
First emergency contraceptive 
product hits U.S. market shelves 
Preven Emergency Contraceptive Kit is here, progestin-only pills coming

After almost 25 years of waiting, American women finally have 
a product approved by the federal Food and Drug Administra-
tion (FDA) for emergency contraception: the Preven Emergency

Contraceptive Kit. With the doors now open for the contraceptive
method, women may see two more progestin-only products enter the
U.S. market in 1999.

Gynétics of Somerville, NJ, the company responsible for introducing
Preven, has announced it is in advanced stages of developing a lev-
onorgestrel-only emergency contraceptive. “We are hopeful that this
[product] will be on the market before the end of 1999,” states Roderick
Mackenzie, company chairman and founder.

Another company, Women’s Capital Corp., based in Seattle and
Washington, DC, plans to submit its New Drug Application to the FDA
for a similar progestin-only product by the end of October, confirms
Sharon Camp, PhD, company president. Company officials hope it, too,
will receive FDA approval in 1999.

Competition in the emergency contraception marketplace can only
bode well for women, notes Camp, who served as head of the Welcome,
MD-based International Consortium for Emergency Contraception, a
global initiative promoting the method.
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Did you get your FAX Bulletin?

The lead story on the approval of the Preven Emergency Contracep-
tive Kit in this month’s issue of Contraceptive Technology Update is a

follow-up report to a special news bulletin faxed Sept. 3 to all CTU sub-
scribers who have provided a fax number. If you didn’t receive your
bulletin, don’t be left out on future breaking articles — please send
your fax number to: American Health Consultants, Customer Service
Department, P.O. Box 740060, Atlanta, GA 30374. Telephone: (800) 688-
2421. Fax: (800) 284-3291. E-mail: custserv@ahcpub.com.



“We have 100 brands of oral contraceptives
[OCs] on the world market, so why should there
only be one emergency contraceptive?” Camp
asks. “The more companies that are out there
advertising emergency contraception directly 
to the consumer and educating health care
providers, the more likely it is that emergency
contraception will become a standard part of
reproductive health care.” (See p. 143 for more
details on Women’s Capital Corp. and the
research supporting its product.)

The debut of the Preven Emergency Contra-
ceptive Kit signals a new market in women’s
health care, notes Anita Nelson, MD, associate
professor of OB/GYN at the University of
California at Los Angeles and medical director 
of the Women’s Health Care Programs at Harbor-
University of California at Los Angeles Medical
Center in Torrance.

“We know with all these unintended pregnan-
cies that women are having unprotected inter-
course, and that their methods are failing them,”
Nelson observes. “If we have a product that
women can ask for and that physicians can pre-
scribe, we will be creating something that hasn’t
been there before — we won’t be subtracting
from something that exists now.”

All systems were go as of Contraceptive Tech-
nology Update press time to have Preven in all

Planned Parenthood Federation of America clin-
ics and on the shelves of retail pharmacies. The
kits also is being made available to family plan-
ning clinics and college student health centers,
with information broadcast through the mail,
Mackenzie says. (For more on Preven, check the
World Wide Web site or dial the toll-free infor-
mation number; both are listed in the resource
box, p. 143.)

Preven is now available by prescription only,
but that may change as Gynétics continues to track
its usage, says Mackenzie. The company will coop-
erate with the FDA in evaluating whether over-
the-counter (OTC) status is warranted, he says.

Most HMOs to cover

In looking at the OTC issue, Gynétics’ market
research indicates that women want the opportu-
nity to have emergency contraception reimbursed
by their health care plans or by Medicaid, he adds.
Preven carries Health Care Financing Administra-
tion approval for Medicaid reimbursement, and
most health maintenance organizations have
agreed to cover its costs, he says.

Preven should qualify under new legislation
that will require federal employees’ medical insur-
ance to cover contraceptives approved by the
FDA, says James Trussell, PhD, associate dean 
of the Woodrow Wilson School of Public and
International Affairs and professor of economics
and public affairs at Princeton (NJ) University.
Private companies that now cover contraceptives
also will include Preven, says Mackenzie.

The approval of the new emergency contracep-
tive may indeed represent the turning point in
gaining insurance coverage for all contraceptives,
predicts Arthur Caplan, PhD, director for the
Center for Bioethics at the University of Pennsy-
lvania in Pittsburgh. Women are going to demand
emergency contraception, with providers joining
in the chorus, Caplan observes. The result is a con-
stituency that will bring pressure to obtain cover-
age for emergency contraception, he says.

