
The
CONTRACEPTION

Report
August 2001

Volume 12, No. 4

Sponsored by: 
Dannemiller Memorial Educational Foundation 

What’s Inside…
Polycystic Ovary Syndrome:

OCs as Treatment ...... p. 4

Media and Contraception:
An Update .................. p. 8

Transdermal 
Contraceptive Patch:

Awaiting FDA 
Approval .................... p. 12

Winner of the Society for Technical Communication 
2000 Distinguished Technical Communication Award



2 The Contraception Report • Volume 12, No. 4, August 2001

CME Accreditation Vol.12, No. 4

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
should be knowledgeable about polycystic ovary syndrome and the use of oral contracep-
tives in treating hyperandrogenic symptoms, including hirsutism and acne. Clinicians
also should be aware of how media reporting affects perceptions of oral contraceptives. In
addition, they need to be familiar with new birth control methods, including the trans-
dermal contraceptive patch. 

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 scien-
tifically balanced manner.

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

1) state the proportion of US women who have androgenic disorders;

2) identify the symptoms of polycystic ovary syndrome that can be alleviated by oral
contraceptive use;

Produced in cooperation with:
• Association of Reproductive Health Professionals    • Planned Parenthood ® Federation of America, Inc.

• The National Association of Nurse Practitioners in Reproductive Health

The Contraception Report ©2001 
Emron (a division of Emeruis, LLC)

502 Valley Road, Wayne, NJ  07470    Fax: 973-633-5248
This program is provided to the professional medical community through an 

unrestricted educational grant from Wyeth-Ayerst Laboratories.

Executive Editor
David A. Grimes, MD
Vice President of Biomedical Affairs 
Family Health International
Research Triangle Park, North Carolina
Clinical Professor, Department of Obstetrics

and Gynecology 
University of North Carolina School of

Medicine — Chapel Hill, North Carolina

Associate Editors
Mitchell D. Creinin, MD
Associate Professor, Department of Obstetrics,

Gynecology, and Reproductive Sciences
Magee-Womens Hospital 
University of Pittsburgh School of Medicine
Pittsburgh, Pennsylvania

Vanessa E. Cullins, MD
Vice President, Medical Affairs
Planned Parenthood Federation of America
New York, New York

S. Jean Emans, MD
Chief, Division of Adolescent/Young 

Adult Medicine
Children’s Hospital
Professor of Pediatrics
Harvard Medical School
Boston, Massachusetts

Paula J.A. Hillard, MD
Professor, Departments of Obstetrics &

Gynecology and Pediatrics
University of Cincinnati College of Medicine
Cincinnati, Ohio

Anita L. Nelson, MD
Professor, Department of Obstetrics and

Gynecology
UCLA School of Medicine
Medical Director, Women’s Health Care

Programs
Harbor-UCLA Medical Center
Torrance, California

Alfred N. Poindexter, III, MD
Professor and Director, Contraceptive 

Research and Development
Department of Obstetrics and Gynecology
Baylor College of Medicine
Houston, Texas

Sharon M. Schnare, RN, FNP, CNM, MSN
Clinical Instructor, Department of Family 

and Child Nursing
University of Washington Seattle School 

of Nursing
Seattle, Washington

Managing Editor/Senior Writer: 
Melinda Wallach, RN
Contributing Writer: Carl Peterson
Editorial Assistant: Joe Simon
Research Coordinator: Phyllis Rossmann
Creative Director: Emily Stetser
Administrative Assistant: Diane Haweeny

The
CONTRACEPTION

Report

The Dannemiller Memorial Educational Foundation requires that the faculty participating 
in a continuing medical education activity disclose to participants any significant financial 
interest or other relationship (1) with the manufacturer(s) of any commercial product(s)
and/or provider(s) of commercial services discussed in an educational presentation and 
(2) with any commercial supporters of the activity.

David A. Grimes, MD, has performed research supported by Berlex, Ortho-McNeil, and
Wyeth-Ayerst. He has been a consultant for ALZA, GynoPharma, Mead Johnson, Ortho-
McNeil, Schmid, Searle, Schering, Organon, and Gynétics. He has served on the speakers’ 
bureaus of Berlex, GynoPharma, Ortho-McNeil, Parke-Davis, and Wyeth-Ayerst.

Mitchell D. Creinin, MD, has received research support from Wyeth-Ayerst, Berlex, and
Organon. He is a consultant for Berlex and a speaker for Pharmacia,Wyeth-Ayerst, and Berlex.

Vanessa E. Cullins, MD, serves on the speakers’ bureaus of and has attended advisory board
meetings for Ortho-McNeil, Organon, Wyeth-Ayerst, and Pharmacia.

S. Jean Emans, MD, has received research grants and honoraria from Upjohn, Wyeth-Ayerst,
Ortho-McNeil, Syntex, and Pfizer. 

Paula J.A. Hillard, MD, is a consultant for Proctor & Gamble and Wyeth-Ayerst and has 
received research support from Berlex. She serves on the speakers’ bureaus of Pharmacia,
Wyeth-Ayerst, and Proctor & Gamble.

