
Overcome the stigma of herpes 
with positive messages for patients
Empower patients with news of improved treatment, possible vaccine

Strides are being made when it comes to herpes. New treatments
are emerging, and an advanced clinical trial of a potential herpes
vaccine now is under way.

Despite these steps, the social stigma of genital herpes is real, measur-
able, and harmful, according to results of a 2003 national colloquium on
the subject. The barriers to tackling genital herpes must be conquered,
say public health officials. Population-based study findings indicate 22%
of American adults have antibodies to herpes simplex virus type 2 (HSV-
2)1,2, and HSV-2 has become the most frequent cause of genital ulcer dis-
ease in all regions of the world.3-6

“This meeting confirmed what we have long suspected: Stigma dis-
courages people from getting screened for herpes and other common sex-
ually transmitted infections [STIs] and often delays care-seeking for STI
symptoms,” says James Allen, MD, MPH, president of the American
Social Health Association (ASHA) based in Research Triangle Park, NC.
“As a physician, I am very concerned that stigma makes it difficult for
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Population-based study findings indicate 22% of American adults have anti-
bodies to herpes simplex virus type (HSV-2), and HSV-2 has become the
most frequent cause of genital ulcer disease in the world.
• New research indicates daily antiviral use with valacyclovir can cut risk of

transmission to an uninfected partner by about 50%. The drug has received a
supplemental indication from the Food and Drug Administration based on the
research.

• More than 35 U.S. medical centers are participating in an efficacy trial of
an investigational genital herpes vaccine that may prevent herpes infec-
tion in women.
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people diagnosed with herpes to have honest
and open discussion with others, including their
health care providers.”

Bridging the gap between patients and
physicians is vital for improving the manage-
ment of genital herpes. Recent surveys indicate
just 41% of patients are satisfied with current
care and support.7

Health care providers are on the front line
when it comes to delivering the message that
herpes is treatable and manageable and should
not be treated as a life-changing event, says
Charles Ebel, ASHA’s senior director of pro-
gram development. He also serves as chairman
of the International Herpes Alliance, a global-
based advocacy organization.

“A great deal of progress has been made since
the early days of the herpes epidemic, but the
battle against stigma has seen only the opening
shots,” observes Ebel.

Look at the problem

Stigma about herpes has a major impact on
those diagnosed, reports Ebel, author of the
book Managing Herpes: How to Live and Love
With a Chronic STD (Research Triangle Park,
NC: American Social Health Association; 1994).

“We know from survey research that worries
about disclosure are commonplace,” he explains.
“Studies suggest that up to 30 or 40% of people
who have genital herpes do not disclose this to
sexual partners. Disclosure rates are even lower
with family and friends.”8

People with herpes generally do talk to a
health care provider, but they may become
embarrassed when it comes to discussing such
issues as protecting their partner or availability 
of new therapies, says Ebel. To help patients,
address the matter up front, he suggests. While
herpes is misunderstood, it is a common infection
easily managed by millions of people, he states. 

Talk about it

How can you approach the subject of herpes
with patients? Consider the following counsel-
ing tips:

• Put the infection in perspective.
“Some people suffer under the misconcep-

tion that herpes is a rare but serious condition,”
states Ebel. “A person being diagnosed needs
to understand that it is, instead, very common
and generally has such mild symptoms that it
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goes unrecognized.” 
As many as nine out of 10 of those infected with

genital herpes are unaware they have the disease
and may only have experienced a mild initial out-
break without recognizing recurring symptoms of
the disease. Discuss symptoms of genital herpes,
which may include painful or itchy clusters of blis-
ters, bumps and rashes in the genital area, or on
the thighs or buttocks. [Go to the Contraceptive
Technology Update web site, www.contraceptive-
update.com, and click on “toolbox” to get a copy
of a patient handout prepared by the National
Institute of Allergy and Infectious Diseases. Your
user name is your subscriber number from your
mailing label. Your password is ctu (lowercase)
plus your subscriber number (no spaces).] 

Explain that the symptoms of the disease may
be confused with other conditions such as uri-
nary tract infections, ingrown hair, jock itch, zip-
per burn, allergic reactions, vaginal infections, a
cut or a scratch, or irritation from sexual inter-
course or tight jeans.

