in the risk of breast cancer
among OC users was found when
such factors as interval since first use
of OCs, age at last use, use in relation
to first term pregnancy, and duration
of use before first term pregnancy
were examined. No significant differ-
ences were found by type of OC
progestin, either gonane or estrane.
Moreover, no difference in risk of
breast cancer was observed among
OC-using women with varying body
mass when stratified by age.

Supportive Data
Data from several, large, well-

conducted studies also support these
findings. The Nurses’ Health Study,
the Cancer and Steroid Hormone
Study of the US Centers for Disease
Control and Prevention, and a mas-
sive analysis including subjects from
more than 90% of the world’s litera-
ture on OCs and breast cancer all
found no association between use 
of OCs and family history of breast
cancer.4-6 The analysis found a signi-
ficant relative risk (RR=1.24; 99% CI,
1.15-1.33) of breast cancer with cur-
rent OC use; however, the association
disappeared 10 years after stopping
OCs. The investigators noted a lack of
effect with higher doses of hormones
and with longer durations of use.
Women using OCs may have been

screened more frequently or may
have accessed health care facilities
more often than their non-OC-using
counterparts, leading to a surveillance
bias. Overall, the best available evi-
dence indicates oral contraceptives
are not associated with an increased
risk of breast cancer. 
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Figure 4

Risk of Breast Cancer 
in Women with a Family 
History of Breast Cancer‡

Who Have Used Combination
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Take Home Messages 
• Data from the Women’s CARE Study, a large, population-based case-

control study conducted at multiple US centers, found no association
between OCs and breast cancer

• No association between OCs and breast cancer was found for any 
subgroup, including women who used OCs at an early age, those who
used high-dose OCs, those with long durations of use, those of either
white or black race, those who used OCs before their first full-term 
pregnancy, or those with a family history of the disease

• Clinicians should inform women that another large, US study provides 
further evidence that OCs do not raise a woman’s risk of breast cancer



On May 7, 1989, the Sunday Times
in London, England, carried this
headline in block capital letters 37
mm tall: BREAST CANCER LINKED
TO PILL. The story concerned the UK
National Case-Control Study Group
report in that week’s Lancet, which
described an increased risk of breast
cancer among women who had taken
oral contraceptives at an early age.1
The same week, WWOR-TV in New
York City carried on its 10 o’clock
news this coverage of the same 
report: “The warning is serious, the
numbers scary. British researchers 
say don’t use the pill too long.....”
This case-control study1 found an 
associ-ation between early use of OCs
and breast cancer before age 36 years; 
the longer a woman took OCs, the
greater her risk (relative risk 1.7 after
97 or more months of use).

Other worrisome news has cropped
up in the intervening years. A huge
analysis of individual patient data 
encompassing over 50,000 cases with
breast cancer and over 100,000 con-
trols pointed toward a small increase
in breast cancer risk.2 A recent JAMA
article renewed the old debate about
the risk of pill use before 1976 by
women with a first-degree relative
with breast cancer.3

Given these uncertainties, the 
recent report by Marchbanks and col-
leagues sheds important new light on
several unresolved issues4: Does use 
of the pill increase the risk of later
breast cancer, and, if so, does the risk
increase with longer use?  Are women
with a family history of breast cancer
or those who start pills as adolescents
at unique risk?

Overall, combined oral contracep-
tives were unrelated to breast cancer.4
The relative risk sat squarely on 1.0
(no effect), and the 95% confidence
interval ranged from 0.8 to 1.3. Thus,
clinicians can be comfortable that the
true relative risk for all women lies
within this narrow range. This high

degree of precision stems from the
large size of the study: over 4500 cases
and 4600 controls. Second, no dura-
tion effect was evident. Third, women
with a family history of breast cancer
had no increase in risk after using 
oral contraceptives. Finally, the study
did not confirm the UK National
Case-Control Study Group report1:
the relative risk of breast cancer for
women who began using OCs before
age 20 years was similar to that of
women who began pills later in life.

Why these vexing discrepancies in
the literature? Most studies have been
case-control in design. Case-control
studies are notoriously difficult to do
well.5 One of the most stubborn prob-
lems is determining prior use of oral
contraceptives (information bias).6
Women with breast cancer (or any
other serious disease) are more likely
to search their memories for possible
causes; healthy women (without the
disease) have no such motivation.
Thus, less complete reporting of pill
use earlier in life among the controls
can lead to spurious associations be-
tween pill use and cancer. While
Marchbanks and associates were 
unable to validate histories of pill-
taking, they did use memory aids,
such as lifetime calendar grids and
photo albums of marketed pills, to 
assist in accurate recall.

