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Statement of Need: Continuing research into present and future methods of birth
control makes it important for clinicians to stay informed about the most up-to-date
findings concerning contraception. Clinicians involved in reproductive health care need
to understand the latest data about the risk of stroke with oral contraceptive (OC) use.
The findings of two recent studies shed new light on the issue and suggest patient
screening guidelines to reduce any stroke risk to a minimum. In addition, clinicians need
to be aware of the growing evidence that suggests that OCs and hormone replacement
therapy may protect women against colorectal cancer and the results of a new survey that
tells what teens think about the information they receive about sex, birth control and
sexually transmitted disease.

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

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

1) state the approximate risk of ischemic and hemorrhagic stroke found in women taking
low-dose OCs in the Kaiser Permanente health maintenance organization in the
United States;

2) describe the results of the World Health Organization case-control study with regard
to the overall risk of stroke, and the risk of ischemic and hemorrhagic stroke in users
of OCs;

3) identify two risk factors that increase the risk of stroke in users of OCs;

4) name two reasons that teens in the Kaiser survey gave for teens having unplanned
pregnancies; and,

5) state the approximate percentage reduction in the risk of colorectal cancer with OC
use found in the study by Fernandez et al.

Educational Method: The information is presented in a monograph, and the reader's
knowledge is tested by the CME quiz.

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

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

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

Certifying Institution: Dannemiller Memorial Educational Foundation is accredited
by the Accreditation Council for Continuing Medical Education to sponsor Continuing
Medical Education for physicians.

Dannemiller Memorial Educational Foundation designates this continuing medical
education activity for 1 credit hour in Category 1 of the Physician's Recognition Award of
the American Medical Association.

This CME activity was planned and produced in accordance with the ACCME Essentials.

Produced in cooperation with:
e Association of Reproductive Health Professionals e Planned Parenthood® Federation of America, Inc.
e The National Association of Nurse Practitioners in Reproductive Health

The Contraception Report © 1996
Emron, Inc., 15 Independence Blvd., Warren, NJ 07059 Fax 908-647-8558
This program is provided to the professional medical community through an
educational grant from Wyeth-Ayerst Laboratories.
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Dear Colleague:

Two recent studies confirm the safety of oral contraceptives (OCs) with regard to the risk of stroke.
Importantly, both reports suggest proper screening guidelines to minimize any risk even further.
The findings come from the United States, Europe, and developing nations. The U.S. data,
collected from a large health maintenance organization, Kaiser Permanente in California, indicate
two things: First, stroke is very rare in women of childbearing age. Second, healthy, nonsmoking
women without hypertension or diabetes have no increased risk of stroke when using currently
available low-dose OCs. This is very important information for women and their health care
providers.

The World Health Organization data are also reassuring. Among European users of low-dose
OCs, no significant excess risk of stroke appeared. Women in developing countries, on the other
hand, consistently had a higher risk of stroke. Investigators suggest this disparity is at least partly
due to differences in prescribing and screening habits.

This issue of The Contraception Report also highlights intriguing data which suggest that OCs
and hormone replacement therapy may reduce the risk of colorectal cancer. We also present
the results of a new teen survey about sex, sexually transmitted disease and birth control.

The Patient Update provides your patients with information concerning the cervical cap.
We hope you find this information useful in your practice.

Sincerely yours,

David A. Grimes, MD
Executive Editor



Recent Studies Confirm the Safety of

Oral Contraceptives with Respect to Stroke

INTRODUCTION

Oral contraceptives (OCs) confer
substantial health benefits, but have
also been associated with an increased
risk of cardiovascular disease. Shortly
after the pill’s introduction to the mar-
ket in 1960, case reports of ischemic
stroke suggested an association with
OC use.! Studies published during
the 1960s and 1970s found an associa-
tion between OC use and thrombotic
stroke,>” and suggested a link between
OC use and hemorrhagic stroke,
although the latter association was
less clear.”? Thoughtful reviews
questioned the validity of these
alleged associations.!%!! More recent
studies have yielded inconsistent
results.’>2! Importantly, over the past
two decades, estimates of the size of
these effects have dropped, probably
due to changes in pill formulation,
prescribing practices and use of more
sophisticated epidemiologic methods.

Several good reasons exist for the
uncertainty concerning OC use and
stroke. Many researchers believe that
the difference between the higher risk
reported in early studies and the much
lower risk in more recent studies is
related to differences in the estrogen
levels of the OCs studied. Others
believe that the early epidemiologic
studies were fundamentally flawed
and overstated the risk from the
beginning.!1.22

Steroid doses in OCs have declined
greatly. When first marketed, OCs
contained 150 mcg of estrogen; during
the '60s and '70s formulations typi-
cally contained 50 to 100 mcg. In the
United States, most products now have
30 to 35 mcg of estrogen. Some con-
tain as little as 20 mcg. Furthermore,
the dose of progestin has been lowered
about tenfold.