Anita L. Nelson, MD, has received research grants from Berlex, California Breast Cancer 
Research Program, Carter Wallace, Contraceptive Research and Development Program,
Gynétics, R.W. Johnson Pharmaceutical Research Institute, NIH, NICHHD, Organon, 
Ortho-McNeil, Pharmacia, and Unipath. She serves on the speakers’ bureaus or has received
honoraria from Berlex, Gynétics, Eli Lilly, 3M Pharmaceuticals, Ortho-McNeil, Organon, 
Pfizer, Pharmacia, Solvay, and Wyeth-Ayerst.

Alfred N. Poindexter, III, MD, has no relationship that impacts on this activity.

Sharon M. Schnare, RN, FNP, CNM, MSN, has received honoraria from 3M Pharmaceuticals,
Ortho-McNeil, Pharmacia, Eli Lilly, Schering, Merck, and Wyeth-Ayerst.

August 2001

CME continued on page 7



The Contraception Report • Volume 12, No. 4, August 2001 3

Dear Colleague:

Androgenic disorders affect up to 10% of reproductive-aged women in the US, making them
the most common endocrinopathy of women. Most (65% to 85%) hyperandrogenic women
are diagnosed with polycystic ovary syndrome (PCOS), typically characterized by hirsutism,
acne, anovulation, and menstrual irregularities.

In this issue of The Contraception Report, we provide an overview of PCOS and discuss the use
of oral contraceptives in treating related symptoms. Combination pills help improve hirsutism
and acne and reduce the risk of endometrial cancer associated with this condition. 

We also provide an update on contraception and the media. Lastly, we review safety, efficacy,
and compliance data for the transdermal contraceptive patch, a new birth control option
under consideration by the Food and Drug Administration. The Patient Update provides an
overview of PCOS.

We hope you find this information useful in your practice.

Sincerely yours,

David A. Grimes, MD
Executive Editor 

The
CONTRACEPTION

Report
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SUMMARY
Androgenic disorders are the most

common endocrinopathy of women,
affecting up to 10% of reproductive-
aged women in the US. About 65% to
85% of hyperandrogenic women have
polycystic ovary syndrome (PCOS).
Clinical manifestations of PCOS
include hirsutism, acne, obesity,
anovulation, and menstrual
irregularities. Modifications to diet
and exercise can help reduce
symptoms. Other therapies include
combination oral contraceptives
(OCs), antiandrogens, insulin-
sensitizing agents, and cosmetic
measures. OCs are effective treatment
for hirsutism, acne, and menstrual
irregularities and may help protect
women with PCOS from the risk of
endometrial cancer associated with
chronic unopposed estrogen.

Introduction
Androgenic disorders encompass a

broad category of overlapping hyper-
androgenic conditions. Among these
are polycystic ovary syndrome, idio-
pathic hirsutism, androgenic alopecia,
cystic acne, adrenal hyperplasia,
Cushing’s syndrome, and androgen-
producing neoplasms of the adrenal
glands or ovary. All are characterized
by excessive androgen action and are
collectively the most common endo-
crinopathy of women, affecting 5% to
10% of reproductive-aged women in
the US.1,2

Disparate androgenic disorders
cause remarkably similar clinical 
features. Physical manifestations of
hyperandrogenism include hirsutism,
typically characterized by increased
hair on the chin, upper lip, outer
cheeks, anterior chest, lower back, 
periareolar area, upper pubic triangle,
and inner thighs. Acne, with charac-
teristically oily skin, is another
common feature. When women pre-
sent with extreme signs of androgen
excess, such as clitoral hypertrophy,
deepening of the voice, or male pat-
tern baldness, virilizing tumors
should be suspected.1,2

Polycystic Ovary Syndrome
Polycystic ovary syndrome is the

most common cause of hyperandro-
genism in postmenarcheal women.
About 65% to 85% of hyperandro-
genic women are diagnosed with
PCOS.2 The condition is best charac-
terized as chronic anovulation
accompanied by clinical or laboratory
evidence of hyperandrogenism (acne,
hirsutism, and/or elevated androgen
levels) without any other etiology.
The diagnosis is usually straightfor-
ward. According to the National
Institute of Child Health and Human
Development consensus group,
chronic anovulation is established if 

a woman has eight or fewer menses 
a year or cycles longer than 35 days.
Once the clinical picture is estab-
lished, most of the workup is focused
on ruling out the other possible 
causes.

Clinical features of PCOS are vari-
able. In the US, hirsutism is present
in 60% to 90% of PCOS patients.
About 40% to 60% are obese. Fifty 
percent to 90% of women with PCOS
are oligomenorrheic, while infertility 
affects 55% to 75%.2

For patients presenting with hy-
perandrogenic symptoms, clinicians
should attempt to determine the 
age at onset, duration, and rate of
progress. PCOS usually begins with
menarche and menstrual cycles are
typically irregular from early adoles-
cence. Obtaining a family history is
also useful because PCOS often runs
in families. The family history should
focus on hirsutism, irregular periods,
PCOS, congenital adrenal hyperpla-
sia, cardiovascular disease, diabetes,
gestational diabetes, and infertility. 
A drug history is also advisable be-
cause certain drugs are associated
with increased hair growth (eg,
phenytoin) or PCOS (eg, sodium val-
proate) and, occasionally, ingestion
of androgens in athletes and body
builders may lead to hyperandro-
genic states. A physical examination
can help determine the type, pattern,
and extent of hair growth (Ferriman-
Gallwey score), the presence of acne,
the presence of acanthosis nigricans
(velvety appearance of skin, particu-
larly around the neck, axilla, and
groin, associated with insulin resis-
tance), as well as signs of virilization.