Another persistent challenge is 
surveillance bias. Women using OCs
are likely to have more contacts with
medical providers than women using
other contraceptive methods. Hence,
should a breast cancer develop, the
tumor would be more likely to be 
discovered in a pill user than in a
woman using condoms, for example.
This, too, could lead to a spurious as-
sociation between pill use and cancer.

The Marchbanks et al report is the
best single study of this important
question to date.4 It stands on the
shoulders of its predecessor, the Can-
cer and Steroid Hormone Study of the

CDC.7 The Marchbanks investigation
features rigorous methods, a large
sample size, and more contemporary
OCs than studied in earlier research. 

What is the take-home message I
convey to my patients? Regarding
breast cancer, I believe the pill has a
clean bill of health. The Marchbanks
et al study provides welcome reassur-
ance for the tens of millions of
women now using OCs. Moreover,
this is also important news for the
millions of former users who are now
at higher risk of breast cancer because
of their advancing age.

—David A. Grimes, MD
Executive Editor
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SUMMARY
Women today experience nearly

triple the menstruation episodes of
their early ancestors. Consequences 
of monthly menses range from
occasional mild nuisance to
substantial chronic morbidity.
Menstruation can be suppressed 
via extended regimens of oral
contraceptives (OCs). Limited data
indicate breakthrough bleeding is 
the main side effect of extended pill
regimens, although this effect
diminishes over time. Women report
fewer headaches while using longer
pill regimens. No studies have
examined long-term safety. 
A trimonthly OC pill is under
investigation and may be available 
in the US by late 2003. 

Introduction
Regular monthly menstruation is 

a relatively recent phenomenon. The
average woman in Western societies
will experience about 450 episodes 
of menses by age 50 years—nearly
three times the number experienced
by her ancestral predecessors (160
episodes).2 Over time, women have
transitioned from frequent reproduc-
tion to frequent menstruation. Sharp
declines in birth rates, decreasing age
at menarche, increasing age at
menopause, shortened periods of
breastfeeding, and lower maternal
mortality rates have all contributed
to this increase in the average num-
ber of lifetime menstrual cycles.1

In recent years, the necessity of
monthly menstruation increasingly
has been questioned. A 1999 book, 
Is Menstruation Obsolete?, examined
in depth the historical, cultural, and
medical significance of menses and
advocated suppression via continu-
ous use of oral contraceptives.1
Recent articles in the medical litera-
ture have debated the issue.2-5 The
subject also has received coverage in
such popular lay publications as
Time, Glamour, and Cosmopolitan,
bringing the issue to a broader audi-
ence.4 Strong opinions prevail on
both sides, with some bristling at the
notion of “medicalizing” a function
that is natural and fundamentally
feminine, while others welcome the
opportunity to be free from what
some consider a monthly “curse.”1

Consequences of Menstruation
For some women, menstruation is

a mild nuisance; for others, the con-
sequences are greater. Roughly 75%

to 85% of menstruating women re-
port some degree of premenstrual or
menstrual symptoms.7,8 The most
common include headache, fatigue,
nausea, acne, breast tenderness, bloat-
ing, weight gain, tension or anxiety,
depression, and mood swings. For
about one-third of women, the physi-
cal and emotional symptoms are
severe enough to interfere with daily
activities.8

Menstrual disorders affect nearly
2.5 million US women aged 18 to 50
years.6 Most contact their clinician at
least once annually regarding men-
strual problems and nearly one-third
(31%) report spending an average of
10 days each year in bed. Dysmenor-
rhea is particularly troublesome for
adolescents and young women.2

Benefits of OCs
The menstrual cycle benefits of

oral contraceptives, when taken in
the traditional manner, are well docu-
mented.9 Although not Food and
Drug Administration (FDA)-approved
for these indications, OCs help pre-
vent dysmenorrhea and menorrhagia,
menstrual cycle irregularities, and
iron deficiency anemia. The pill also
has been used in the management 
of a variety of gynecologic disorders,
including dysfunctional uterine
bleeding, pelvic pain (including 
secondary dysmenorrhea), mit-
telschmerz, endometriosis, and the
control of bleeding in women with
blood dyscrasias.9

The benefits might be even greater
if the standard monthly OC with-
drawal bleed occurred less frequently.
Many women using cyclical 21-day/
7-day OC regimens report an increase
in symptoms during the pill-free week