• Explain the cycle of latency and reactivation.
Patients should be given the basic facts about

how the HSV-2 virus goes through many cycles 
of latency and reactivation. Though the disease is
most contagious during an outbreak, it also can
be contagious between outbreaks when no signs
and symptoms are present. 

“It is important that [patients] understand
this, so that they can understand the issue of
sexual transmission,” explains Ebel. “Many peo-
ple are puzzled about how they acquired herpes
or from whom, and understanding the natural
history may help them to realize that herpes can
be spread unwittingly by someone who is shed-
ding virus asymptomatically.” 

• Stress the treatability of herpes.
A part of the stigma attached to genital herpes

centers around its chronic nature, says Ebel. Be
sure to discuss with patients that daily antiviral
therapy significantly reduces symptoms and
asymptomatic shedding.

New research indicates that daily antiviral 
use with valacyclovir (Valtrex, GlaxoSmithKline,
Research Triangle Park, NC) can cut risk of trans-
mission to an uninfected partner by about 50%.9

Results of the international, double-blind,
placebo-controlled clinical trial led the Food and
Drug Administration to approve a new indication
for Valtrex in August 2003 for use in reducing the
risk of heterosexual transmission of genital her-
pes to susceptible partners with healthy immune
systems when used as suppressive therapy in

combination with safer sex practices.
• Identify the myths.
When working with patients, identify existing

understandings and myths about genital herpes,
says Dennis Fortenberry, MD, professor of pedi-
atrics and associate director of the division of
adolescent medicine at the University of Indiana
in Indianapolis.

To identify these myths, he suggests the follow-
ing approach: “A lot of people have heard different
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The Herpes Resource Center, a service of the
American Social Health Association (ASHA) of
Research Triangle Park, NC, offers several
resources designed to increase public awareness
and promote education about herpes. Check out
the following:
• Web resources. Go to the ASHA web site, www.

asha-std.org; click on “Programs and Resource
Centers”, then click on “Herpes Resource Center.”
Take a look at “Herpes — Get The Facts” for
straightforward information about the infection,
detection methods, and treatment.

• Telephone hotline. By dialing (919) 361-8488,
free information is available from trained health
communication specialists about transmission,
prevention, and treatment of herpes. The hotline
also provides support for emotional issues sur-
rounding herpes such as self-esteem and partner
communication. The hotline is open from 9 a.m.
to 6 p.m., Eastern Time, Monday through Friday.

• Local support groups. The Herpes Resource
Center has an affiliated network of local support
groups for people concerned about herpes sim-
plex virus. The groups provide a safe, confiden-
tial environment where participants can get
accurate information and share experiences,
fears, and feelings with others who are con-
cerned about herpes. Check the ASHA web site
for state-by-state listing of such groups.

• Publication resources. Visit the Resource
Center site for access to ordering herpes-related
publications, such as the “Herpes Fact Pack,”
which includes an annual subscription to the
helper, a quarterly publication; Understanding
Herpes, a 16-page booklet; and the book,
Managing Herpes: How to Live and Love with a
Chronic STD. Cost for the Fact Pack is $46.95,
which includes shipping and handling. Orders
may be placed on-line, printed out, and faxed to
(919) 361-8430 (Attention: Customer Service) or
mailed to ASHA Resource Center, P.O. Box
1382, Research Triangle Park, NC 27709.
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things about genital herpes. What kinds of things
have you heard about herpes?” This will allow you
to address the myths with pertinent facts. (See the
resource guide on p. 39 for helpful information.)

Next, identify the patient’s fears related to hav-
ing genital herpes, says Fortenberry. Ask patients,
“What is most frightening to you about having
herpes?”

Talk about the treatability of genital herpes, he
suggests. Explain that several medications reduce
the frequency and severity of outbreaks as well as
reduce risk of transmission to others.

Encourage use of social support, Fortenberry
suggests. Say, “Sometimes, it helps to talk to some-
one else who understands herpes. Here is the web
site and phone number of a support group in the
area.” (See the resource guide on p. 39 for web
links and telephone numbers.)