Tests to Consider
Laboratory and radiologic tests

can assist in the diagnosis of PCOS
(Table 1). The clinical diagnosis of
PCOS may require few tests in the

Using Oral Contraceptives to Treat 
Polycystic Ovary Syndrome 
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adult woman with a 10-year history of
oligomenorrhea and mild-to-moder-
ate hirsutism. More extensive testing
may be necessary in the adolescent
with fewer signs and symptoms or 
the woman with rapid onset of symp-
toms or virilization, suggesting the
possibility of the rare adrenal or 
ovarian tumor. 

Elevated serum and/or free testos-
terone is a marker for ovarian
hyperandrogenism and PCOS. Free
testosterone is the most active circu-
lating androgen and is converted to
the metabolite dihydrotestosterone 
by 5α-reductase, which is responsible
for its effects on hair follicles. Because
many laboratories do not provide reli-
able assays for free testosterone, using
the total testosterone level to rule out
a tumor may be the best approach.
Tumors should be suspected when 
circulating testosterone is above 150
to 200 ng/dL.2,3

Additional endocrine assays can be
helpful. For example, testosterone and
androstenedione may originate from
either the ovaries or adrenal glands,
but dehydroepiandrosterone sulfate
(DHEAS) is almost exclusively

adrenal.3 DHEAS levels are frequently
mildly-to-moderately elevated in
women with PCOS. A first-morning
17-hydroxyprogesterone can help ex-
clude late onset congenital adrenal
hyperplasia (21-hydroxylase deficien-
cy). Other endocrine tests used to
exclude other causes of amenorrhea
include luteinizing hormone (LH),
follicle-stimulating hormone (FSH),
prolactin, and thyroid-stimulating
hormone (TSH). Because many
women, especially those who are
obese, have insulin resistance, addi-
tional studies of insulin/glucose levels
(eg, fasted and 2-hour post 75 gm glu-
cose challenge) and lipid levels can
assess the risks of impaired glucose
tolerance and dyslipidemias.

The role of transabdominal and
transvaginal ultrasound in the diag-
nosis of PCOS is debated. Confirming
the presence of cysts does not affect
treatment decisions and the absence
of cysts does not rule out PCOS. The
main purpose for ultrasound is to rule
out other pelvic pathology when en-
larged adnexa are palpated or when
an examination is not possible in a
young adolescent. 

Health Implications
PCOS affects both quality of life

and overall health. The primary clini-
cal manifestations — hirsutism, acne,

obesity, oligomenorrhea, and infertili-
ty — can greatly affect self-esteem and
reproductive intentions.4 Moreover,
hyperandrogenic conditions may
have long-term health consequences.
Hyperinsulinemia is associated with
excessive ovarian production of an-
drogens. Women with PCOS have
varying degrees of insulin resistance
and an increased incidence of type 2
diabetes mellitus.1 Hyperinsulinemia
and glucose intolerance have been as-
sociated with an increased risk for
cardiovascular disease.5 In addition,
because women with PCOS may have

chronic estrogen exposure unopposed
by progesterone, they may be at in-
creased risk for endometrial cancer.6
Infertility is often recognized relative-
ly late in a woman’s reproductive life.
Therefore, every effort should be
made to identify women with PCOS
at as early an age as possible to fore-
stall the development of these
complications.

Treatment of PCOS
PCOS presents as a constellation 

of signs and symptoms. Women with
PCOS may have insulin resistance, 
excess adrenal and ovarian androgen
production, and high LH levels. As re-
searchers better understand the causes
of PCOS, more specific treatments 
are being developed. Intriguingly,
treating infertile PCOS women who
have insulin resistance with insulin-
sensitizing agents may correct their
hyperandrogenemia and restore ovu-
latory cycling. The safety and efficacy
of using those drugs longer term to
treat PCOS have not been established,
however.2,7

The standard therapeutic approach
for treating PCOS remains focused on
treating the hyperandrogenism direct-
ly. Therapy is aimed at minimizing
the symptoms and managing the con-
dition to help reduce the risk of
long-term health complications. In

those who are overweight, weight loss
and increased exercise are corner-
stones of management, ameliorating
hyperandrogenism and minimizing
some of the most serious lifelong
health challenges. Other treatments
include oral contraceptives, antian-
drogens, insulin-sensitizing agents,
and cosmetic measures (eg, topical
acne therapies, hair removal agents).

Role of Oral Contraceptives
Combination oral contraceptives

have been used successfully for
decades to address many of the imme-

Table 1

Tests to Consider in the 
Diagnosis of PCOS

• Serum testosterone 
(free testosterone)

• DHEAS

• Early morning 
17-hydroxyprogesterone

• LH

• FSH

• Prolactin

• TSH

• Fasted glucose and 2-hour 
post glucose challenge

• Fasted lipids

• Pelvic ultrasound

Oral contraceptives can be effective in treating hirsutism and acne
in women with or without PCOS.
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diate problems that women with hy-
perandrogenism face.2,3,8-10 For 
example, OCs provide progestin, 
protecting the endometrium from 
unopposed estrogen. In addition, 
estrogen treats androgen excess mani-
festations. In women with PCOS who
do not wish to become pregnant, OCs
can also restore menstrual regularity. 