Was the higher dose of estrogen
solely responsible for the higher level
of risk? It has been difficult to tell

because several other trends occurred
simultaneously.'2223 For example,
selective prescribing practices, ie,
excluding women with risk factors for
cardiovascular disease, likely resulted
in healthier pill-taking populations.
Furthermore, subsequent reviews
of early data clearly indicate that
the findings were confounded by
the presence of other, then unsus-
pected, risk factors — smoking and
hypertension.!23

Recent studies, therefore, have tried
to be more accurate in determining
true risks for OC users in several

Although previous studies associated
OC use with increased risk of ischemic
stroke, the correlation between OC
use and hemorrhagic stroke has been
less clear, probably due to inadequate
differentiation of stroke type. There-
fore, hospital-based studies have
sought to produce bigger samples with
more accurately diagnosed cases based
on imaging studies.

Two studies published in the sum-
mer of 1996 provide valuable new
data on stroke and OC use. The first,
from Petitti et al, examined users of
OCs in a large health maintenance

Both reports provide further confirmation of the safety
of OCs, particularly those with 35 mcg or less of
ethinyl estradiol, in healthy nonsmoking women.

ways. First, researchers now use more
rigorous methods. The development
of computerized multivariate analysis,
such as multiple logistic regression,
has sharpened the ability of researchers
to untangle the various confounding
factors influencing results. Smoking
and hypertension, in particular, have
received considerable attention be-
cause these risk factors are suspected
of being the primary confounders in
earlier data.

Second, some newer studies have
tried to avoid misclassification of
products. For example, some forms
of “50 mcg” estrogen tablets — those
that contain mestranol — are actually
bioequivalent to 35 mcg ethinyl
estradiol OCs.?* This misclassification
of estrogen dose can introduce
information bias.

Finally, technological advances
have allowed more accurate diagnosis.

organization (HMO) in California.?
The second, from the World Health
Organization (WHO), studied OC
users in Europe and developing
countries.26:27

INTERPRETATION OF RISK

A relative risk (RR) is a measure of
association that can be obtained from
prospective studies. An RR of 1.0
indicates no association between the
exposure (OCs) and outcome (stroke).
A relative risk greater than 1.0 indicates
an increased risk; an RR lower than 1.0
indicates a decreased risk. Odds ratios
(ORs) are a measure of association
derived from case-control studies and
are a good approximation of relative
risks for infrequent diseases.

A relative risk must be interpreted
in light of its confidence interval. Con-
fidence intervals indicate how precise
the RR estimate is. A narrow confi-



dence interval implies good precision,
and vice versa. Confidence intervals
that include 1.0 indicate that the
result could be due to chance (p>0.05).
Confidence intervals that exclude 1.0
are considered statistically significant
at the p<0.05 level.

Many of the associations in both
the Petitti et al and WHO investiga-
tions have confidence intervals which
include 1.0, and are not statistically
significant at p<0.05. Moreover, the
clinical significance of these small
effects is unclear. In fact, both reports
provide further confirmation of the
safety of OCs, particularly those with
35 mcg or less of ethinyl estradiol, in
healthy nonsmoking women.

EVIDENCE FROM THE UNITED STATES

Early prospective U.S. studies, the
Walnut Creek and Puget Sound Group
Health Cooperative investigations,
looked at women using high-dose
products.'72¢ The National Institutes
of Health supported the Walnut
Creek study for 8 years.?8 During
that time, among current OC users
who did not smoke, there was only
a single case each of myocardial
infarction (MI), cerebral thrombosis,
and pulmonary embolism. Although
the study found an association be-
tween OC use and subarachnoid
hemorrhage, the investigators noted
the association was based on tiny
numbers and emphasized that unde-
termined confounding factors may
have influenced the results.

Puget Sound data revealed no link
between OC use and stroke. This
prospective study linked computerized
pharmacy records and discharge
diagnoses from hospitals participating
in the Puget Sound Group Health
Cooperative.l” After 6 years of follow-
up of 65,000 women, there were eight
strokes; only one was in an OC user.

Petitti et al provide the first evalu-
ation of U.S. data on the relation
between current, lower-dose OC use
and the risk of stroke. This large
population-based, case-control study
concluded that stroke is rare among
women of childbearing age, and that
low-estrogen OC use does not appear

Figure 1
Adjusted Odds Ratios for Ischemic, Hemorrhagic, and

All Types of Stroke According to Use of Oral Contraceptives

in the Kaiser Permanente Population
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to affect the risk of stroke in healthy
women.?

The study population came from
the Kaiser Permanente Medical Care
Programs of Northern and Southern
California. In this HMO membership,
virtually all (96%) of the women used
OC formulations containing <50 mcg
of ethinyl estradiol. Researchers iden-
tified all fatal and nonfatal strokes
that occurred between 1991 and 1994
among female members between the
ages of 15 and 44 years. Controls
came from the same population.

A total of 408 confirmed strokes
occurred among 1.1 million women
during 3.6 million women-years of
observation. Of the identified stroke
patients, interviews were completed
for 357. Those with venous strokes
or strokes of unknown type were
excluded from final analyses in order
to focus on arterial vascular disease.
Women who had had hysterectomies
or were pregnant at the time of the
stroke were dropped from analysis.
Multivariate analyses developed odds
ratios adjusted for major independent

S

risk factors for stroke: cigarette
smoking, hypertension, and diabetes.