Suppression of Menstruation with Extended OC Regimens

Menstruation is powerful. Throughout history and without exception, all 
societies have assigned it some special meaning: mystery, pollution, rite, symbol,
secret, or threat. ... Clearly, something about this mysterious monthly discharge
of the uterine lining affects us deeply. – KATE MILLER

Foreword, Is Menstruation Obsolete?1
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(Figure 1).10 In a recent study of 262
pill users, the change in hormone
levels during this interval was associ-
ated with a two- to threefold increase
in pelvic pain, bloating or swelling,
breast tenderness, and use of pain
medication. Headaches also were sig-
nificantly (p<0.001) more common
during the pill-free week.10

Extended OC Regimens
Despite substantial changes in

dose and formulation, the standard
OC regimen has changed little in the
pill’s 42-year history. Early oral con-
traceptive developers selected a
regimen of 21 days of active drug fol-
lowed by 7 hormone-free days to
mimic the average menstrual cycle.
They believed such a regimen would
be perceived as more “natural,”
thereby making the new product
more acceptable to potential users,
prescribers, and the Roman Catholic
church.2 The monthly withdrawal
bleed also would reassure women
using the pill that they were not
pregnant. 

Proponents of extended OC 
regimens contend that monthly
withdrawal bleeding is unneces-
sary.1,2,5,11 Oral contraceptive users

have limited endometrial buildup
and do not require monthly shed-
ding of the lining.4 Despite the
appearance of being “natural,” the
OC withdrawal bleed is medically in-
duced and has no proven physiologic
or health benefits.11 Proponents also
note that high efficacy of oral contra-
ceptives makes pregnancy unlikely,
eliminating the need for reassurance

in the form of monthly bleeding.
Moreover, today’s OC users have 
access to sensitive urine pregnancy
tests available in most drug stores
and supermarkets. Proponents add
that pregnancy risk may be reduced
with extended OC regimens because
of the reduction in 7-day pill-free 
intervals that could lead to the matu-
ration of a follicle.

Others have challenged these
views. Some note that OC typical-use
failure rates are high enough to war-

Figure 1

Percentage of OC* Users Reporting Symptoms, 
Treatment Period vs Hormone-Free Interval

70

60

50

40

30

20

10

0

Pe
rc

en
ta

ge
 o

f U
se

rs

Pelvic pain Headaches Use of pain
medication

Bloating or
swelling

Breast
tenderness

Treatment period (21 days) Hormone-free interval (7 days)

Symptom
*OC = oral contraceptive

Source: Sulak PJ, et al, 2000 (see reference 10).

Proponents of extended 
OC regimens contend 

that monthly withdrawal
bleeding is unnecessary. 

Figure 2

Annual Estrogen Exposure for Women Using Cyclic vs Trimonthly
OC* Regimens, by Daily EE‡ Dose in Pill
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rant concern and that regular use of
over-the-counter pregnancy tests can
be costly and inconvenient.4 Ques-
tions also have been raised about the
potential implications of increased
exposure to OC hormones with ex-
tended regimens. For example, annual
consumption in milligrams of estro-
gen and progestin is 23% greater in
women using a trimonthly OC regi-
men (84 days of hormones followed
by 7 placebo days) vs the standard
21/7 regimen (Figure 2). Still, this in-
creased level of exposure is below that
of a woman using ethinyl estradiol
(EE) 50 µg pills.2

Limited Data
Few studies have examined extend-

ed OC regimens. Much of the
available data pertains to formula-
tions unavailable in the US or older,
higher-dose pills. A 1977 study,12 for
example, examined a trimonthly regi-
men (84 days of hormones followed
by 6 placebo days) of EE 50 µg and
lynestrenol 2.5 mg in 196 women
over 1 year. No pregnancies were 
reported. The most common side 
effects were breakthrough bleeding
(9%) and spotting (24%), both of
which decreased in successive cycles.
Acceptability was high, with more
than 80% of women wishing to con-
tinue the trimonthly regimen after
completion of the study.12

Other studies have reported lower
levels of acceptability. A retrospective
study13 examined continuation rates
in 292 OC users who had been coun-
seled to extend the number of active
pills to reduce hormone withdrawal
symptoms (Figure 3). Patients were
given the option to extend their OC
regimen to 6, 9, or 12 weeks or to
continue with the current regimen.
About one in ten (9%) chose not to
extend their OC pattern. Thirteen
percent extended for one cycle, then
returned to the previous 21/7 regi-

men. Nearly one-fifth (19%) extend-
ed the OC pattern and abruptly
discontinued OCs altogether. The 
remaining 59% stabilized on their 
extended regimen and were continu-
ing at last follow up.13