Oral contraceptives can be effective
in treating hirsutism and acne in
women with or without PCOS. Com-
bination OCs suppress ovarian,
adrenal, and peripheral androgen me-
tabolism, resulting in a net reduction
in free testosterone.11-13 In addition,
estrogen increases hepatic production
of sex hormone-binding globulin
(SHBG), which binds androgens and
reduces their bioavailability. OCs 
also inhibit 5α-reductase in the skin,
resulting in lower levels of dihydro-
testosterone.14

Oral contraceptives are among the
primary therapies for hirsutism, with
60% to 100% of women experiencing
improvement.9 The American College
of Obstetricians and Gynecologists 
acknowledges the benefits of OCs for

treatment of hirsutism: “The main-
stay of medical therapy [for hirsutism]
is low-dose combination oral contra-
ceptives, which effectively suppress
ovarian function and reduce ovarian
androgen secretion.”10

Severe hirsutism may be treated
with antiandrogen agents, including
spironolactone and cyproterone ac-
etate (not available in the US).2
Patients should understand that hor-
monal therapy for hirsutism does not
produce immediate results. Six to 8
months of cyclic or continuous OC
treatment may be required before dif-
ferences are noted.2

Numerous studies have reported
acne improvement with various OC
formulations in women with and
without PCOS.15-21 On average, OC
use is associated with a 50% reduction
in total acne lesions.

Evidence does not support a dis-
tinction in OC formulations for
treating androgen-related conditions.
The hypothesis that various OCs dif-
fer importantly in “androgenicity”
lacks a scientific basis. In a 1999 re-
view article, Ian Thorneycroft, MD,

PhD, Professor of Obstetrics and Gy-
necology at the University of South
Alabama, explained, “[C]ombination
OCs have shown no clinically mean-
ingful androgenic effects in human
beings. ... [B]ecause of their ovarian
suppression and estrogen component,
all combination OCs are, in fact, 
antiandrogenic. They reduce free
testosterone and decrease conversion
of testosterone to the biologically 
active 5α-androstenediol. ... Despite
the discussion that followed the de-
velopment of the ‘less androgenic’
third-generation progestins regarding
their causing fewer androgen-related
side effects than those OCs already in
use, such speculations have not been
borne out.”13

Indeed, the most recent oral con-
traceptive to be submitted to the FDA
for an acne indication contains a
progestin often mislabeled relatively
“androgenic.” Two double-blind, ran-
domized controlled trials evaluated
acne reduction with a monophasic
OC containing ethinyl estradiol 20 µg
and levonorgestrel 100 µg.19,20 The tri-
als compared inflammatory lesion

Figure 1

Mean Percentage Change in Acne Lesions in Two Randomized Controlled Trials 
of a Levonorgestrel-Containing OC
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counts, total lesion counts, and inves-
tigator global assessment among more
than 700 women randomized to re-
ceive either the OC or placebo for six
28-day cycles. Compared to placebo,
the levonorgestrel-containing OC
produced significantly fewer inflam-
matory and total lesion counts
(p<0.05) in cycles 2 through 6 (Figure
1). In addition, the clear/almost clear
global assessment score was signifi-
cantly higher (p<0.05) in the OC
group during cycles 3 through 6.19-21

“I explain to my patients that the
benefit for acne is something that 
applies to oral contraceptives, in 
general,” says S. Jean Emans, MD, 
Associate Editor of The Contraception
Report, who sees many young patients
with PCOS in her role as Chief of
Adolescent/Young Adult Medicine at
Children’s Hospital in Boston. “It’s
important to explain that acne is im-
proved by OCs, in general, and to
take the patient’s history (such as
prior OC experience) into account
when prescribing a particular pill.
Similarly, there are no studies show-
ing a best OC for PCOS; they all lower
the free testosterone level.”

In addition to treating hirsutism
and acne, OCs may be useful in re-
ducing some long-term health risks
associated with PCOS. Unopposed 
estrogen in women with PCOS may
increase the risk of endometrial can-
cer. OC use alleviates the endometrial
hyperplasia associated with anovula-
tory states and has been shown to

reduce the risk of endometrial cancer
by 50% in pill users compared with
never users.22 When combined with
diet and lifestyle changes to reduce
other long-term health risks, such 
as diabetes and cardiovascular disease,
combination OCs are a useful thera-
peutic modality for women with
PCOS.

References on back cover
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3) state the proportion of US women who believe oral contra-
ceptive use has substantial health risks;

4) identify the proportion of US television programming that
contains sexual content; and,

5) describe the most common side effects of the transdermal
contraceptive patch.

Educational Method: The information is presented in a mono-
graph, and the reader’s knowledge is tested by the continuing
medical education (CME) quiz. It will take the participant ap-
proximately 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 per-
ceived 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 mid-
wives, and others involved in reproductive health care.

CME Information: This activity has been planned and imple-
mented 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.

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.