A big advantage of Preven is its cost. Women
will be able to fill prescriptions at a pharmacy for
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COMING IN FUTURE MONTHS

Women now have a dedicated prescription-only
emergency contraceptive product they can ask for
by name: the Preven Emergency Contraceptive Kit,
marketed by Gynétics of Somerville, NJ. Shelves
have been stocked with the new kit following Food
and Drug Administration’s approval of the product.
• The Preven kit consists of an easy-to-use preg-

nancy test, patient information guide, and four
blue pills. Each pill contains 0.05 mg ethinyl
estradiol and 0.25 mg levonorgestrel. After a
woman determines she is not pregnant by using
the kit’s test, she takes two pills as soon as pos-
sible within 72 hours after unprotected sex. The
next two pills are taken 12 hours later.
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about $20, says Mackenzie. That’s less than any
OCs currently used as emergency contraceptives,
says Robert Hatcher, MD, MPH, professor of
OB/GYN at Emory University in Atlanta and
chairman of the CTU editorial advisory board.

Women previously have had to buy an entire
month’s supply of OCs if they filled their emer-
gency contraceptive prescriptions at a retail facil-
ity. By buying the kit, women will be purchasing
exactly what they need for pregnancy prevention.

The Preven kit consists of an easy-to-use preg-
nancy test, a patient information guide, and four
blue pills. Each pill contains 0.05 mg ethinyl estra-
diol and 0.25 mg levonorgestrel. After a woman
determines she is not pregnant by using the test,
she takes the first two pills as soon as possible
within 72 hours after unprotected sex and the last
two pills 12 hours later.

“Having the kit makes this whole process
much simpler,” notes Mackenzie. “It is simpler
for the doctors to prescribe, it is simpler for the
pharmacists to dispense, the instructions make it
simple for a woman to use, the pregnancy test
adds confidence, and just the right number of the
right pills are there — there’s no guessing.”

The pregnancy test offers peace of mind because
woman know the pills will work for them if they
are not already pregnant, says Nelson. Women are
encouraged to seek provider care if the test proves
positive. 

Meeting women’s needs

It is estimated that emergency contraceptive
pills could prevent half of all abortions and unin-
tended pregnancies that occur each year in the
United States, notes Judith DeSarno, president
and chief executive officer of the Washington, DC-
based National Family Planning and Reproductive
Health Association. With more than 11 million
women now using contraceptive methods associ-
ated with high failure rates, Preven and similar
products have a large market opportunity.

Prior to its Sept. 2 announcement, the FDA
had declared 10 brands of regular OCs safe and
effective for use for emergency contraception,
notes Trussell. However, the labeling on these
products fails to include any specific instructions
for postcoital use. 

“Not having a dedicated product specifically
packaged and labeled for emergency contracep-
tion has been the largest single barrier to more
widespread use,” Trussell says. With Preven in
hand, a specific product can be marketed and

promoted actively, with clear package instruc-
tions available for guidance, he notes.

“For a long while, we have been saying that half
of the 3 million unintended pregnancies each year
in the United States could be prevented if emer-
gency contraceptives were widely available and
consistently used,” Hatcher agrees. “The exciting
thing about Preven is that it is going to help us in a
major way toward achieving that goal.”  ■

New company plans 
progestin-only ECP 

Anew American company plans to build on
the results of a recent international study

showing the superiority of a levonorgestrel-only
emergency contraceptive in gaining federal
approval of the method.

The study, which compares the progestin-only
method with the Yuzpe regimen of both estrogen
and progestin pills, found that the levonorgestrel-
only method was more effective and resulted in
fewer side effects than the combination regimen.1

The trial included 1,998 women in 21 centers
around the world and was coordinated by the
Special Programme of Research, Development,
and Research Training in Human Reproduction
(HRP/WHO), a division of the World Health
Organization in Geneva, Switzerland.

With these data in hand and a pharmacoki-
netic study planned, Women’s Capital Corp. of
Seattle and Washington, DC, is forging ahead in
preparing its New Drug Application to the fed-
eral Food and Drug Administration (FDA). The
company joins Gynétics of Somerville, NJ, in
moving toward introduction of such a progestin-
only product. 
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For more information on Preven, contact:
GynØtics, P.O. Box 8509, Somerville, NJ 08876. 
Telephone: (908) 359-2429. Fax: (908) 359-6660. 
A special provider and consumer toll-free number is
available for Preven: (888) Preven2. World Wide Web:
http://www.Preven.com.

For more on emergency contraception, contact:
Emergency Contraceptive Hotline, 21 Prospect Ave.,
Princeton, NJ 08544-2091. Telephone: (888) NOT-2-
LATE. E-mail: ec@opr.princeton.edu. World Wide Web:
http://opr.princeton.edu/ec/.