A randomized trial14 in Sweden re-
ported a similar continuation rate. In
the 12-month trial, 294 women were
randomized to either a standard 21/7
regimen or a 63/7 extended pattern,
each using an OC containing EE 30

µg and desogestrel 150 µg. The pro-
portion of extended OC users
completing the trial (58%) was less
than the proportion continuing 
with the standard regimen (67%), 
although the difference was not sta-
tistically significant. The incidence of
breakthrough bleeding and spotting,
which decreased with duration of
use, remained significantly greater
(p<0.05) in the extended OC group
vs the standard group throughout
the trial. Headache, however, was
less common among extended OC

users and significantly less likely to
result in study discontinuation
(p<0.01).14

An open-label prospective random-
ized trial found high continuation
rates with a 20 µg EE/100 µg levonor-
gestrel OC.15 Three quarters (76%) 
of women using a continuous OC 
regimen planned on staying with 
extended OC use. Over 12 cycles, a
significant decrease in bleeding days
(p<0.0001) and no increase in spot-
ting (p=0.81) occurred.

Another recent trial16 also reported
a significantly lower headache preva-
lence among extended OC users. The
1-year randomized trial compared a
42/7 regimen of EE 30 µg/norgestrel
300 µg daily with the standard 21/7
regimen of the same pill formulation
in 90 women. Women in the extend-
ed OC group were less likely to report
breast tenderness, cramping, tired-
ness, headache, and genital itch,
although only differences in head-
ache (p=0.04) and genital itch
(p=0.02) reached statistical signifi-
cance. Throughout the study period,
the two groups did not differ signifi-
cantly in number of spotting days.
Predictably, extended OC users had
significantly fewer (p<0.001) overall
bleeding episodes and bleeding days,
resulting in less hygiene product use
and expenditure compared with stan-
dard-cycle pill users (average $17.54
vs $41.45 annually).16

A recent study11 examined the cost-
effectiveness of a trimonthly (84/7)
OC regimen vs the standard regimen.
The goal was to compare the annual
savings from decreased sanitary prod-
uct usage (four vs 13 withdrawal
bleeds) against the cost of additional
pill packages (16 vs 13 packs). 

For the average OC user, the 
trimonthly regimen is not cost-effec-
tive.11 The annual savings on sanitary
products is less than the increased pill
cost. According to the study, the aver-
age pill user requires 18 tampons or
sanitary pads per withdrawal bleed.
For the trimonthly regimen to be
cost-effective in this group, the
monthly out-of-pocket pill cost would
have to be less than $9.45 for tampon

Figure 3

Outcomes Among OC* Users
Counseled to Extend Pill 

Regimen to Reduce Hormone
Withdrawal Symptoms

Continued
to extend

Did not extend
regimen

Extended,
then

stopped

Extended,
then returned

to 21/7
regimen

*OC = oral contraceptive

Source: Sulak PJ, et al, 2002 (see reference 13).

Another recent trial also reported a significantly lower headache
prevalence among extended OC users.
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users and less than $7.06 for pad
users — less than what most women
spend per pill pack. (Average yearly
OC cost ranges from $100 to $300,11

or $7.69 to $23.08 per pill pack.) The
likelihood of net cost savings is
greater with increased monthly tam-
pon or pad use, however, making
extended OC regimens potentially
cost-effective for women with menor-
rhagia.11 However, women are
unlikely to base their decision to use
such a regimen on cost alone.

Trimonthly OC
Many OCs have and can be used

for extended pill regimens. An oral
contraceptive using existing hormone
formulations but specifically pack-
aged as a trimonthly regimen is
currently under investigation in the
US.17 The OC, known as Seasonale™
extended oral contraceptive (Barr Lab-
oratories, Pomona, NY),* would be
sold in 3-month pill packs (84 days 
of active pills followed by 7 days of
placebo) and be available in two
dosages — EE 30 µg/levonorgestrel 
150 µg daily or EE 20 µg/levonorges-
trel 100 µg daily. 

No published data are available for
this product. The preliminary results
of a Phase III clinical trial were pre-
sented at an American College of
Obstetricians and Gynecologists
(ACOG) conference in May 2002.17

The multicenter trial involves about
1,400 women between the ages of 18
and 40 years randomized to one of
four groups. Two groups are using the
trimonthly dose regimens described
above; the other two groups are using
standard 21/7 OC regimens contain-
ing dosages of ethinyl estradiol and
levonorgestrel equivalent to those in
the extended regimens.