• Stress the positive.
Let patients know that strides are being made

in herpes research. More than 35 medical centers
across the United States are participating in a
nationwide efficacy trial of an investigational
genital herpes vaccine that may prevent herpes
infection in women.

The trial is examining the Herpevac vaccine
developed by GlaxoSmithKline Biologicals, with
headquarters in Rixensart, Belgium. In two previ-
ous Phase III clinical studies, the candidate vaccine
was shown to decrease the risk of developing
symptomatic HSV infection in women who were
not previously infected with herpes simplex.10 (To
read more about the investigation, see the Con-
traceptive Technology Update article, “Herpes vac-
cine research may hold key to stemming STD” in
the STD Quarterly inserted in the February 2003
issue, p. 1.)

“Improvements in diagnostics and treatments
have really given us a better message to share
with those infected or concerned about becoming
infected with herpes, and with the real possibility
of a vaccine becoming available in the next five
years, there is a lot of work to do,” states Ebel.

References

1. Fleming DT, McQuillan GM, Johnson RE, et al. Herpes
simplex virus type 2 in the United States, 1976 to 1994. N
Engl J Med 1997; 337:1,105-1,111.

2. Armstrong G, Schillinger J, Markowitz L, et al.
Incidence of herpes simplex virus type 2 infection in the
United States. Am Epidemiol 2001; 153:912-920.

3. Beyrer C, Jitwatcharanan K, Natpratan C, et al. Molecular
methods for the diagnosis of genital ulcer disease in a sexually
transmitted disease clinic population in Northern Thailand:

Predominance of herpes simplex virus infection. J Infect Dis
1998; 178:243-246.

4. Chen CY, Ballard RC, Beck-Sague CM, et al. Human
immunodeficiency virus infection and genital ulcer disease
in South Africa: The herpetic connection. Sex Transm Dis
2000; 27:21-29. 

5. Mwansasu A, Mwakagile D, Haarr L, et al. Detection of
HSV-2 in genital ulcers from STD patients in Dar es Salaam,
Tanzania. J Clin Virol 2002; 24:183-192.

6. Wald A, Link K. Risk of human immunodeficiency
virus infection in herpes simplex virus type-2 seropositive
persons: A meta-analysis. J Infect Dis 2002; 185:45-52.

7. Alexander L, Naisbett B. Patient and physician partner-
ships in managing genital herpes. J Infect Dis 2002; 186 Suppl
1:S57-65. 

8. Green J, Ferrier S, Kocsis A, et al. Determinants of dis-
closure of genital herpes to partners. Sex Transm Infect 2003;
79:42-44.

9. Corey L, Wald A, Patel R, et al. Once-daily valacyclovir
to reduce the risk of transmission of genital herpes. N Engl J
Med 2004; 350:11-20.

10. Stanberry LR, Spruance SL, Cunningham AL, et al.
Glycoprotein-D-adjuvant vaccine to prevent genital herpes.
N Engl J Med 2002; 347:1,652-1,661. ■

Bulletin: FDA delays 
decision on Plan B

The decision to move the levonorgestrel emer-
gency contraceptive pill Plan B (Barr Laborato-

ries, Pomona, NY) to over-the-counter status (OTC)
has been delayed by the Food and Drug Admini-
stration (FDA).

The agency announced Feb. 13, 2004, that it was
extending its review of the company’s request,
which allows it to analyze additional data on ado-
lescent use submitted by Barr Labs and Plan B’s for-
mer owner, Women’s Capital Corp. of Washington,
DC. Based on its ongoing dialogue with the FDA,
Barr Laboratories says it expects a decision regard-
ing the OTC status within 90 days of the original
Feb. 20, 2004, review deadline.

Two FDA advisory committees voted 23-4 in
December 2003 that the agency approves the com-
pany’s request, based on the strength of the scien-
tific evidence presented at the meeting. (Read more
about the committees’ decision in Contraceptive
Technology Update, February 2004, “Bulletin:
emergency contraception moves closer to over-
the-counter,” p. 13.)