CME continued from page 2

Take Home Messages
• Androgenic disorders are the most common endocrinopathy of women,

affecting 5% to 10%

• About 65% to 85% of hyperandrogenic women have PCOS

• Clinical manifestations of PCOS include hirsutism, acne, obesity, anovula-
tion, and menstrual irregularities

• Type 2 diabetes, cardiovascular disease, endometrial cancer, and 
diminished quality of life are long-term health risks for many women 
with PCOS

• Combination OCs are effective treatment for menstrual irregularities and
hyperandrogenic symptoms of PCOS, such as hirsutism and acne

• OCs also help protect women with PCOS from endometrial cancer
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SUMMARY
Unbalanced or inaccurate media

reporting has created public
perceptions of the birth control pill
that are unwarranted. Although 
some misperceptions have declined 
in recent years, women continue to
overestimate health risks of oral
contraceptives. Many continue to be
unaware of the pill’s noncontraceptive
health benefits. Several recent studies
illustrate these trends.

Introduction
Negative media reporting contri-

butes to patient misperceptions and
contraceptive discontinuation. An 
in-depth analysis of use of OCs and
the intrauterine device between 1970
and 1975 documented increased rates
of stopping OCs after unfavorable
news stories about the methods ap-
peared in print and on television.1
Rates of discontinuation climbed for 
5 to 6 months after negative publici-
ty. Other surveys have revealed a
tendency to overreport risks of OCs,
particularly breast cancer, and under-
report health benefits.2,3 The most
recent pill scare occurred in 1995,
when the UK’s drug regulatory 
agency warned patients about venous
thromboembolism risks with OCs
containing desogestrel or gestodene.
The warning scared women and
caused an increase in unintended
pregnancy and abortion.4-8

A 1993 study of women coming to
the Yale University Health Services’
Department of Obstetrics and 
Gynecology (students, faculty, and
employees) suggested that education-
al status has little effect on misper-
ceptions about OCs.9 In this study,
49% of women believed there were
substantial risks to using the pill —
close to half (47%) thought OCs
caused breast cancer. Furthermore, 
between 80% and 95% of respondents
were unaware of health benefits asso-
ciated with OC use.

The media likely influence adoles-
cents, in particular. In a policy
statement published earlier this year,
the American Academy of Pediatrics
(AAP) outlined issues related to sexu-
ality, contraception, and the media.10

According to the AAP, adolescents
spend more than 40 hours each week
using the three leading forms of
media among this age group — televi-
sion, music, and the Internet (Figure
1). The average US teen will view
nearly 14,000 sexual references each

year, yet fewer than 200 mention
contraception, abstinence, or the risk
of pregnancy or sexually transmitted
diseases. Adolescents rank media sec-
ond only to school sex education
programs as a leading source of infor-
mation about sex. By the time teens
graduate from high school, however,
they will have spent 15,000 hours in
front of the television versus 12,000
in the classroom.10

Recent Studies
In the past 2 years, several studies

and surveys have examined trends re-
lated to contraception and the media.
The results are mixed. On the one
hand, the proportion of women who
believe OC use is associated with sub-
stantial health risks has declined
steadily over the past 15 years. On the
other, the proportion of television
programming containing sexual con-
tent is rising, while references to
associated risks and responsibilities

Update: The Media and Contraception 

Figure 1

Time US Adolescents Spend
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are rare. Moreover, reporting by
major newspapers continues to 
emphasize the “bad news” about 
contraception and virtually ignores
news on OC health benefits.

ACOG Poll
Last year, the American College 

of Obstetricians and Gynecologists
(ACOG) conducted the third in a 
series of polls regarding US women’s
attitudes toward oral contraception.11

The Gallup survey of 750 women
aged 18 years or older revealed a
steady decline in fears surrounding
OC use (Figure 2). In ACOG’s 1985
poll, more than three-quarters of
women believed pill use carried 
“substantial health risks.”12 This fig-
ure dropped to just over half in
1993.13 In the 2000 survey, 41% of
women associated substantial risk
with OC use.11

Cancer remains the number one
fear associated with oral contracep-
tives. In the 2000 ACOG poll, 16% of
women believing there were health
risks associated with pill use cited
cancer, down from about 30% in
1985 and 1993. Fourteen percent
cited blood clots as an OC risk, com-
pared with 23% in 1985.11-13

“As the pill enters midlife, this is
definitely progress,” said Ralph W.

Hale, MD, ACOG’s Executive Vice
President. The organization launched
a public education campaign in 1995
to increase awareness of OC safety
and benefits. “We wanted women to
know that the pill is far safer today
than it was in the early 1960s, when
it had nearly four times the amount
of estrogen and nearly 10 times the
amount of progestin as it does now.
That message appears to be getting
across,” added Dr. Hale. 

The latest ACOG poll shows a
small increase in women’s awareness
of OC health benefits. The positive
message about OC health benefits is
“filtering through, but at a slower
pace,” Dr. Hale continued. About half
of women (48%) knew OC use had
noncontraceptive health benefits,
compared with 42% in 1993.11,13 Acne
treatment and cycle regulation were

the most commonly named benefits.
Despite this rise in awareness, how-
ever, just over half of women (52%)
could not name any noncontracep-
tive health benefits of OCs.11

“Sex on TV” Study
Another recent study documented

the increased sexual nature of televi-
sion programming. Earlier this year,
the Kaiser Family Foundation re-
leased the results of its second “Sex
on TV” study, a biennial report mea-
suring sexual content on television.14

Researchers examined more than
1,100 programs that aired from Octo-
ber 1999 to March 2000 on ABC,
CBS, Fox, HBO, Lifetime, NBC, TNT,
PBS, USA, and WB. The study looked
at movies, dramas, sitcoms, soap op-
eras, news magazines, talk shows,
and reality shows.