Preliminary results indicate that all
four OC regimens had high efficacy.17

Side effects were similar across all four
groups with the exception of break-
through bleeding, which was higher
in the extended OC groups. About
14% of women discontinuing the EE

20 µg extended regimen cited “unac-
ceptable bleeding” as the cause,
compared with 8% in the EE 30 µg 
extended regimen and 2% in each of
the standard regimen groups.18

Only one published study has ex-
amined an extended OC formulation

comparable to the investigational 
trimonthly pill.19 A 1-year prospective
study in Australia followed 203
women using a trimonthly regimen 
of EE 30 µg/levonorgestrel 150 µg
daily for 84 days, followed by a 7-day
hormone-free interval (identical to
the higher-dose regimen of the inves-
tigational OC). Only 29% of women
completed the full study. Of the 71%
discontinuing the trimonthly regi-
men during the first year, approxi-
mately half cited breakthrough bleed-
ing as a reason (Figure 4). The authors
concluded that the trimonthly regi-
men was appropriate for women who
considered monthly menstruation
undesirable, but that counseling re-
garding breakthrough bleeding was
crucial to promote successful use.19

Long-Term Effects Unknown
No study has examined the long-

term safety of an extended OC
regimen. Approximately 350 women
in the Phase III trial of the new tri-
monthly OC will be followed for
another 2 years to assess side effects
and continuation rates over time.18

In the meantime, the manufacturer
expects to file a New Drug Applica-
tion with the FDA this year. The
product could be available in the US
by the second half of 2003. The ex-
pected price has not been announced.

Figure 4

Reasons for Discontinuation of
an EE* 30 µµg/Levonorgestrel

150 µµg Trimonthly OC‡

Regimen

Breakthrough
bleeding

Breast
tenderness

Headache

Nausea

Worry

Weight gain

Bloating

0 10 20 30 40 50 60

Percentage of Women
*EE = ethinyl estradiol
‡OC = oral contraceptive

Source: Kovacs GT, et al, 1994 (see reference 19).

Take Home Messages
• Roughly 75% to 85% of menstruating women report some degree of pre-

menstrual or menstrual symptoms

• Menstrual disorders affect nearly 2.5 million US women aged 18 to 50 years

• Extended OC regimens can suppress menstruation, resulting in fewer
episodes of menses (typically four to seven annually)

• Breakthrough bleeding is the primary side effect of extended OC regimens,
although it decreases over time

• Women report fewer headaches while using extended OC regimens

• The long-term effects of extended OC regimens are unknown

• A trimonthly OC is under investigation and could be available in the US 
by 2003

References on page 18

*Brand names are used for identification purposes
only and do not imply endorsement.



12 The Contraception Report • Volume 13, No. 3, October 2002 Visit us at http://www.contraceptiononline.org/contrareport

SUMMARY
About three-fourths of US

reproductive-age women are covered
by private health insurance policies.
Nearly one in five lacks any health
insurance; 8% are covered by
Medicaid. Publicly funded family
planning clinics are the primary
source of contraceptive services for
uninsured women, many Medicaid
recipients, and a large proportion of
adolescents. Among the privately
insured, coverage for prescription
contraceptives varies considerably 
by type of health plan. Efforts to
mandate contraception coverage 
are ongoing at the state and 
national levels.   

Introduction
Cost plays a key role in whether

and by what means women practice
contraception.1 During their child-
bearing years, women spend 68%
more on out-of-pocket health care
costs than their male counterparts,
with reproductive care and contra-
ception accounting for most of the
difference.2 Unsubsidized, the up-
front or annual cost of most
prescription contraceptive methods
is in the hundreds of dollars.3 With-
out public assistance or private
insurance coverage, many women
would be unable to afford effective
birth control.

Approximately three-fourths of 
reproductive-age women are covered
by private health insurance. Medi-
caid, the joint federal-state health
program for low-income Americans,
covers 8%. The remainder — nearly
one in five US women — have no
health insurance coverage.4

Publicly Funded Clinics
Publicly funded family planning

clinics are the primary source of re-
productive health care for uninsured
women. Many adolescents and Med-
icaid beneficiaries also receive care
from these facilities. All told, nearly
7.5 million US women rely on pub-
licly funded clinics for reproductive
care and contraceptive services, or
roughly one in six women of child-
bearing age (Figure 1).5