Risk oF STROKE NOT SIGNIFICANTLY
INCREASED AMONG CURRENT USERS OF
Low-DosE ESTROGEN OCs

The authors found no increase
in the overall risk of arterial stroke
(either ischemic or hemorrhagic)
among current, low-dose OC users
(Figure 1). On the basis of data from
295 women with stroke and their
controls, the adjusted odds ratio for
ischemic stroke among current users
(as compared to former users and
those who had never used OCs)
was 1.2 (95% confidence interval
[CI], 0.5-2.6). The adjusted odds
ratio for hemorrhagic stroke was
1.1 (95% CI, 0.6-2.2). Past users
had no increased risk of stroke. In
fact, past users had a significantly
decreased risk of ischemic stroke
compared to never users (OR=0.5;
95% CI, 0.3-0.98)

Findings were similar for the
subgroup of women who had sub-
arachnoid hemorrhage. Among



current users compared with former-
and never-users, the odds ratio was
1.5 (95% ClI, 0.6-3.6). Three studies
published since 1992 also compared
current OC users with former- and
never-users for risk of subarachnoid
hemorrhage. In those studies, the
adjusted relative risk among current
OC users was 1.1 (95% CI, 0.6-1.9) in
the Thorogood and Mann study; the
odds ratio was 0.9 (95% CI, 0.2-3.6) in
Longstreth; and in the Royal College
of General Practitioners’ (RCGP) study,
which is the largest and longest-term
of the three, the odds ratio was 1.5
(95% CI, 0.6-3.7).182021 The Kaiser
study results support these recent
findings of little or no increased risk
of subarachnoid hemorrhage with
OC use.

SMOKING OR HYPERTENSION

The study found a positive inter-
action between current OC use and
smoking with respect to hemorrhagic
stroke (p=0.04), but not ischemic
stroke. Petitti et al reported an odds
ratio for hemorrhagic stroke of 3.6
(95% CI, 0.95-13.9) among OC users
who smoked as compared to a ratio of
0.8 (95% CI, 0.4-1.7) among those
who did not smoke.

What about the link between stroke,
OC use and hypertension? In the
Kaiser sample there were so few
current OC users who also had hyper-
tension that the researchers were
unable to estimate a combined odds
ratio for that subgroup. The data were
also scant with regard to whether
progestin type might influence risk
of stroke.

The results suggest that careful
screening of women for risk factors
such as hypertension and diabetes
may have helped lower the risk of
stroke. According to the authors,
“the virtually exclusive use of OCs
containing less than 50 mcg of
ethinyl estradiol and the selective
prescribing of OCs to younger women
without hypertension or diabetes is a
plausible explanation for the lack of
elevation in the risk of stroke in this
study population.” They further
cautioned that the confidence intervals

Figure 2

Adjusted Odds Ratios for Ischemic and Hemorrhagic Stroke

in European Users of Oral Contraceptives by Estrogen Dose
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for risk estimates among current
users were wide, and researchers were
“unable to reliably differentiate be-
tween a true null effect and a true
small or moderate increase in risk.”
However, the confidence intervals are
also equally compatible with a small
or moderate decrease in risk, as well.

WHO DATA FROM EUROPE AND
DEVELOPING COUNTRIES

Data from Europe and developing
countries are also reassuring. The
more recent and considerably larger
study regarding OC use and stroke
was performed by the WHO Collabo-
rative Study of Cardiovascular Disease
and Steroid Hormone Contraception.
The entire study sought to assess
the risk of MI and venous thromboem-
bolism (VTE), in addition to the risk
of stroke. Overall, the study population
comprised 3,792 identified cases of
stroke, MI, and VTE, and 10,281 hos-
pitalized controls matched for age.

Stroke data appeared in two reports
in August of 1996.2627 This hospital-
based study assessed the odds ratios
for ischemic stroke based on 697

identified cases, and for hemorrhagic
stroke based on 1,068 identified cases.
The study took place over a 4-year
period, completed in June of 1993,
across 17 countries in Europe, Africa,
Asia, and Latin America. The latter
three regions comprised “developing
countries” in data analyses.

The primary aim of the stroke study
was to assess whether current OC use
is associated with an increased risk of
first-time stroke. It also evaluated the
risk according to region and assessed
whether the risk differed among sub-
groups of women with established
risk factors for stroke, ie, cigarette
smoking, hypertension and older age.
Finally, this study compared risk
differences among users of high- and
low-dose estrogen pills and second-
and third-generation combination
OCs. Pills containing 50 mcg of
mestranol were grouped with low-
dose estrogen products.

One of the unique features of
this study was its high proportion
of cases with accurate diagnosis of
stroke. The diagnosis of ischemic
stroke, for example, rested almost



exclusively (96.5% to 100%) upon
computed tomography (CT), magnetic
resonance imaging (MRI), or cerebral
angiography carried out within 3
weeks of the clinical event. The diag-
nosis of hemorrhagic stroke by these
methods ranged between 85% and
90%, except in Africa, where only
24% of cases could be diagnosed in
this manner. Approximately 30% of
the strokes studied were ischemic; 20%
were unclassified, primarily among
the African population where diagnos-
tic facilities were inadequate; and the
remainder were hemorrhagic.