Overall, the number of television
programs with sexual content rose
from about half (56%) in 1999 to
about two-thirds (68%) in 2001.
Other than small declines among
soap operas and talk shows, sexual
content increased in all other types
of television programming from
1999 to 2001 (Figure 3).14,15

Figure 2

Proportion of US Women Who
Believe OC Use Is Associated
with Substantial Health Risks,

by Year of Poll
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Gynecologists, 2000 (see reference 11).

Figure 3

Proportion of Television Programming Containing Sexual Content,
by Type of Program, 1999 and 2001
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In the latest ACOG poll, 
52% of women could not 

name any noncontraceptive
health benefits of OCs.
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Despite the substantial increase in
sexual content, the proportion of tele-
vision shows that included safe sex
messages remained low. Overall, 10%
of shows with sexual content made at
least a passing reference to the risks
and responsibilities of sexual activi-
ty—about the same as the 9%
reported in 1999. Situation comedies,
which had a 50% increase in sexual
content between 1999 and 2001, are
the type of programming least likely
(5%) to contain references to the risks
and responsibilities of intercourse
(Figure 4).

The Pill and the Press
Another recent review examined

newspaper bias toward reporting “bad
news” over “good news” with regard
to contraception and health risk.3 The
report looked at newspaper coverage
of nine studies on the health effects
of OCs published in the New England
Journal of Medicine or the Journal of the
American Medical Association between
1986 and 1997. All nine studies re-
ported no increase in breast cancer or
protective effects against ovarian and
endometrial cancers.

By and large, the major US newspa-
pers essentially ignored the findings.
Moreover, in some cases, the newspa-

pers instead reported about other in-
conclusive studies that suggested 
an OC-breast cancer link. 

Three major reports from the 
Cancer and Steroid Hormone (CASH)
Study were among the journal articles
ignored by the press. One CASH 
report showed that OC use for 12

provided only a brief mention in its
“National Report” column.3

“Bad news” received much more
attention and prominent placement
in the newspapers. In January 1989, a
Food and Drug Administration advi-
sory panel met to consider revising
OC labeling in light of several small
studies that reported associations be-
tween OCs and breast cancer in
discrete population groups. The panel
decided against the change, determin-
ing that the data were inconclusive.
Nevertheless, the Washington Post car-
ried a front-page story headlined
“FDA Panel To Consider Pill Warn-
ings.” The New York Times used the
occasion to run a four-part, front-page
series about the fear of the connec-
tion between breast cancer and OC
use. The headline of an accompany-
ing editorial asked, “The Pill: What’s a
Woman to Do?”3

Unfortunately, good news about
oral contraceptives cannot compete
with other, more “newsworthy”
events. In short, the report confirmed
the old adage: bad news sells newspa-
pers, good news does not. 

Getting the Word Out
With the media reluctant to report

the benefits of oral contraceptives,
the task may ultimately fall to clini-
cians. Practitioners may particularly
want to discuss noncontraceptive OC
health benefits with new users (Table
1). This information may help en-
courage 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% CI, 1.3-3.6).19

Counseling about menstrual cycle
benefits may help improve satisfac-
tion. Many women find cycle
regularity, lighter periods, and relief
of dysmenorrhea welcome effects of
the pill. This is especially true for
teenagers and women over age 40
years, who are likely to experience
cycle irregularity and increased men-
strual flow. Acne improvement is

Figure 4

Proportion of Television Shows with Sexual Content 
That Also Contain References to Risks and Responsibilities, 
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Source: Kaiser Family Foundation, 2001 (see reference 14).

With the media reluctant 
to report the benefits of 

oral contraceptives, 
the task may ultimately 

fall to clinicians.

months or longer conferred protec-
tion against all three major histologi-
cal subtypes of endometrial cancer.16

Another CASH report found that OC
use decreased the risk of epithelial
ovarian cancer.17 Neither finding was
reported by any of the four major
newspapers studied (The New York
Times, Washington Post, Chicago Tri-
bune, and Los Angeles Times).3

A third CASH report found no sup-
port for the latent effect of OCs on
breast cancer risk.18 Three of the four
major US newspapers ignored this
finding, while the Chicago Tribune
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another benefit, especially among
adolescents and young adults. Lastly,
clinicians may want to stress the good
news about reduced risk of endome-
trial and ovarian cancers, as well as
protection against other serious
health conditions.
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Table 1

Noncontraceptive Health 
Benefits of Oral Contraceptives

Prevention of reproductive 
malignancies:

• Ovarian cancer 
• Endometrial cancer

Protection against other 
health conditions:

• Pelvic inflammatory disease
requiring hospitalization 

• Benign breast disease
• Ectopic pregnancy

Menstrual cycle improvements:
• More regular and predictable

cycles 
• Reduced menstrual flow 
• Reduced dysmenorrhea 
• Increased iron stores (protection

against anemia)
• Restoration of bleeding in 

anovulatory women

Source: American College of Obstetricians
and Gynecologists, 2000 (see reference 11).