The proportion of women relying
on publicly funded family planning
clinics varies considerably by the
type of service sought. Although pub-
lic clinics are the primary source of
reproductive health care for about
17% of US women aged 15 to 44
years, nearly one-third rely on such
facilities for STD testing or treatment
(Figure 2). Similarly, more than 30%
of reproductive-age women seek con-
traceptive counseling from family
planning clinics, while nearly one in
four relies on public clinics for birth
control methods.5

The cost of hormonal contracep-
tion from publicly funded facilities
varies by operating agency. For
clients with incomes at 75% of the
federal poverty level, most publicly
funded facilities (66% to 76%) do not
charge any fee for contraceptive ser-
vices.6 Among those that do charge,
the average cost for a 3-month sup-
ply of oral contraceptives (OCs)
ranges from $15 ($5 per pill pack) at
health department sites to $34 ($11
per pack) at publicly funded hospi-
tals (Figure 3). Depending on the
agency, fees for 3-month injectable
contraception can be 32% to 88%
higher than an equivalent supply 
of OCs, with costs ranging from $24
to $54.6

Title X and Medicaid
Title X is a key source of funding

for public family planning clinics.

Enacted in 1970, Title X of the Public
Health Service Act is the only federal
program exclusively devoted to pro-
viding family planning services
nationwide. Its primary goal is to
make contraceptive supplies and ser-
vices available to US women who
cannot afford them without govern-
ment assistance. Title X funds cannot
be used for abortion. More than 4,500
of the nation’s 7,000 family planning
clinics rely on Title X disbursements
to support infrastructure costs and
operating budgets.7

Family planning advocates have
expressed concern that current Title X
funding levels are inadequate. Con-
gressional allocations for the program
have not kept pace with inflation, pri-
marily due to reduced appropriations
during the 1980s. Lawmakers allocat-

Public Funding and Private Insurance Coverage for 
Contraception 

Figure 1

Primary Sources of 
Contraceptive and 

Reproductive Health Care 
Services for US Women 

Aged 15 to 44 Years

Other‡

(2.7 million)

Private health
care provider

or HMO*
(33.9 million)

Title X clinics
(4.2 million)

Non-Title X
clinics

(3.2 million)

*HMO = health maintenance organization
‡Hospitals, schools, military facilities, or other clinics

Source: Frost JJ, 2001 (see reference 5).
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ed $254 million to Title X in the 2000
fiscal year, less than half of what the
appropriation would have been if
funding had kept pace with inflation
over the past three decades ($564 
million).7

Medicaid is the fastest growing
source of public funding for family
planning services in the US. More
than 80% of publicly funded agencies
rely on Medicaid to support the cost
of contraceptive services.6 Between

1980 and the mid-1990s, the propor-
tion of public contraception expendi-
tures attributable to Medicaid more
than doubled.8 At present, the pro-
gram provides roughly half of all
public money spent on contraceptive
services and supplies. States providing
family planning services through the
Medicaid program are eligible for fed-
eral matching funds at an enhanced
rate (90%). Consequently, most offer
a comprehensive range of services, in-
cluding prescription contraception
and, to a lesser extent, over-the-
counter birth control methods.9

A growing number of states are
seeking waivers to expand Medicaid-
funded family planning to popula-
tions otherwise ineligible for the 
program. Since 1993, at least 14 
states have received federal approval
to extend family planning and con-
traceptive coverage to women whose
incomes exceed the maximum al-
lowed for Medicaid eligibility.10 Early
results indicate the waiver programs
are having a positive effect. Maryland
reported a reduction in the rate of 
unplanned pregnancies and births
during the first 2 years of its Medicaid
expansion program, while Rhode 
Island observed a decrease in the 
percentage of enrollees with short 
intervals (less than 18 months) be-
tween pregnancies.9

Private Insurance Coverage
About 34 million US women of re-

productive age are covered by private
health insurance.4,5 Although nearly
all individuals covered by private in-
surance policies have a prescription
drug benefit, coverage of prescription
contraceptives is less prevalent and
varies considerably by health plan
type (Figure 4).11

Prescription contraception cover-
age is least likely in traditional
indemnity (fee-for-service) plans,
which cover one in five insured Amer-
icans.1,11 In 1998, fewer than 15% of
indemnity plans covered all five lead-
ing reversible prescription methods
(OCs, injectables, implants, intrauter-
ine devices, and diaphragms). Nearly
half (49%) covered none of the five

Figure 3

Mean Fees* Charged for 3-Month Supply of Hormonal 
Contraception at Publicly Funded Agencies, by Agency Type
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Figure 2