RR EE SS OO UU RR CC EE SS



Researchers who first attempted to develop pro-
gestins for regular postcoital contraception about
30 years ago met with failure, mainly due to the
fact that repeated postcoital use causes cycle dis-
turbances, recounts Helena von Hertzen, medical
officer with HRP/WHO. However, studies in
which progestins had only been taken in the mid-
cycle suggested that this kind of administration
would not disturb the length of the cycle, she says.

“We therefore wished to test the 0.75 mg tablets
of levonorgestrel for emergency contraception
and collaborated on this issue with our colleagues
in Hong Kong,”2 von Hertzen states. “The results
of this randomized study were encouraging:
Levonorgestrel appeared to be at least as effective
as the Yuzpe regimen, but it caused significantly
less side effects such as nausea and vomiting.”

Committed to confirming these results in a
larger multinational study, HRP/WHO enrolled
women in the recent double-blind, randomized
trial. Women who had regular menses, were 
not using hormonal contraception, and were
requesting emergency contraception after one
unprotected coitus received levonorgestrel (0.75
mg, repeated 12 hours later) or the Yuzpe regi-
men (100 mcg ethinyl estradiol plus levonor-
gestrel 0.5 mg, repeated 12 hours later). Both
regimens were started within 72 hours of unpro-
tected intercourse.

The overall method failure rate (the percentage
of women who became pregnant in spite of tak-
ing the treatment) was higher in the group using
the Yuzpe regimen (3.2%) than in the progestin-
only group (1.1%). Calculations of the number of
pregnancies that could have occurred if no treat-
ment had been given showed that the levonor-
gestrel method had prevented 85% of unintended

pregnancies, compared with 57% for the Yuzpe
regimen.

The researchers found that both regimens 
were more effective the earlier the treatment was
given, notes von Hertzen. However, levonorges-
trel appeared to be more effective than the Yuzpe
regimen within 24-, 48-, and 72-hour intervals
after intercourse. 

This finding has practical implications for both
methods, stresses von Hertzen. Women should
use these contraceptives as soon as possible for
the highest level of efficacy, she observes.

In other findings, the levonorgestrel method
was found to be better tolerated by the women in
the study group. While both sets reported the
same side effects of nausea, vomiting, dizziness,
fatigue, headache, breast tenderness, and low
abdominal pain, those in the progestin-only
group reported them less frequently.

While half of the women in the combined hor-
monal contraceptive group reported nausea, only
25% of the progestin-only group users noted the
symptom. Vomiting occurred in 20% of women
enrolled in the Yuzpe regimen, compared with
6% of those in the levonorgestrel group.

“This is not surprising as it is known that high
doses of ethinyl estradiol, one of the two compo-
nents in the Yuzpe regimen, cause nausea and
vomiting in many women,” says von Hertzen.

Giving women choices

The Women’s Capital Corporation is a novel
public/private sector partnership involving not-
for-profit organizations such as the Seattle-based
Program for Appropriate Technology in Health. 
It has received major financing from U.S. founda-
tions such as the David and Lucile Packard Foun-
dation in Los Altos, CA, the Wallace Alexander
Gerbode Foundation in San Francisco, CA, and
the Compton Foundation in Menlo Park, CA. The
company is dedicated to offering women choices
in all aspects of reproductive health, says its pres-
ident, Sharon Camp, PhD.

“I am trying to marry the resources of the non-
profit and for-profit sectors to leverage public
interest in socially important products to see if we
can’t get things to market more quickly, so Ameri-
can women do have more choices,” Camp says. 
“I think if this succeeds, this sort of unique hybrid
that we’ve built of for-profit and nonprofit efforts,
perhaps it will be a model for helping to get vagi-
nal microbicides and other things that women
really need to market.”
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With the emergency contraceptive (EC) market open
after the debut of the Preven Emergency Contracep-
tive Kit from Gynétics of Somerville, NJ, Women’s
Capital Corp. of Seattle and Washington, DC, has
announced its pursuit of a new progestin-only EC.
The Corporation and Gynétics are seeking federal
approval for the new method.
• A large multinational study shows the proposed

regimen of levonorgestrel (0.75 mg, repeated 12
hours later) is more effective and results in fewer
side effects than the Yuzpe regimen of combined
oral contraceptives now approved by the federal
Food and Drug Administration.
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The company is committed to affordable pric-
ing for its progestin-only product, she says.

“I’m sure there are Title X clinics out there now
who can’t afford to take on new adolescent or
low-income clients because they don’t have the
budget to provide free services,” she observes.
“We want to be sure that those clinics can afford
to offer emergency contraception.”
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Berlex introduces new 
20 mcg birth control pill

Add another 20 mcg oral contraceptive (OC) to
the list of low-dose pills: Levlite from Berlex

Laboratories of Wayne, NJ. The new OC, which
received federal Food and Drug Administration
approval in August, should be on pharmacy
shelves in this month, reports Berlex senior prod-
uct manager Ellen Schoenberger.