Risk oF STROKE AMONG CURRENT
OC UsErs

Ischemic stroke

Current OC use significantly
increased the risk of ischemic stroke
in both Europe and developing
nations. The investigators found
odds ratios of 3.0 (95% ClI, 1.7-5.4)
in Europe and 2.9 (95% CI, 2.1-4)
in developing countries.

Hemorrhagic stroke

On the other hand, current OC use
was associated with a significant risk
of hemorrhagic stroke only in develop-
ing countries (OR=1.8; 95% ClI, 1.3-2.3).
European women currently using OCs
had no significantly increased risk of
hemorrhagic stroke (OR=1.4; 95% ClI,
0.8-2.3).

Risk As AFFECTED BY ESTROGEN DOSE

Any type of stroke

Were low-dose pills associated
with a lower risk of stroke than high-
dose pills? The WHO investigation
found such a pattern in European
users, but not in their counterparts
in developing countries. In Europe,
the odds ratio for any type of stroke
associated with current use of low-dose
OCs was nonsignificant; in contrast,
the risk associated with higher dose
OC use was significant at 2.7 (95% (I,
1.7-4.3). Thus, it appears no excess
risk of stroke exists for current
European users of low-dose OCs.

Ischemic and hemorrhagic stroke
European users of low-dose pills
had no significantly increased risk of
either ischemic or hemorrhagic stroke
(Figure 2). Among European women,
users of high-dose pills had a signifi-
cantly increased risk only of ischemic

stroke (OR=5.3; 95% CI, 2.6-11).

Risk As ArrecTED BY OC USE COMBINED
WITH SMOKING

Cigarette smoking alone has been
shown to increase the risk of stroke.?
Furthermore, the risk of cardiovascu-
lar events has been shown to increase
with smoking among OC users, parti-
cularly for those over age 35 years.3¢
The WHO investigation supports this
finding. Nonsmoking pill users were
at no significantly increased risk of
hemorrhagic stroke either in Europe
or developing nations. The only
exception was for nonsmoking OC
users in developing countries who
were older than 35 years of age. These
women had a significantly increased
risk of hemorrhagic stroke (OR=2.3;
95% CI, 1.4-3.7) compared to non-
OC users.

Odds ratios for ischemic stroke
were highest among women who
smoked. In Europe, OC users who
smoked had over three times the risk
of ischemic stroke as OC users who
did not smoke (Figure 3). Similarly,
in developing countries, the odds
ratio for ischemic stroke was about
twice as high for smoking as compared
to nonsmoking OC users.

Risk As AFFECTED BY BLOOD PRESSURE
As with smoking, hypertension is
an independent risk factor for stroke.3!
The WHO investigation found signi-
ficantly increased risks of stroke, both
ischemic and hemorrhagic, among
women who had a history of hyper-
tension. This was true of both OC
users and nonusers. Risks were about
tive times higher, however, among
European OC users who also had a
history of hypertension, compared
to OC users who had no history of
hypertension (Figure 4).

Figure 3
Odds Ratios for Ischemic

Stroke Among European
Users of Oral Contraceptives
According to Smoking Status
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(see reference 26).

Figure 4

Odds Ratios for Ischemic Stroke
Among European Users of Oral

Contraceptives According to
History of Hypertension
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Figure 5
Adjusted Odds Ratios of First-Ever Stroke in Oral Contraceptive

Users and Nonusers According to Diagnosis of Hypertension:
Royal College of General Practitioners’ Oral Contraception Study
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Source: Hannaford PC, et al, 1994 (see reference 21).

The latest data from the RCGP study
(1994) support the WHO findings with
regard to overall risk of stroke and the
increased risk for smokers, but not
with regard to hypertension.?! RCGP
researchers performed a nested case-
control analysis of data from 253
women who had a first-ever stroke
between 1968 and 1990 and their
controls. This investigation found a
significantly increased risk of stroke
among women who currently used
OCs (OR=2.5; 95% CI, 1.5-4). Italso
found that both smoking and hyper-
tension, as well as social class, were
independent risk factors for stroke.
Women who smoked had more than
twice the risk of stroke compared
with nonsmokers (adjusted OR=2.2;
95% CI, 1.7-3).

The RCGP study, however, found
no difference between hypertensive
pill users and hypertensive nonusers
with regard to their risk of stroke
(Figure 5). Hypertensive women who
never used the pill had the same risk
of stroke as hypertensive women who

did use the pill. Among women who
were not hypertensive and used the
pill, a small, statistically significant
increased risk of stroke was found
(OR=1.6; 95% ClI, 1.1-2.2). No signifi-
cantly increased risk of stroke was
found for former pill users.

Risks ACCORDING To TYPE oF OC

The WHO researchers found no
difference in risk of ischemic or
hemorrhagic stroke associated with
use of the three generations of proges-
togens.2027 They cautioned, however,
that “although this study was larger
than all previous case-control studies
of OC use and stroke, it had limited
power to assess accurately the risks
associated with all the available combi-
nations of estrogen and progestogen
by dose.”

CoNCLUSION

Both the U.S. and international
findings support the safety of low-dose
OCs with regard to stroke, especially
among healthy, nonsmoking women.