Barr Laboratories will continue to work closely
with the FDA to assist in the timely completion of
the review, according to a statement issued by the
company.
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“We believe that availability of the Plan B emer-
gency contraceptive as an OTC product meets a
significant unmet medical need, and that OTC sta-
tus will remove barriers that currently delay the
timely availability of Plan B for women who have
had unprotected sexual intercourse or experienced
a contraceptive failure,” states Bruce Downey,
Barr’s chairman and chief executive officer. 

The fact that the FDA has postponed the deci-
sion raises concern that the decision could be
affected by ideology, observes James Trussell,
PhD, professor of economics and public affairs
and director of the Office of Population Research
at Princeton (NJ) University. He was a member of
one of the FDA committees that voted in favor of
the OTC proposal.

“I had expected, after the very positive reviews
by FDA staff presented at the advisory committee
meeting and the overwhelmingly positive 23-4
vote to take Plan B over-the-counter and the
extraordinarily positive editorial coverage across
the country urging the FDA to base its decision
on science and not ideology, that the FDA would
approve the application by the Feb. 20 deadline,”
says Trussell. “The advisory committee vote was
to take Plan B OTC with no age restrictions.”  ■

Teens face obstacles
when obtaining EC

The adolescent in your exam room just told you
she had unprotected sex over the weekend.

When you ask her if she used emergency contra-
ception (EC), she says she didn’t know where to
get a prescription because the clinic was closed.

When it comes to accessing emergency contra-
ceptive pills (ECPs), teens face many barriers. To
address these obstacles, a recent web conference
sponsored by the Washington, DC-based American
College of Preventive Medicine (ACPM) featured
an overview of the newest indications, contraindi-
cations, mechanisms of action, efficacy, and safety
of ECPs for teens. (See the resource box on p. 42
for directions on viewing an archive of the web
conference.)

While the word may be getting out about EC,
many teens still do not know about it, says Melanie
Gold, DO, associate professor of pediatrics at the
University of Pittsburgh School of Medicine and
associate professor at the University of Pittsburgh
Graduate School of Public Health. A 2003 national

survey supports Gold’s observation. While two-
thirds of women ages 18-44 surveyed said they
were aware that there is something a woman can 
do to prevent pregnancy in the few days following
sexual intercourse, only 6% of them reported ever
using EC.1

Gold, who presented at the ACPM web confer-
ence, says she talks about EC with all teens as
part of contraceptive counseling. She uses the fol-
lowing strategy:

• Discuss what a teen’s future plan is for contra-
ception, then provide a scenario that is tailored to
the individual, based on his or her particular plan.

• Follow up with a scenario in which the plan
fails, then ask, “What would you do if you didn’t
want to get pregnant?”

• If the teen does not have a plan, ask, “Can I
tell something you could do?” (Teens always say
yes to this question, says Gold, because they
don’t want to get pregnant.)

• Ask, “Do you know anything about emer-
gency contraception?”

• If the teen answers in the affirmative, say,
“Tell me what you know about EC.”

Teens who do know about EC usually have fairly
good information on the method, but they are not
clear on the effectiveness window of the drug. Gold
uses this opportunity to discuss that while EC is
most effective when it is taken as soon as possible,
new data indicate EC may prevent pregnancy for
up to five days (120 hours) after unprotected inter-
course.2,3,4 (Review the findings in the article,
“Research eyes EC regimens, timing issues,”
Contraceptive Technology Update, August 2003, p.
88; and the article, “Clinicians change practice
when it comes to EC,” CTU, January 2004, p. 9.)

• Ask, “How do you get EC?”
Gold offers advance provision of EC, but to help

prepare teens should they need a refill, she also
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When it comes to accessing emergency contracep-
tion (EC), teens face many barriers. 
• A recent web conference sponsored by the

American College of Preventive Medicine fea-
tured indications, contraindications, mechanisms
of action, efficacy, and safety of EC for teens.