Take Home Messages
• Negative media reporting contributes to contraceptive discontinuation

and patient misperceptions

• Although misperceptions have declined in recent years, women continue
to overestimate health risks; more than 40% attribute substantial risk to
OC use

• About half of US women are unable to name any noncontraceptive health
benefit of OCs

• Adolescents are particularly susceptible to media influence

• Two-thirds of all television programming contains sexual content, yet only
10% mention risks and responsibilities

• Newspaper reporting continues to emphasize “bad news” over “good
news” with regard to contraception and health risk

• Providing patients with information about OC health benefits may help
encourage correct and consistent use and improve satisfaction
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SUMMARY
The US Food and Drug

Administration (FDA) is evaluating a
transdermal contraceptive patch. The
method releases the progestin norel-
gestromin (17-deacylnorgestimate)
150 µµg and ethinyl estradiol (EE) 
20 µµg daily. The patch is typically
applied to the abdomen or buttocks,
left in place for 7 days, then removed
and discarded. Three consecutive 7-
day patches are typically followed 
by a patch-free week to allow
withdrawal bleeding. Contraceptive
efficacy is high; a recent trial reported
a Pearl index of 1.2. Women using the
patch are more likely to experience
breakthrough bleeding and/or
spotting during the first 2 months
compared with users of a triphasic
levonorgestrel-containing OC. The
primary side effects of the patch are
headache, nausea, application site
reactions, and breast discomfort.
Application site reaction was the
leading cause of discontinuation in 
a US trial.

Introduction
The FDA is evaluating a transder-

mal contraceptive patch containing
norelgestromin and ethinyl estradiol.
Norelgestromin is the primary active
metabolite of norgestimate, a prog-
estin used in oral contraceptives.
Biochemically, norelgestromin is
known as 17-deacylnorgestimate or
levonorgestrel-3-oxime. The product,
the Ortho Evra™* transdermal system,
would be the first prescription trans-
dermal contraceptive to become
available anywhere in the world. The
manufacturer submitted its new drug
application (NDA) to the FDA in De-
cember 2000.1 The agency’s standard
review period for an NDA is 12
months; approval could come by 
December 2001 or early 2002. The
company, which also applied for mar-
keting approval in Europe, has yet to
determine a price for the patch.2

The transdermal contraceptive
patch is about 4.5 cm square — rough-
ly the size of a matchbook. The thin
matrix patch consists of three layers.
A polyester outer layer provides pro-
tection for the medicated middle
layer, which also contains the adhe-

sive. The third layer is a clear poly-
ester liner that the user removes prior
to application. The patch is typically
applied to the lower abdomen or but-
tocks, although upper outer arm or
upper torso are also acceptable sites.3

Each patch is formulated to deliver
norelgestromin 150 µg and EE 20 µg
daily to the systemic circulation for 
7 days. After the 7-day period, the
woman removes the patch, discards it,
and applies a new one near to where
the previous patch was removed, 
although not to the same location.
Three consecutive 7-day patches are
typically followed by a patch-free
week to allow withdrawal bleeding.3

Few studies have been published re-
garding the transdermal contraceptive
patch. Investigators have presented
pharmacokinetic, safety, and compli-
ance data, some of which are available
in abstracts.4-11 The results of a pro-
spective clinical trial comparing the
contraceptive efficacy, cycle control,
compliance, and safety of the trans-
dermal patch (812 women) with a
triphasic oral contraceptive (605
women) were published in May
2001.3 The OC contained levonor-
gestrel 50 µg and EE 30 µg days 
1 to 6, levonorgestrel 75 µg and EE 
40 µg days 7 to 11, levonorgestrel 
125 µg and EE 30 µg days 12 to 21,
and placebo for days 22 to 28. The
multicenter study was conducted at
45 sites in the US and Canada. Partici-
pants were sexually active women
aged 18 to 45 years who were at risk
of pregnancy. Women in the trial par-
ticipated for 6 or 13 cycles. 

Efficacy and Cycle Control
The trial reported high efficacy

with both the transdermal patch and
the OC. Five pregnancies occurred in
the patch group (four attributed to
method failure, one to user failure),
resulting in an overall Pearl index of

Transdermal Contraceptive Patch Awaiting US Approval

Transdermal 
Contraceptive Patch

Source: Johnson & Johnson.

*Brand names are used for identification purposes only and do not imply endorsement.
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1.2. Seven pregnancies occurred in
the OC group (four method failures,
three user failures), resulting in an
overall Pearl index of 2.2. The differ-
ence in efficacy was not statistically
significant.3 Nonetheless, because of
the lack of bias in the trial, the differ-
ence in efficacy may be real and
clinically important.

The trial evaluated cycle control
from information recorded on daily
diary cards based on FDA criteria.
Breakthrough bleeding and spotting
were defined as any bleeding and
spotting occurring on days 1 through
21, other than bleeding contiguous
with menses. Bleeding that required
sanitary protection of more than one
pad or tampon was considered break-
through bleeding. Two continuous
cycles without any bleeding or spot-
ting was considered amenorrhea.3

The incidence of breakthrough
bleeding or spotting was significantly
higher in the patch group during the
first two cycles. In the first cycle of
use, about one-fifth of patch users
experienced breakthrough bleeding
or spotting — 60% more than in the
OC group (Figure 1). The incidence
of breakthrough bleeding and spot-
ting decreased over time. With
respect to breakthrough bleeding
alone, the two groups did not differ
significantly at any cycle. Amenor-
rhea was rare, occurring in 0.1% of
patch users and 0.2% of OC users.3