Proportion of US Women Aged 15 to 44 Years Receiving 
Contraceptive or Reproductive Health Care Services from Publicly

Funded Family Planning Clinics, by Type of Service
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leading methods. Only one in three
indemnity policies covered oral con-
traceptives. Rates of prescription
contraception coverage in preferred
provider organization (PPO) plans
mirrored those of indemnity insur-
ance. Together, indemnity plans and
PPOs cover half of all Americans with
private health insurance.1

Coverage of prescription contra-
ceptives was more prevalent in
health maintenance organizations
(HMOs) and point-of-service (POS)
plans. (POS plans are similar to
HMOs, but allow enrollees to receive
care outside the network for a higher
fee.) One-third of POS plans covered
all five leading reversible methods,
and fewer than 20% covered none of
the five. HMOs, which cover one-
third of insured Americans and
typically emphasize preventive care
to reduce health care costs, were
most likely to cover birth control.
Only 7% of HMOs covered none of
the five leading reversible contracep-
tives.1 Oral contraceptives were
covered by 84% of HMOs, compared
with 60% of POS plans, 41% of PPOs,
and 33% of traditional indemnity
plans.11

Mandated Coverage Efforts
Several recent developments could

increase the proportion of US women
with contraceptive coverage. In 1998,
Congress passed a law requiring the
federal government — the nation’s
largest employer — to provide contra-
ception coverage through the Federal
Employees Health Benefits Program.2
In December 2000, the Equal Em-
ployment Opportunity Commission
(EEOC) issued a policy statement
concluding that an employer’s failure
to provide contraceptive coverage as
part of a prescription drug benefit
constitutes illegal gender discrimina-
tion under Title VII of the Civil
Rights Act. The statement formed the
basis of a landmark federal court rul-
ing in June 2001 (Erickson v Bartell
Drug Co.), which found that exclud-
ing prescription contraceptives from
an otherwise comprehensive drug
benefit is illegal.2

The impact of the EEOC statement
and federal court ruling is uncertain,
however. The court decision techni-
cally applies only to the employer
involved in the specific lawsuit. For
the ruling and the EEOC policy state-
ment to have broader impact, more
women would need to sue their em-

ployers for contraception coverage. (A
similar suit was recently filed against
Wal-Mart Stores, Inc, the largest pri-
vate-sector employer in the US with
nearly 1 million workers.12) Moreover,
Title VII of the Civil Rights Act ap-
plies only to employers with 15 or
more workers, excluding some 14 
million people working for small busi-
nesses and another 16 million who
purchase insurance through the indi-
vidual market.2

State legislatures also have taken
up the issue of prescription contra-
ception coverage. Since 1998, 20
states have passed measures mandat-
ing comprehensive insurance
coverage of all FDA-approved pre-
scription birth control methods
(Table 1).13,14 At least a dozen other
states have contraceptive equity bills
pending. Fifteen of the 20 compre-
hensive state mandates include
exemptions known as “conscience
clauses,” which allow certain employ-
ers or insurers to opt out on the basis
of religion. Some of these laws pro-
vide alternative coverage options for
employees of exempted religious enti-
ties, such as allowing individual
workers to purchase contraceptive
coverage at a lower-cost group rate.2

Figure 4

Proportion of Health Insurance Plans with Routine Coverage of Contraceptive Methods, by Plan Type
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Other employers also may be ex-
empted from state contraception
coverage laws. For example, state
mandates do not apply to employers
that self-insure under the Employee
Retirement Income Security Act
(ERISA), a broad piece of legislation
that supersedes most state laws affect-
ing employee benefit plans. In the US,
nearly half of all workers with em-
ployer-based health insurance work
for companies that self-insure.2

Given the patchwork nature of
state mandates, many family plan-
ning advocates have pushed for
nationwide contraception legislation.

In 1997, the Equity in Prescription 
Insurance and Contraceptive Cover-
age Act (EPICC) was introduced,
receiving a hearing in the US Senate.
The measure would establish parity
for contraceptive prescriptions and 
related medical services within the
context of coverage already guaran-
teed by each insurance plan. Health
plans already covering prescription
drugs and devices would be required
to include equal coverage for pre-
scription contraceptive drugs and
devices.15

EPICC again was introduced in the
1999 Congress, but no hearings were
held. The measure was introduced for
a third time in the 2001 legislative
session. A hearing was held on Sep-
tember 10 of that year — the day
before the terrorist attacks on the
United States. When the congression-
al agenda changed dramatically the
following morning, attention on
EPICC faded.