• According to a 2003 national survey, while two-
thirds of women ages 18-44 surveyed said they
were aware that a woman can prevent preg-
nancy in the few days following sexual inter-
course, only 6% of them reported using EC.
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explains what they should ask for if they need to
call for a refill. She tells teens that when they call
the clinic, they will be speaking to the receptionist,
so they must communicate the urgency of their
need. While the staff at Gold’s clinic are trained to
ask such questions as “Did you have unprotected
sex?” and “Do you need emergency contracep-
tion?” teens may not always encounter such ques-
tions when they make the call. She also makes sure
that teens understand that while EC may prevent
unintended pregnancy, it does not provide protec-
tion against sexually transmitted diseases (STDs).

What if EC goes OTC?

How will providers’ roles change if the Food
and Drug Administration (FDA) approves the
move of the levonorgestrel-only ECP Plan B (Barr
Laboratories, Pomona, NY) to OTC? 

Don Downing, RPh, a clinical associate profes-
sor in the Seattle-based University of Washing-
ton’s School of Pharmacy, who presented at the
ACPM conference, suggests the following steps
for pharmacists:

• Place EC near the pharmacy counter to help
facilitate conversations between pharmacists and
clients.

• Place handouts near EC products to aid in
providing clients with information on referrals,
ongoing contraception, STDs, and other impor-
tant information.

• Place posters in pharmacies to let women
know that the pharmacy’s pharmacists are edu-
cated about EC and would be pleased to talk with
them about EC and related services. (See resource
box, left, for EC promotional materials.)

Health care providers still have a very impor-
tant role in educating teens about emergency con-
traception, even if it does go over the counter, says
Gold. Providers will need to reinforce the impor-
tance of returning for STD screenings as well as
obtaining a regular method of contraception, even
if teens can obtain EC at the local pharmacy.

“Health care providers will have an important
role to ask patients, ‘What do you know about
emergency contraception?’ and ‘Where could you
get it if you needed it?’” she says.
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Is male contraceptive on
horizon? Trials under way

Look for new developments this year when it
comes to male contraception. While it may be

some time before an actual product reaches the
market shelves, scientists are gaining ground in
the development of possible forms of birth con-
trol for men.

Schering AG of Berlin, Germany, and Organon
International of Oss, the Netherlands, are con-
ducting a double-blind, randomized Phase II trial
and are enrolling 350 men in 14 centers through-
out Europe. The study will evaluate six dose com-
binations of etonogestrel in implant form and
testosterone undecanoate in injection form. At the
present time, no U.S. center is included in the
trial, says Schering spokeswoman Astrid Forster.

42 CONTRACEPTIVE TECHNOLOGY UPDATE ® / April 2004

• To view an archive of the web-based confer-
ence on teens and emergency contraception
presented by the American College of Preven-
tive Medicine, go to www.medscape.com, register
and log in as a free Medscape user. Search the
continuing medical education (CME) Public Health
and Prevention section for “emergency contracep-
tion”; click on “Emergency Contraceptive Pills and
Adolescents.” 

• For states with EC pharmacy access programs,
look at the resources available on the Oakland,
CA-based Pharmacy Access Partnership. The web
site has a variety of promotional materials, includ-
ing an 8-by-11 inch pharmacy poster. Many are
available for free reproduction in Adobe Acrobat
PDF Go to the site, www.pharmacy access.org;
click on “Pharmacist Resources,” “Emergency
Contraception,” and “Promoting Your EC
Services.” 
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“We will expand the study concept to the
United States if we get positive results and have
decided to do a further trial,” says Forster.

According to Schering, Phase III studies to
investigate the long-term efficacy and safety of
the method will follow as soon as the current
Phase II study has been successfully completed.
A marketable product may be available at the lat-
est by 2009, according to the company. 

The Geneva-based World Health Organiza-
tion (WHO) has completed enrollment and is
conducting follow-up in a Phase III trial of
injectable testosterone undecanoate in China,
reports Herbert Peterson, MD, coordinator of
the Promoting Family Planning program in the
WHO’s Department of Reproductive Health and
Research. The WHO initiated a Phase II trial of
testosterone undecanoate plus depot medroxy-
progesterone acetate (DMPA) in Indonesia in
2002. Study results will be reported this year,
says Peterson.