The pill is the first OC from Berlex, the U.S.
pharmaceutical affiliate of Berlin, Germany-based
Schering AG, since the mid-1980s debut of Tri-
Levlen, says Peter Boerrigter, MD, Berlex senior
associate director of clinical research, endocrinol-
ogy, and fertility control. The Levlite introduction
marks the first of a new series of products in the
Berlex pipeline, with more to come, he says.

Levlite, which contains 20 mcg of ethinyl estra-
diol and 100 mcg of levonorgestrel, joins Alesse, 
a similar formulation manufactured by Wyeth-
Ayerst of Philadelphia. (For complete informa-
tion on Alesse, see Contraceptive Technology
Update, August 1997, p. 93.) Until August 1997,
the 20 mcg spot was held by Loestrin 1/20, a 20
mcg pill manufactured by Parke-Davis of Morris
Plains, NJ. Loestrin 1/20 differs from Levlite and
Alesse in its progestin, a 1 mg formulation of
norethindrone acetate. 

While Mircette, a new OC introduced earlier
this year by Organon of West Orange, NJ, also
contains 20 mcg of ethinyl estradiol, it differs 

in both its dosing regimen and progestin. The
pill relies on 21 days of 20 mcg of ethinyl estra-
diol and 150 mcg of the progestin desogestrel,
followed by two days of placebo pills, and com-
pleted by five days of 10 mcg pills of ethinyl
estradiol. (For more on Mircette, see CTU, July
1998, p. 85.)

According to Contraceptive Technology (CT), the
low-dose pills provide a woman with 33.3% less
ethinyl estradiol than in a 30 mcg pill and 43% less
estrogen than in all the 35 mcg OCs. CT reminds
clinicians that there are two potential problems
with any of these 20 mcg pills: spotting and a
smaller margin of error for missed pills.1

“The major reason for bringing out our low-
dose OC is that we discovered with lower hor-
monal exposure to women, you can achieve the
same efficacy,” notes Boerrigter. “Hopefully, you
also will be able to reduce the subjective com-
plaints people may have about using the pill.”

Eighteen centers participated in the U.S. trial 
of Levlite, with 755 women enrolled in the study,
Boerrigter confirms. This database has been
merged with that of a similar German study,2

with results scheduled for publication in the near
future. He says the U.S. results are in line with
those found in the German study.

In the German trial, data from 805 treated
women resulted in 4,400 treatment cycles. One
pregnancy occurred during the trial as a result of
method failure, resulting in a Pearl index of 0.29. 

Spotting, alone or in combination with break-
through bleeding, was reported in 13.8% of cycles,
and breakthrough bleeding alone or combination
with spotting was reported in 5.9% of cycles, 
the German researchers found. Throughout the
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Providers have a new choice in 20 mcg oral contra-
ceptives: Levlite from Berlex Laboratories of Wayne,
NJ. Levlite, which contains 20 mcg of ethinyl estra-
diol and 100 mcg of levonorgestrel, joins Alesse, a
similar formulation manufactured by Wyeth-Ayerst 
of Philadelphia. 
• Two other 20 mcg pills also are available:

Loestrin 1/20 from Parke-Davis of Morris Plains,
NJ, and Mircette from Organon of West Orange,
NJ. Loestrin uses a different progestin, and
Mircette differs in dosing regimen and progestin. 

• Clinical trials show that Levlite provides contra-
ceptive efficacy with good cycle control. Head-
ache, the most noted side effect, was reported
by 17% of users.
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treatment period, 81.7% of cycles were free from
any irregular bleeding.

Dysmenorrhea decreased considerably during
treatment, with nearly all women who had
reported severe symptoms in the first treatment
cycle experiencing improvement. A total of 86 of
the 134 women who had mild dysmenorrhea in
the first cycle reported no such effect in the last
treatment cycle.

Headache, breast tenderness, and nausea were
the most common side effects in the overseas
trial, reported by 17.3%, 11%, and 7.7% of women,
respectively. A total of 8.4% of women discontin-
ued due to adverse events, which were noted as
intermenstrual bleeding (33 cases), nausea (seven
cases), and weight gain (seven cases.)

The major side effect noted in the U.S. trial 
was headache, a common side effect of low-dose
pills, says Boerrigter. “Breast tenderness and nau-
sea are typically symptoms that occur mostly in
the beginning of pill taking. If you follow them
over time, you will see a reduction to less than
half of the original complaints in the cycle. It is a
matter of adjustment of the body’s system to the
new pill.”