Compliance
Compliance with the prescribed

dosing schedule was significantly
higher in patch users (p<0.001). Per-
fect compliance was defined as 21
consecutive days of drug-taking fol-
lowed by a drug-free interval of 7
days. Women in the patch group
were permitted to use replacement
patches, if necessary. Overall, perfect
compliance was reported in 89% of
cycles among patch users and 79% 
of OC user cycles. The once-a-week
dosing of the patch is credited for the
observed higher compliance vs daily
pill-taking with the OC.3

A small proportion of the trans-
dermal contraceptive patches had to

be replaced because of poor adhe-
sion. Women using the patch were
permitted to maintain usual activi-
ties, including bathing and swim-
ming, but were advised not to apply
creams, oils, or cosmetics on or near
the patch site. About 5% of patches
had to be replaced during the study
period — 3% following partial detach-
ment and 2% as a result of complete
detachment.3

Safety and Side Effects
The transdermal contraceptive

patch was well tolerated. Investiga-
tors conducted clinical laboratory
tests (hematology and serum chem-
istry); checked blood pressure, pulse
rate, and temperature; and performed
physical and gynecologic examina-
tions prior to the start of the study

and at the final visit. No clinically 
relevant changes occurred, although
total cholesterol concentrations in-
creased in both groups. The mean
cholesterol increase in patch users 
(16 mg/dL) was significantly higher
than in the OC group (8 mg/dL)
(p<0.001). Triglyceride levels also 
increased more in the patch group 
(10 mg/dL) than in the OC group 
(1 mg/dL) (p=0.008). Both treatment
groups experienced a small increase
in mean body weight (0.4 kg).3

Side effects were similar in patch
and OC users, with the exception of
application site reactions in the patch
group. Among patch users, the prima-
ry side effects were headache, nausea,
application site reactions, and breast
discomfort, each of which was report-
ed by about one-fifth of women
(Figure 2). Incidence of side effects
was similar between the two treat-
ment groups, although the overall
occurrence of breast discomfort was
significantly higher among patch
users (19%) vs OC users (6%)
(p<0.001).3

Application site reactions led to
discontinuation in about 3% of patch
users (Figure 3). Other side effects

Figure 1

Frequency of Breakthrough Bleeding or Spotting
in Users of a Transdermal Contraceptive Patch and an 

Oral Contraceptive, by Cycle
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In the first cycle of use, 
about one-fifth of patch users

experienced breakthrough
bleeding or spotting — 60%
more than in the OC group.
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causing women to stop using the
patch included nausea, headache,
dysmenorrhea, and breast discomfort.
Unfortunately, the study did not 
report the rate of discontinuation 
related to breakthrough bleeding
and/or spotting — a commonly cited
factor among women stopping hor-
monal contraceptive methods.
Overall, 30% of patch users and 24%
of OC users withdrew from the study
or were lost to follow-up.3
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Take Home Messages
• The transdermal contraceptive patch is highly effective (first-year failure

rate is 1.2%)

• The patch is about the size of a matchbook and delivers norelgestromin
150 µg and ethinyl estradiol 20 µg daily

• Typical application sites are the lower abdomen or buttocks; upper outer
arm or upper torso are also acceptable

• Each patch is used for 7 days, then removed and discarded; three 
consecutive patches are followed by a patch-free week

• Patch users are more likely to experience breakthrough bleeding and/or
spotting during the first 2 months of use than OC users

• The primary side effects are headache, nausea, application site reactions,
and breast discomfort

• Compliance is greater with the patch than with OCs, yet pregnancy rates 
are similar
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The
CONTRACEPTION

Report

1. Androgenic disorders affect what proportion of 
US women
a. fewer than 5%
b. 5% to 10%
c. 15% to 20%
d. more than 20%

2. About 65% to 85% of hyperandrogenic women have
a. idiopathic hirsutism
b. adrenal hyperplasia
c. polycystic ovary syndrome
d. Cushing’s syndrome

3. Combination oral contraceptives are effective in 
treating each of the following symptoms of polycystic
ovary syndrome EXCEPT 
a. hirsutism
b. androgenic alopecia
c. acne
d. menstrual irregularities

4. In the most recent Gallup poll by the American College
of Obstetricians and Gynecologists, about what propor-
tion of US women believed OC use had substantial
health risks
a. 10%
b. 20%
c. 30%
d. 40%

5. According to the most recent Gallup poll by the
American College of Obstetricians and Gynecologists,
the number one fear women have about OCs is
a. cancer
b. blood clots
c. stroke
d. infertility

6. In the most recent Gallup poll by the American College
of Obstetricians and Gynecologists, what proportion of
women knew OC use had noncontraceptive health
benefits
a. one-quarter
b. one-third
c. one-half
d. two-thirds

7. According to a 2001 report from the Kaiser Family
Foundation, what proportion of television program-
ming contains sexual content
a. one-quarter
b. one-third
c. one-half
d. two-thirds

8. A recent US trial of a transdermal contraceptive patch
reported a Pearl index of
a. 0.2
b. 1.2
c. 2.2
d. 3.2

9. In the first cycle of use, what proportion of transdermal
contraceptive patch users experience breakthrough
bleeding or spotting
a. one-tenth
b. one-fifth
c. one-quarter
d. one-third

10. Each of the following is a common side effect in 
transdermal contraceptive patch users EXCEPT
a. headache
b. nausea
c. application site reactions
d. weight gain

Please mark your answers on the CME Quiz Answer Form.
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