Like their U.S. counterparts, European
women using low-dose OCs were at
no significantly increased risk of
either ischemic or hemorrhagic stroke.
Among women in developing nations,
however, odds ratios were more likely
to be significantly elevated. Impor-
tantly, WHO findings indicate that
the observed risk of ischemic stroke
of 2.9 among women in the develop-
ing countries is partially attributable
to undetected cardiovascular risk
factors and differences in prescribing
patterns.

Similar to the Kaiser study authors,
WHO researchers emphasized that
their findings be interpreted in con-
text. It is important to remember that
the absolute risk of stroke among all
women in this age group is very low,
so even if a slightly increased risk exists
with OC use, the attributable risk is very
small. Furthermore, risks of OC use
always need to be considered in light
of the substantial health benefits
afforded by the method and the
impact on overall morbidity and
mortality.
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Summary of Findings

Recent findings concerning the association between OC
use and stroke were remarkably consistent in both the Petitti
et al study of the Kaiser Permanente population and World
Health Organization’s study of women in Europe and
developing nations, despite widely differing patient groups
and health care settings.

Women in the Kaiser study comprised a fairly homogeneous
population: these HMO members all lived in California,
sharing a similar medical delivery environment in which
patients were routinely prescreened for cardiovascular risk
factors before OCs were prescribed. Furthermore, all were
prescribed products of similar dosage level (96% containing

On the other hand, the WHO population was drawn from
21 widely differing treatment environments in 17 countries
in Europe, Latin America, Africa, and Asia. As expected, both
screening and prescribing patterns differed. Most notably,
women in developing nations with cardiovascular risk factors
were given low-dose pills, while lower risk women were
given higher-dose pills. Once rates were adjusted for
confounding factors, however, both studies reported very
similar odds ratios for stroke. The similarity adds credence to
the findings.

<50 mcg ethinyl estradiol).

Petitti et al (Kaiser study)

* Only low-dose OCs (<50 mcg
estrogen) prescribed

e OC users screened for cardiovascular
risk factors, including hypertension
and diabetes

Users of OCs at no significantly
increased risk for

e all stroke types

* ischemic stroke

* hemorrhagic stroke

* subarachnoid hemorrhage

A positive interaction was found for
current OC use and smoking with
respect to hemorrhagic stroke
(p=0.04), but not for ischemic stroke.

World Health Organization

* High diagnostic accuracy for
stroke type

* Both high- and low-dose OCs
prescribed

¢ Not all women screened for
cardiovascular risk factors

e Users in developing countries, in
particular, likely received OCs even if
they had cardiovascular risk factors
such as hypertension or smoking

Any type of stroke
* Low-dose OC users in Europe at no
significantly increased risk

* Odds ratios elevated for high-dose
OC users (OR=2.7; 95% Cl 1.7-4.3
in Europe)

Ischemic stroke

* Risk significantly increased for
women using OCs in Europe
(OR=3.0; 95% Cl, 1.7-5.4)

e European OC users who smoked had
over three times the risk of OC users
who did not smoke

* Ahistory of hypertension alone
conferred significantly increased risks
of five- to sevenfold in Europe and
developing nations, respectively

* Ahistory of hypertension combined
with OC use was associated with
elevated odds ratios (OR=10.7;
95% Cl, 2-56) in Europe

Hemorrhagic stroke

* No significantly increased risk for
European OC users

* Nonsmoking pill users at no
significantly increased risk with
the exception of older women in
developing countries (OR=2.3;
95% Cl, 1.4-3.7)




Oral Contraceptives and Hormone Replacement
Therapy May Protect Against Colorectal Cancer

Oral contraceptives (OCs) and
hormone replacement therapy (HRT)
appear to decrease a woman'’s risk
of colorectal cancer, according to a
new study.!

A group of European researchers
investigated the relationship between
OCs, menopausal HRT and the risk
of colorectal cancer in a case-control
study in Milan, Italy. Study partici-
pants included 709 women with
incident colorectal cancer and 992
controls who were admitted for acute
non-neoplastic, non-digestive, or
non-hormone-related disorders. All
women were aged 75 years or less.

The authors analyzed the odds
ratios (ORs) associated with the follow-
ing variables: age, area of residence,
social class, family history of colo-
rectal cancer, age at menarche and
parity. Presence of a family history
for colorectal cancer and an early
menarche (<11 years) were the only
variables correlated with an increased
risk of colorectal cancer.

The risk of colorectal cancer was
reduced 40% among women who had
ever used OCs (OR=0.6; 95% confi-
dence interval [CI], 0.4-0.9) (Figure 1).
The protection was similar (50%)
among women who used OCs for over
2 years (OR=0.5; 95% CI, 0.3-1.0).

A separate analysis of the relation-
ship between various measures of
estrogen replacement therapy also
revealed a reduced incidence of colo-
rectal cancer among women who
had ever taken HRT. In fact, the
researchers observed greater protection
against developing colorectal cancer
with increasing duration of use of
estrogen. Women who used HRT
for more than 2 years had a 70%
reduction (OR=0.3; 95% CI, 0.1-0.8),
compared to women who had never
used HRT. Previous researchers spec-
ulated that the reduced incidence of
colorectal cancer associated with
exposure to endogenous or exogenous

Figure 1
Adjusted* Odds Ratios for Colorectal Cancer

by Characteristics of Oral Contraceptive Use
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* Adjusted for age, area of residence, social class, family history of colorectal cancer,
age at menarche and parity.