More clinicians are moving toward the low-
dose pills, says Michael Rosenberg, MD, MPH,
clinical professor of OB/GYN and epidemiology
at the University of North Carolina and president
of Health Decisions, a private research firm, both
in Chapel Hill. Rosenberg is conducting studies
of clinicians’ usage of the 20 mcg pills.

“I think the market has been moving toward
the low dose,” agrees Schoenberger. “They pro-
vide the same efficacy as the higher-dose pills, 
so it makes sense to lower the dose.”
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Oral contraceptives cut
inherited cancer risk

Good news: the protective effects of oral con-
traceptives (OCs) against ovarian cancer

extend not only to healthy women, but to those
who carry an inherited risk as well.

While only 10% of all ovarian cancers can be
attributed to a genetic mutation in the BRCA1 or
BRCA2 genes, women who carry mutations of
either gene have a high lifetime risk for the dis-
ease, says Steven Narod, MD, PRCPC, chair of
breast cancer research at the Women’s College
Hospital, University of Toronto (Ontario). Narod
is a molecular epidemiologist who, along with
others, mapped the gene for hereditary breast-
ovarian cancer syndrome. He served as lead
investigator for the multinational study that
shows the pill’s effect in reducing ovarian cancer
risk in women with the mutated genes.1 The
study shows that birth control pills appear to cut
the risk of ovarian cancer in half among women
with the genetic mutations.

Researchers in Canada, Sweden, Norway, Italy,
England, and the United States compared OC use
in 207 women with the inherited form of the dis-
ease with 161 of their sisters, some of whom also
had the genetic mutations. 

Women who had used OCs any time in the
past had an overall 50% lower risk of ovarian
cancer, the researchers discovered. If the use had
extended for more than six years, the risk was
decreased by 60%.
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For more information on Levlite, contact:
Berlex Laboratories, 300 Fairfield Road, Wayne, NJ
07470-7358. Telephone: (888) BERLEX-4 or (201)
694-4100. Fax: (201) 942-1610.

RR EE SS OO UU RR CC EE

Add another noncontraceptive benefit to oral con-
traceptives (OCs): A recent study shows that OC
use can halve the risk of ovarian cancer among
women who inherit a faulty gene that puts them at
high risk for the disease.
• Researchers compared OC use in 207 women

with the inherited form of the disease with 161 of
their sisters, some of whom also had the genetic
mutations. Women who had used OCs any time
in the past had an overall 50% lower risk of ovar-
ian cancer. If they had used OCs for more than
six years, the risk decreased by 60%.

• Clinical investigation is under way to study the
effects of OCs in women with the same gene
mutations, which also place them at greater risk
for breast cancer.
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While many family planners may not regularly
see women who have identified BRCA1 or BRCA2
mutations, it is important to recognize the noncon-
traceptive benefits offered by OCs, say reproduc-
tive health experts.

“I think the clinical message here is another
confirmation that the powerful protection of 
oral contraceptives not only applies to women 
in general, but to women who have elevated 
risk and, therefore, particular concerns about
this often fatal gynecologic malignancy,” says
Andrew Kaunitz, MD, professor and assistant
chair of the department of OB/GYN at the
University of Florida Health Sciences Center 
in Jacksonville.

For Stephen Rubin, MD, professor and chief 
of the division of gynecologic oncology at the
University of Pennsylvania Medical Center, the
study is consistent with what is now known
about OCs and the risk of ovarian cancer in the
general population. While Rubin, who wrote a
commentary on the new study,2 finds it “interest-
ing and provocative,” he does not believe it offers
a complete answer to the effects of OCs in women
with the inherited risk. “I think we will have to
wait for further results before we can say defi-
nitely what the effects of OCs are in this patient
population,” he says. 

OCs and breast cancer risk

The same genetic defects that lead to ovarian
cancer also cause breast cancer. Use of combined
oral contraceptives must be weighed in treatment
of such women, says Narod. Breast cancer tumors
appear to be sensitive to estrogen, he notes. For
women with documented BRCA1 mutations,
exposure to estrogen may increase their already-
heightened risk for the disease, a premise his
research team is studying.

“We are hoping to look at 500 women with
breast cancer with BRCA1 mutations, 500 women
with the same mutations who didn’t get breast
cancer, and compare their OC use,” the researcher
explains. “I think that should be finished within 
a year.”

Clinicians need to remember that a large re-
analysis3,4 of 54 studies representing 90% of the
world’s data on breast cancer showed that
women are not at increased risk for the disease
after more than 10 years after stopping the Pill,
Kaunitz notes. (See Contraceptive Technology
Update, December 1996, p. 147 for details of 
this research.)

“When collaborative investigators did their re-
analysis and looked at OC use in women with a
positive family history of breast cancer again,
there was no different association than women 
in general,” he says. “Long-term OC use had no
impact on the risk of breast cancer being diag-
nosed later in life.”