Look at combinations

Research first begun by the WHO indicates
that testosterone is effective in suppressing sperm
production.1 An excess amount of testosterone
inhibits gonadotropins and causes a decrease in
natural levels of testosterone in the testes and
hampering the manufacture of sperm.2 The
WHO’s two-year trial of weekly testosterone
enanthate injections showed contraceptive effi-
cacy comparable to those of female hormonal
methods, with fertility restored two to three
months following the last injection.1

Research indicates that testosterone treatment

alone does not reliably suppress sperm produc-
tion to the point of azoospermia in most men, so
scientists have moved their focus to combinations
of longer-acting testosterone derivatives and a
progestin.3 Such a combination results in suppres-
sion of serum gonadotropins and sperm counts;
the right mixture is now the main focus of male
contraceptive research.3 Testosterone adminis-
tered in combination with DMPA, norethisterone
enanthate, desogestrel, or etonogestrel has shown
promising efficacy.4

Australian scientists have looked at one such
combination by conducting a study of 55 couples,
with the men using testosterone implants and
DMPA injections.5 The men underwent the hor-
mone treatment every three or four months to
switch off sperm production. Couples relied on
the treatment as their only contraceptive. No
pregnancies were reported during the study
period.5 (Review other forms of male contracep-
tion now in the research pipeline; see “Male con-
traceptives: Research examines options,” in the
January 2004 issue of Contraceptive Technology
Update, p. 6.)

Who needs male options?

Who would be a suitable candidate for male
contraception? Men who wish to be partners in
birth control or those with partners unable to 
use contraception, according to information
presented at “New Frontiers in Contraceptive
Research,” an international symposium spon-
sored by the Washington, DC-based Institute of
Medicine.6

Men are interested in using such new forms of
contraception. In a 2002 survey, three-quarters of
men said they would consider trying male hor-
monal contraception.7 The three most popular
choices for method of administration included 
an oral pill, a thrice-monthly injection, or a twice-
yearly injection. 

As with women, men’s willingness to use hor-
monal contraception will depend upon effective-
ness, convenience of use, and side effect profile.3

Any method that is painful, expensive, inconve-
nient, requires extensive monitoring, or inhibits
sexual function or general health will not be cho-
sen or will be quickly discarded.8

Will women trust their partners to use a hor-
monal method for contraception? Findings from 
a multinational survey of women indicate they
will. Just 2% said they would not trust their part-
ner to use such a method.8
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Scientists are gaining ground in the development
of possible forms of birth control for men.
• Schering AG and Organon International are con-

ducting a double-blind randomized phase II trial
to evaluate six dose combinations of etono-
gestrel in implant form and testosterone unde-
canoate in injection form.

• The World Health Organization has completed
enrollment and is conducting follow-up in a Phase
III trial of injectable testosterone undecanoate in
China. Results of a Phase II trial of testosterone
undecanoate plus depot medroxyprogesterone
acetate in Indonesia will be reported this year.
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Polycystic ovary syndrome 
gets redefined diagnosis

Aquick check of your next patient chart shows
a woman with irregular or absent ovulation

and elevated levels of androgenic hormones.
What’s your initial diagnosis?

If it is polycystic ovary syndrome (PCOS), your
deduction falls in line with findings jointly issued
by the Grimbergen, Belgium-based European
Society for Human Reproduction and Embryology
and the Birmingham, AL-based American Society
for Reproductive Medicine (ASRM). The two
groups recently convened a consensus workshop
in Rotterdam, the Netherlands, to more exactly
characterize the syndrome.1

Since the condition encompasses such a broad
spectrum of signs and symptoms, diagnosis can
prove difficult for clinicians. In an attempt to sim-
plify matters, workshop participants issued the
following diagnostic criteria: 

For a patient to be diagnosed with PCOS, two
of the following three conditions must be present:
irregular or absent ovulation, elevated levels of
androgenic hormones, and/or enlarged ovaries
containing 12 or more follicles each.

Care must be taken in ruling out other condi-
tions, such as androgen-secreting tumors or
Cushing’s syndrome that can present the same

symptoms, caution workshop participants. Also,
if a woman has polycystic ovaries, but normal
ovarian function, and she exhibits no signs of ele-
vated androgen hormones, she should not be con-
sidered as having PCOS until more is known
about her condition, they state.1

“PCOS remains a syndrome, and no constella-
tion of findings or set criteria can exclusively be
used for a clinical diagnosis or for inclusion in
clinical research,” states Robert Schenken, MD,
ASRM president-elect. “Further studies are
needed to assess risk levels based on different
diagnostic criteria.”