Source: Fernandez E, et al, 1996 (see reference 1).
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Sex, Birth Control and Sexually Transmitted Diseases:
Teens Voice Their Beliefs

Teenagers need more specific infor-
mation about the risks of pregnancy and
sexually transmitted diseases (STDs), how
to use birth control and where to get it.!
The findings come from the Kaiser
Family Foundation Survey on Teens
and Sex: What They Say Teens Today
Need to Know, And Who They Listen
To, based on telephone interviews with a
representative sample of 1,510 American
teenagers ages 12 to 18 years. The survey
revealed that teens need to learn how to
make responsible sexual choices when
confronted with difficult situations, and
they need this information before they
become sexually active.

PARTICIPANTS AND METHODOLOGY
Eligible teenagers included both
those who lived at home (either with

parents or on their own) and those
who lived away at school. Among
teens who were living at home,
either the teenager’s mother (female
guardian) or father (male guardian)
was asked permission for the teenager
to be interviewed. Interviews were
conducted between March 28 and
May 5, 1996. The overwhelming
majority (96%) of teens were in
school at the time of the study. Half
of respondents had a high academic
standing (As and Bs) and at least 85%
of participants received average to
above average grades (Bs and Cs). Less
than a third (29%) of respondents had
had sex; 4% had at least one child.

The sample includes over-samples
of African-American, Hispanic and
low-income teenagers; however, it is
weighted to be representative of all
U.S. teens living in telephone house-
holds. Sampling error for the results
is plus or minus 3 percentage points.
Conducting the survey over the tele-
phone may have introduced some
bias into the findings.

Other limitations of this survey
exist. First, both sexually experienced

and nonsexually experienced teens
answered the questions. Particularly
among those who were sexually in-
experienced, responses to questions
about why teens have sex and what
contributes to unintended pregnancy
may constitute teenagers’ beliefs about
others rather than the experiences of
others. However, despite these limit-
ations, the Kaiser survey offers some
important insights into teenagers’
beliefs about what information on
sex and birth control they think they
need and who they would like to get
it from.

SOURCES OF INFORMATION

Parents are a particularly important
source of information. According to
the survey, teens trust their parents,
more than any other source, to provide
them with accurate information about
sex. More than half (55%) of teen-
agers cite parents as the most complete
and reliable source of information on
sex and birth control, although they
say they receive more information from
teachers, school nurses and classes at
school than from parents. This sug-
gests that teens may not get enough
information about sex from their

parents. In fact, more than half (54%)
of teens responding to the survey in-
dicate that parents have not discussed
birth control with them; 45% of teens
say parents have not discussed STDs.
Furthermore, even among those teens
who say they get information on sex
and birth control, most (57%) say the
information often comes “too late.”
Teens, including those who were
and were not sexually experienced,
also cite a number of problems with
the information they receive about
sex. The problems range from com-
munication difficulties to the way
information about birth control is
presented. For example, teens say
that the information that they do
get about birth control is often too
general to be useful. Issues that teens
identify as problems with the way
they receive information on sex and
birth control are included in Figure 1
on the following page.

TEENS NEED PRACTICAL INFORMATION
The survey also found that teens
are inconsistent in their use of birth
control. Despite the fact that more
than half (55%) of sexually experi-
enced teens (n=497) say they worry

Survey Highlights

® More than half (55%) of teens surveyed who have had sex worry they’ll get
pregnant or get a girl pregnant, but less than half (48%) of teens say they

“always” use contraception.

* Nearly 3 out of 5 teens say they do not have enough information about how
to use different kinds of birth control. Moreover, both sexually experienced
teens and those who have not had sex feel they need more information
about birth control, including where to get it.

e About half of teen respondents say they need more information about

preventing AIDS and other STDs.

® More than half (55%) of teens say that unintended pregnancy are “often”
a result of teens having sex when drunk or on drugs.
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about becoming pregnant or getting
. . a girl pregnant, less than half (48%)
Teens’ Views on Problems with the Way ofg thepsurgveyed sexually experienced
They Get Information on Sex and Birth Control teens say they “always” use contracep-
tion when they have sex. Further
evidence that a lack of practical
69% information may contribute to teens’
inconsistent use of contraception
comes from teens’ responses to ques-
tions about whether they thought
most teenagers had enough accurate
information regarding how to use
and obtain contraception and how to
prevent AIDS and other STDs. Most
teens (58%), say they do not have
enough information about how to
use birth control; 45% believe teens
need more information about where
to get birth control; and 30% think
teens need more information about
how to prevent AIDS and STDs.
Overall, these findings are consistent
among all teen respondents compared
with only those who have had sex.