Most family planning advocates
believe some version of EPICC even-
tually will become US law. They draw
parallels to the passage of the Preg-
nancy Discrimination Act of 1978, a
federal law that mandated coverage of

prenatal and delivery services, which
previously were excluded from nearly
half of health insurance policies.1
Although the insurance industry 
opposes all mandates on the grounds
that associated premium increases
could jeopardize coverage in general,
opposition to a contraception man-
date does not appear to be strong. 
A 1998 analysis reported that the 
cost impact of requiring contracep-
tion coverage in the private market
would be minimal,1 and experience
since the federal employee mandate
took effect in 1999 has supported 
this conclusion.2

Moreover, Americans strongly 
support the idea of a nationwide 
contraceptive coverage mandate. 
In a 1998 survey of 1,000 US adults,
nearly eight in ten (78%) responded
that they would support mandatory
contraceptive coverage, even if it
meant their monthly health insur-
ance costs would rise.16 Whether
lawmakers will act on EPICC before
the end of the current legislative 
session is uncertain, but advocates
have vowed to reintroduce the mea-
sure in the 2003 Congress.

Take Home Messages
• During their childbearing years, women spend 68% more on out-of-

pocket health care costs than their male counterparts

• Nearly one in four reproductive-age women rely on publicly funded 
family planning clinics for contraception

• More than 80% of publicly funded family planning agencies rely on
Medicaid to support the cost of contraceptive services

• About three-fourths of reproductive-age women (34 million) are covered
by private health insurance

• Oral contraceptives were covered by 84% of HMOs, 60% of POS plans,
41% of PPOs, and 33% of traditional indemnity plans

• Since 1998, 20 states have passed measures mandating comprehensive
insurance coverage of all FDA-approved prescription contraceptives

• Legislation pending in Congress would require health plans that cover
prescription drugs to include equal coverage for prescription contraceptives

Table 1

States with Comprehensive
Mandates for Insurance 
Coverage of Prescription 
Contraceptives, July 2002

* Effective January 2003

Sources: Sonfield A, 2001 (see reference 13); Alan
Guttmacher Institute, 2002 (see reference 14).

Allows Religious 
Exemption for

State Employers Insurers
Arizona* X
California X
Connecticut X X
Delaware X
Georgia
Hawaii X
Iowa
Maine X
Maryland X
Massachusetts* X
Missouri X X
Nevada X
New Hampshire
New Mexico X
New York* X
North Carolina X
Rhode Island X
Texas X
Vermont
Washington

References on page 18
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Report

1. In the Women’s CARE Study, sponsored by the Nation-
al Institute of Child Health and Human Development,
current use of oral contraceptives compared to no OC
use had what effect on the risk of breast cancer 

a. 10% increased risk

b. 20% increased risk 

c. no increased risk 

d. a 15% increased risk among women with more than
1 year of OC use

2. In the Women’s CARE Study, 15 or more years of use of
OCs compared to no OC use had what effect on the risk
of breast cancer 

a. no increased risk

b. 25% increased risk

c. doubling of risk

d. 10% decreased risk

3. In the Women’s CARE Study, women with a family his-
tory of breast cancer who used oral contraceptives had
what risk of getting breast cancer compared to women
with no family history who used OCs

a. no increased risk 

b. 25% increased risk if they used OCs for more than 4
years

c. 25% increased risk if they used OCs within the past
10 years

d. data were inadequate to draw a conclusion

4. Approximately what proportion of US women have no
health insurance coverage

a. one in three

b. one in five

c. one in seven

d. one in ten

5. Approximately what proportion of US women rely on
publicly funded clinics for contraception

a. 25%

b. 20%

c. 15%

d. 10%

6. Which of the following types of health insurance plans
is LEAST likely to cover oral contraceptives

a. preferred provider organization

b. point-of-service plan

c. health maintenance organization

d. traditional indemnity

7. To date, how many states have passed comprehensive
measures mandating coverage of prescription contra-
ceptives

a. 25

b. 20

c. 15

d. 10

8. By age 50 years, the average woman in Western soci-
eties has experienced how many episodes of menses

a. 450

b. 350

c. 250

d. 150

9. Women report a significantly reduced rate of which
side effect with use of extended oral contraceptive 
regimens 

a. headache

b. breast tenderness

c. breakthrough bleeding

d. nausea

10. An extended oral contraceptive regimen that may soon
be available in the US uses active continuous hormones
for how many days? 

a. 42 days

b. 49 days

c. 63 days

d. 84 days
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