Clinicians should understand that women 
with a family history of breast cancer are at high
risk compared with other women, Kaunitz says.
It is just that the pill does not alter that risk, he
explains. 

OCs and oophorectomies

Women with identified BRCA mutations tra-
ditionally have had oophorectomies (removal 
of the ovaries) to minimize their risk of devel-
oping ovarian cancer. With data now in hand,
providers may want to begin OC use in this
population during the reproductive years and
follow it closely with oophorectomies, Narod
suggests.

“I think the combination of OCs and preventive
surgery should be very close to complete preven-
tion,” he observes. “Unfortunately, I don’t see the
third arm of that, which is ovarian cancer screen-
ing, so I think the mainstay should be OCs and
prophylactic oophorectomy.” (The 1994 National
Institutes of Health Consensus Development
Conference on Ovarian Cancer concluded that
there was no evidence to support routine ovar-
ian cancer screening for all women.)

Rubin agrees with Narod’s position and says,
“From a clinician’s point of view, I think it would
be perfectly reasonable for these women who go
on OCs to have their breasts followed carefully,
and when they are through childbearing, have
their ovaries removed.” 
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10 years out: Cervical cap
overcoming barriers

Are your patients interested in using female-
controlled barrier contraceptives but uncom-

fortable with diaphragms or female condoms?
The cervical cap may be a perfect fit for them.

The Prentif Cavity-Rim Cervical Cap is the sole
product in this category approved by the federal
Food and Drug Administration (FDA). Since its
1988 U.S. introduction, the Prentif has enjoyed
slowly increasing sales each year, with much of
its growth attributed to college health services
and midwifery practices, says Liz Summerhayes,
owner of Cervical Cap Ltd. of Los Gatos, CA. The
company is the U.S. distributor for the Prentif,
manufactured by Lamberts (Dalston) Ltd. in
Luton, England.

The Prentif is a thimble-shaped device made 
of latex rubber, with a firm yet pliant rim. It fits
snugly over the cervix and is held in place by suc-
tion and support of the vaginal wall. When used
with spermicide, it acts as a physical and chemi-
cal barrier to sperm. It is available in four sizes:
22 mm, 25 mm, 28 mm, and 31 mm (internal rim
diameter). The cap does not require additional
spermicide before each instance of intercourse,
and it may be left in place for 48 hours. 

While the Prentif cap gained FDA approval in
1988, the method has been used as birth control
for centuries. Lamberts (Dalston) has manufac-
tured caps for over 70 years and sells two other
caps, the Dumas and the Vimule, outside the
United States, says Summerhayes.

Among typical couples who use a cervical 
cap before having a child, about 20% will exper-
ience an accidental pregnancy, according to
Contraceptive Technology (CT).1 If the cap is used
consistently and correctly, about 9% will become
pregnant. More pregnancies happen if the cervi-
cal cap is used after a woman has had a child.

The trend toward use of birth control methods
with higher levels of efficacy has impacted the
use of all barrier contraceptives, observes Felicia
Stewart, MD, director of reproductive health pro-
grams for the Kaiser Family Foundation in Menlo
Park, CA, and one of authors of CT.

“There has been a general decline over time in
popularity of all the barrier methods, including
the diaphragm and the cap,” she says. “I think,
generally speaking, couples are seeking methods
that provide a higher level of efficacy.”

For those seeking nonhormonal methods,
though, the ability to choose among barrier con-
traceptives is an important option. Many women
who have experienced urinary tract infections
while using the diaphragm have been pleased
with the Prentif cap, reports Elizabeth Davis,
CPM, of Woman to Woman, a San Francisco, CA-
based private practice. Davis participated in the
original clinical trials leading to the Prentif’s
approval and now serves as a provider trainer.

For women who have never seen or felt their
cervices, the learning process in becoming com-
fortable with cap gives them new insight in how
their bodies work, Davis notes. 

While some women may not be able to use a
Prentif cap due to their individual vaginal anat-
omy, there are virtually no contraindications for
cap users, says Stewart. 

“I have fit women who are virgins, women who
were discouraged about having to give up more
convenient chemical methods, and women with a
history of sexual abuse,” says Davis. “I wouldn’t
want to limit it [to any particular set of women.]”

Cost, training addressed

The patient’s cost for obtaining a cap ranges
from $50 to $150, depending on the fee for the
medical examination and device fitting. Cost of
the cap alone ranges from $30 to $40, and the cap
is available by prescription only. The company
recommends the Prentif be replaced on an annual
basis for optimum performance.