Figure 1

Adults treat teenagers like they can't make their
own decisions

Adults tell teenagers things when it's too late

Adults talk about things that have nothing to do
with the situations teenagers actually deal with

The information doesn’t have enough detail
about how to USE birth control

The information doesn't tell you WHERE to get
birth control

Adults talk about things that are too embarrassing

The information is too complicated

Adults talk about things teenagers are not
ready to hear about

0% 20% 0% 0% 8%  100%  The finding that teens receive only
limited information is supported by
Percent of Teens Who Agree a comprehensive report published by

The Alan Guttmacher Institute, which

Source: Kaiser Family Foundation Survey on Teens and Sex, June 1996. found that, “although sex education

Figure 2
Girl's and Boy's Views on Why Teens Have Sex
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ready popular them them for being about it like it is normal to have sex
avirgin for teens to
have sex

Source: Kaiser Family Foundation Survey on Teens and Sex, June 1996.
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is widespread, it often includes mini-
mal instruction about pregnancy and
STD prevention.”?

Furthermore, teens believe that
this lack of knowledge leads to un-
intended pregnancies. Teens were
asked whether they thought that
various factors were often a reason,
sometimes a reason, or hardly a
reason girls have unplanned preg-
nancies. About two thirds of teens
report that the biggest reason teens
have unplanned pregnancies is that
they don't think it will happen to
them. This suggests that teens need
more specific information regarding
the risks of pregnancy. Some teens
also feel that the risk of unplanned
pregnancy is greater for teens who
lack adequate information about how
to use birth control correctly. About
a quarter (26%) of teenagers say that
unplanned pregnancies result because
teens “don't know the right way to
use birth control.”

BELIEFs ABOUT WHY TEENS HAVE SEX

Teens engage in sex for several
reasons (Figure 2). Only about half of
teens say they have sex because “they
think they are ready.” Teenage girls
and boys differ on this point, with sig-
nificantly more gitls citing “readiness”
as a reason. The second most frequent-
ly cited reason is popularity. About
60% of young women and 50% of
young men agree with the statement
that teens have sex because they
“want to be popular.” The findings
suggest that teens need information
not only about how to prevent preg-
nancy and STDs, but that they also
need assistance in how to evaluate
whether or not they are ready to
become sexually active, and how to
deal with the external pressures to
have sex if they are not ready.

PEER PRESSURE, ALCOHOL AND DRUGS
Teens need more than theoretical
information about pregnancy and
birth control. Many say they need
help dealing with the real-life difficult
situations that involve sex. They say
they often find themselves in situa-
tions that involve alcohol and drugs,

Figure 3
Reasons Given by Teens for Teenagers Having

Unplanned Pregnancies

Teenagers don't think they'll get pregnant

Teenagers have sex when they are drunk
or on drugs

Teenagers don't have birth control with them
when they want to have sex

BOYS don't like to use birth control

Teenagers don't know the RIGHT WAY
to use birth control

GIRLS don't like to use birth control

It's too hard to get birth control that works
AND is easy to use

I
0%

T T T 1
20% 40% 60% 80% 100%

T

Source: Kaiser Family Foundation Survey on Teens and Sex, June 1996.

as well as peer pressure to engage

in sexual activity, and that these cir-
cumstances interfere with their ability
to make responsible sexual choices.
More than half (55%) of teens say
that unintended pregnancies are
“often” a result of teens having sex
when they are drunk or on drugs
(Figure 3).

Teenage girls face more pressure to
engage in sex than do teenage boys.
Greater than half (61%) of teenage
girls say that pressure from a boyfriend
is “often” a reason teenage girls have
sex. About a quarter of teenage girls
say that they face more than pressure
to have sex; sometimes they are
forced to have sex.

“It’s clear that if teens today are
going to make responsible decisions
about sex, they need more than ‘the
birds and the bees.” They need prac-
tical information about how to use
contraception and negotiate sexual
relations. And, they need to hear it
from the people they trust most to
tell them what they need to know
about sex — their parents,” stated
Suzanne F. Delbanco, MPH, MPP, a
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spokesperson and program officer for
the Kaiser Family Foundation.

CONSEQUENCES OF SEX: TEENAGERS'
BELIEFs VERSUS REALITY

Most teens recognize teenage
unplanned pregnancy as a problem.
In fact, about two-thirds — 69% —
of the survey respondents agree that
teen pregnancy is a “big” problem.
Nevertheless, many teens seem to
lack an understanding of the scope
of the unplanned pregnancy problem
as revealed by their inaccurate expec-
tations about the consequences of
getting pregnant or getting a girl preg-
nant. Although 94% of teens who are
currently in school think they would
stay in school, approximately 70%
of teen mothers eventually complete
high school.? Similarly, half of teens
expect they would marry the mother/
father of their child. Yet, between
1985 and 1989, eight out of 10 first
births to teenage women ages 15 to
17 years were out-of-wedlock.2

Teenagers also underestimate their
need for public assistance. About a
quarter of teens think they would



need welfare, but more than half
typically need public assistance at the
time of their delivery to cover medical
costs and about a quarter of teen
mothers receive public assistance by
their early 20s. In addition, although
only about a quarter (24%) of teens
think they would consider abortion,
a third of all teen pregnancies end in
abortion; among unmarried teens,
about half do, according to The Alan
Guttmacher Institute. Socioeconomic
status is an important factor impacting
pregnant adolescents’ decision to give
birth or have an abortion.?