Providers who are interested in offering the
cap can get hands-on training through a national
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After 10 years on the U.S. market, the Prentif
Cavity-Rim Cervical Cap enjoys slowly increasing
sales as an option in the arena of woman-controlled
barrier contraceptive devices.
• Distributed by Cervical Cap Ltd. of Los Gatos,

CA, the Prentif cap is a thimble-shaped device
made of latex rubber with a firm yet pliant rim. 
It fits snugly over the cervix and is held in place
by suction and support of the vaginal wall. When
used with spermicide, it acts as a physical and
chemical barrier to sperm.

• Available in four sizes, the Prentif cap is smaller
than a diaphragm and can be worn for 48 hours.
The patient’s cost for obtaining a cap can range
from $50 to $150, depending on the fee for the
medical examination and device fitting.
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network of trainers or through an educational
video, says Summerhayes. (For contact informa-
tion, see resources, below.) An average training
session usually lasts four to six hours, depending
on the group’s size, Davis says. A typical class
covers the history of the cap, results of clinical
trials, details about fitting and use, and ideas on
how to market the service. 

New options on horizon

There is discussion on production of a non-
latex Prentif, Summerhayes reports. With plan-
ning now in the early stages, she is hesitant to
predict a timetable for such a release. Femcap, a
silicone cervical cap developed by Alfred Shihata,
MD, a Del Mar, CA, researcher, is now going
through the FDA approval process. (For more
information on the Femcap, see CTU, March
1998, p. 40.)

A polyurethane cervical cap is now in the
development stage, reports Michael Rosenberg,
MD, MPH, clinical professor of OB/GYN and
epidemiology at the University of North Carolina
and president of Health Decisions, a private
research firm, both in Chapel Hill. Researchers
are looking at using this particular cap for both
contraception and conception, he notes.
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Learn from our elders:
Prevent osteoporosis 
By Penelope Morrison Bosarge, RNC, CRNP, MSN
Women’s Health Nurse Practitioner
Teaching Faculty, Graduate Programs
University of Alabama School of Nursing 
Birmingham

Examine this case history: Susan is a 76-year-
old Caucasian woman who presents at the

emergency department via ambulance after
falling in her yard. Tests reveal a severe fracture
of the left wrist, which requires placement of 
a metal plate. Since Susan already has limited
use of her right hand, she is placed in a short-
term, skilled nursing facility for three weeks,
where she receives physical and occupational
therapy.

A review of Susan’s medical history reveals 
a relatively sedentary lifestyle for the past 25
years. A longtime heavy smoker, she began hor-
mone therapy after a total hysterectomy at age
45, only to abandon the course when she noted a
weight gain. She has taken calcium replacements
for the past 10 years, but the type and dose have
varied.

This story is played out across the United
States every day, with medical costs mounting as
the number of bone fractures due to osteoporosis
grows. What can providers do? Lifestyle changes
are the answer — and they are among the most
difficult to initiate in patients.

An age-old condition

Osteoporosis is not a new disease. It has 
been described throughout the ages as a prob-
lem of the elderly that resulted in fractures and,
in many cases, disability. Hippocrates may have
seen its association with nutrition when he said,
“Let thy food be thy medicine and thy medicine
be food.”

It is said that osteoporosis is a disease that
begins in adolescence. Providers can begin early
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For more on the Prentif cervical cap, contact:
• Liz Summerhayes, Cervical Cap Ltd., 430 Montgomery

Ave., Suite 18, Los Gatos, CA 95030. Telephone: 
(408) 395-2100. Fax: (408) 395-2103. E-mail: info@
cervcap.com. Web: http://www.cervcap.com. Cost of a
provider training video is $50; a patient information
video is $30. Check the Web site for a list of indepen-
dent trainers. Since many wholesale drug supply com-
panies do not routinely stock the Prentif cap, providers
may order them directly from Cervical Cap Ltd.

More on the cervical cap is available in Women, Sex and
Desire  Exploring Your Sexuality at Every Stage of Life,
a book by Elizabeth Davis. For more information, contact:
• Hunter House Publishers Inc., 15151/2 Park St.,

Alameda, CA 94501. Telephone: (800) 266-5592 or
(510) 865-5282. Web: http://www.hunterhouse.com.
Cost is $12.95.
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prevention with education and support to young
women to instill healthy eating habits that last a
lifetime. 

But what can be done for mid-life and mature
women? Providers who are now treating mem-
bers of the “baby boom” generation need to pay
attention to Susan’s case history because every
patient who has poor eating habits, smokes,
drinks alcohol, and reports a sedentary lifestyle,
while steering away from long-term hormone
therapy, is in for a challenging time.

The gold standard for prevention and stopping
the progression of bone loss includes:

• balanced diet;
• calcium and vitamin D supplementation;
• exercise;
• hormone therapy for postmenopausal

women.
Menopausal women who are at high risk of

fractures still can benefit from calcium supple-
mentation, as well as hormone therapy. While
this benefit is not great and does not occur right
away, most women can see a 50% reduction in the
incidence of fractures associated with osteoporo-
sis if exposed to estrogen for seven to 10 years.
The effects of estrogen are seen only while ther-
apy is given, and bone is lost after estrogen is
discontinued.1

In one study, women older than 70 who had
taken estrogen for less than five years, then dis-
continued treatment, were evaluated for skeletal
mass. Researchers found no remaining evidence
of the effects of the hormones.2 Conclusion:
Estrogens should be administered long-term,
probably for a lifetime.

Create a lasting plan

Providers should help patients design a life-
time program to optimize bone mass and pre-
serve skeletal integrity:3

• Promote good nutrition and a diet with ade-
quate calcium. Milk and other low-fat dairy prod-
ucts, leafy green vegetables, soybeans, and tofu
are good calcium sources. 

• Advocate regular weight-bearing exercise.
Brisk walking, running, aerobics, weight training,
cross-country skiing, dancing, and tennis can
help the bones and improve the heart function,
muscle tone, and balance. 

• Strongly discourage use of tobacco and
intake of large amounts of alcohol. Both can inter-
fere with bone health.

• Consider other preventive measures such 

as pharmacological therapy with bisphospho-
nates, calcitonin, or selective estrogen receptor
modulators.4,5,6

An adequate calcium intake must be con-
sumed to prevent further demineralization of
bone, which may compromise the usefulness 
of any therapeutic or preventive plan. New
national dietary guidelines specify 1,000 mg
daily for all women younger than 65 who are
premenopausal or taking estrogen. Women who
are menopausal and not on estrogen or older
than 65 should take 1,500 mg.7

Give careful instructions for choosing a cal-
cium supplement and its proper administration.
Make sure the supplement not only provides ade-
quate elemental calcium but also is bioavailable.

Start the dialogue now

A recent Gallup survey of U.S. women ages 
45 to 75 reveals that three out of four have never
spoken with their health care providers about
osteoporosis.

Start the dialogue now with your patients.
Remind them that although every woman’s
body goes through bone loss, especially in the
years after menopause, not every woman will
develop osteoporosis. Osteoporosis is generally
preventable. 

As the adage says, “Aging happens, but good
health is planned.”
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Jury finds for Norplant
implant manufacturer

The first jury trial of the Norplant implant sys-
tem has ended with the jury finding for the

manufacturer, Wyeth-Ayerst Laboratories of
Philadelphia. A jury in the State District Court of
Brownsville, TX, listened to more than two weeks
of medical testimony, then took less than three
hours to return a verdict in favor of the company.
The suit was filed in behalf of a woman who
claimed she suffered medical problems, including
severe menstrual bleeding, headaches, anemia,
and mood swings, and that she was not properly
informed of the product’s potential side effects.

The Brownsville trial represents the first
Norplant case to go before a jury. Of the other
cases that have approached the threshold of a trial
over the last four years, 14 resulted in a summary
judgment in favor of Wyeth-Ayerst, and the others
were withdrawn by the plaintiff. The only other
case that has gone to trial ended in a mistrial at the
request of the plaintiff. A total of 7,000 plaintiffs’
claims have been dismissed in the Federal District
Court of Beaumont, TX. (For more on these dis-
missals, see Contraceptive Technology Update,
July 1997, p. 88.)

The company operates the Health Care Provi-
ders Network, a toll-free consumer line ([800] 934-
5556) that offers referrals to providers experienced
with Norplant insertions and removals. Wyeth-
Ayerst sponsors the Norplant System Provider
Support Center, which can be reached at (800) 922-
0877. It offers information on the Procedures
Instruction Program, which links providers inter-
ested in learning insertion and removal procedures
with experienced instructors. It also connects
callers to the Norplant Consultant Network, which
offers phone consultations with experienced
Norplant instructors and health care professionals. 

Free professional support materials, including
a model arm instructional aid to demonstrate
insertion and removal techniques, video library,
and additional patient education materials, are
available by dialing the toll-free number.  ■

CE objectives

After reading this issue of Contraceptive Tech-
nology Update, the continuing education par-

ticipant should be able to:
• Name the pharmaceutical formulation of the

medication contained in the Preven Emergency
Contraceptive Kit.

• Cite the dosage tested in a recent multina-
tional study of a progestin-only emergency con-
traceptive pill.

• Name what subgroup of women was ana-
lyzed in a study of oral contraceptives’ effect in
reducing ovarian cancer risk.

• Identify the cervical cap that has received
federal Food and Drug Administration approval
for contraceptive use.  ■
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