The issues surrounding teenage
sexual activity are complex. Teens
are often faced with conflicting

messages about sex, with the media
glamorizing sex on the one hand,
and parents and educators discour-
aging teens from engaging in sex on
the other hand. Despite the risks

of unplanned pregnancy and STDs,
teens engage in risky behaviors for a
variety of reasons: a lack of accurate

and thorough information about how

to protect themselves, peer pressure,
and difficult situations involving
drugs and alcohol that impede teens’

ability to make responsible decisions.

Health professionals, educators and
parents have an important role to
play in educating teens to help them
prevent the unwanted consequences
of sexual activity.
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FDA Panel Recommends Approval of Mifepristone for Abortion

On September 18, 1996 the Food and Drug Adminis-
tration (FDA) issued an approvable letter to the Population
Council for mifepristone, when used in combination with
misoprostol (an oral prostaglandin), for early abortion.
The letter comes following a meeting last July at which
the FDA advisory panel recommended approval of
mifepristone. The abortifacient has provoked intense
national debate. Mifepristone has been available in
France since 1988; it is also available in Sweden, the
United Kingdom, and China.

Members of the FDA panel voted 6 to 2 in favor of ap-
proving mifepristone for medical abortion. The Population
Council presented French data on the use of mifepristone
in 2,480 women. Efficacy data showed that the mifepris-
tone/misoprostol combination induced a complete
abortion in 95.5% of cases when the regimen was initiat-
ed at 49 days’ gestation or less. The regimen consisted
of 600 mg of oral mifepristone followed 2 days later by
400 mcg of misoprostol. Side effects included bleeding,
nausea, and vomiting. A total of 21 patients (0.1%)
were admitted to the hospital to control their bleeding.
Although data from the U.S. clinical trial involving over
2,000 subjects have not yet been analyzed, the Population
Council presented preliminary U.S. safety data that
supported the French data.
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Proponents of mifepristone believe that “the benefit
[of mifepristone] outweighs its risk for the termination of
pregnancy up to 49 days’ gestation,” in women treated
under close medical supervision. Dr. Carolyn Westhoff,
of Columbia University, New York, addressed the panel
as a representative of the American College of Obstetri-
cians and Gynecologists, citing “clear evidence of efficacy,
safety and its potential to expand the reproductive options
for women.”

In contrast, those who oppose mifepristone worry
that it will increase the frequency of abortion and the
number of U.S. physicians who perform abortion.
However, the French experience with mifepristone does
not support this concern. According to Sandra Waldman
of the Population Council, “there was no increase in the
number of abortions,” in France with the availability of
the product.

Additional information on other issues, including
manufacturing practices and labeling needs to be
submitted to the FDA. However, if the FDA gives final
approval for the product, medical abortions will likely
become more widespread in the U.S.

Source: Food and Drug Administration, U.S. Department of Health and
Human Services. FDA Talk Paper. September 1996.
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Please mark your answers on the CME Quiz Answer Form.

1.

Petitti et al found that low-dose OC users compared to
nonusers had what risk of all types of stroke

a. 40% increased risk
b. 35% increased risk
c. about the same risk
d. 20% decreased risk

Which of the following was a unique feature of the
World Health Organization (WHO) case-control study
of OC users

a. high diagnostic accuracy of stroke

b. 10-year follow-up period

c. large sample of users of third-generation progestins
d. small number of users with hypertension

In the WHO investigation, current OC users compared
to nonusers had about what risk of ischemic stroke in
both Europe and developing countries

a. no increased risk
b. 3 times the risk
C. 4 times the risk
d. 7 times the risk

. The WHO study found that European women using

low-dose OCs had approximately what risk of both
ischemic and hemorrhagic stroke

a. about a 30% increased risk
about a 20% increased risk
no significantly increased risk

b.
C.
d. about a 30% decreased risk

. All of the following factors have likely resulted in the

lower risk estimates for stroke found in studies
conducted in the past decade compared to those
conducted in the 1970s EXCEPT

a. use of more sophisticated statistical analyses
b. adjustment of results for smoking and hypertension
c. screening of women with cardiovascular risk factors
d. prescribing higher dose pills to older women
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6.

10.

In the WHO study, European OC users who smoked
had about how much risk of ischemic stroke compared
to OC users who did not smoke

a. about the same risk
b. 3 times the risk

c. 5 times the risk

d. 15 times the risk

In the WHO study, among European women using
OCs, those with a history of hypertension had about
what risk of ischemic stroke compared to OC users
without a history of hypertension

a. about the same risk
b. 3 times the risk

c. 5 times the risk

d. 15 times the risk

In the Kaiser Permanente teen survey, teens considered
which of the following the most reliable source of
information on sex and birth control

a. parents
b. teachers
¢. media

d. friends

In the Kaiser Permanente teen survey, about what
percentage of sexually active teens reported that they
“always” use contraception

a. one-quarter
b. one-half

c. two-thirds

d. three-quarters

In a recent study by Fernandez et al, compared with
women not taking the pill, those who had taken OCs
for > 2 years had what risk of colorectal cancer

a. no increased risk

b. a 10% increased risk
C. a 25% decreased risk
d. a 50% decreased risk
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