Understand the syndrome

Androgenic disorders are the most common
endocrine-based disorders of women and affect up
to 10% of American reproductive-aged females.2

About 65%-85% of hyperandrogenic women have
polycystic ovary syndrome. Clinical manifesta-
tions of the disorder include hirsutism, acne, obe-
sity, anovulation, and menstrual irregularities.2

When taking the patient’s history, note the fol-
lowing features: the onset and duration of signs of
androgen excess; menstrual history; medication
use, including exogenous androgens; lifestyle
issues, including exercise, alcohol use, smoking;
and family history of cardiovascular disease and
diabetes.3 Look for the following symptoms dur-
ing the physical examination: presence of acne,
balding, or clitoromegaly; the distribution of body
hair; enlargement of the ovaries based on a pelvic
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Two major organizations recently convened a con-
sensus workshop to more exactly characterize poly-
cystic ovary syndrome (PCOS), an androgenic
disorder affecting about 5% to 10% of teens and
women.
• For a patient to be diagnosed, two of the following

three conditions must be present, according to the
workshop’s findings: irregular or absent ovulation,
elevated levels of androgenic hormones, and/or
enlarged ovaries containing 12 or more follicles
each.

• Clinicians must rule out other conditions that can
present the same symptoms as PCOS. Also, if a
woman has polycystic ovaries, but normal ovar-
ian function, and she exhibits no signs of ele-
vated androgen hormones, she should not be
considered as having PCOS until more is known
about her condition, according to the workshop.
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examination; and signs of insulin resistance, such
as obesity. In women with acanthosis nigricans, a
condition characterized by velvety, mossy, hyper-
pigmented skin, often noted on the back of the
neck, beneath the breasts, or on the vulva, it is
important to consider associated insulinoma or
malignancy, particularly adenocarcinoma of the
stomach.3

Because tests for insulin resistance are inexact,
workshop participants have recommended that
PCOS patients be evaluated for metabolic syn-
drome. Such evaluation involves measuring for
abdominal obesity, triglycerides, high-density
lipoproteins, high blood pressure, and fasting and
two-hour glucose tolerance. In addition, there is
some evidence that women with PCOS are at
increased risk for cardiovascular disease and may
also be at increased risk for endometrial cancer;
check for both risks in your exam.4,5

More research needed

Since a 1990 conference was held by the
Bethesda-based National Institutes of Health, 
clinicians have struggled with a universally
accepted definition of PCOS.6 The reason for the
confusion lies in the fact that PCOS is a syndrome,
and there are likely many causes for the disorder,
says Robert Rebar, MD, ASRM’s executive direc-
tor. The ASRM workshop’s findings are by no
means the final statement on the subject, he adds. 

While the clarification of diagnostic criteria
may improve the ability of clinicians and
researchers to discuss PCOS, the way the criteria
are framed — as two out of three required for
diagnosis — may cause some confusion, he says.
Further research is needed to clarify how the risks
of PCOS relate to the individual patient’s mani-
festation of the syndrome, states Rebar.

How can you help women manage symptoms
associated with PCOS? Combination oral con-
traceptive pills may be effective in long-term
management of such symptoms as menstrual
irregularities, hirsutism, and acne.2 Oral contra-
ceptive pills also reduce the risk of endometrial
cancer; the extent of this effect in women with
PCOS is unknown.3

References

1. Rotterdam ESHRE/ASRM-Sponsored PCOS Consen-
sus Workshop Group. Revised 2003 consensus on diagnostic
criteria and long-term health risks related to polycystic
ovary syndrome. Fertil Steril 2004; 81:19-25.

2. Using oral contraceptives to treat polycystic ovary syn-
drome. Contraception Report 2001; 12:4-7, 16.

3. Schroeder BM. ACOG releases guidelines on diagnosis
and management of polycystic ovary syndrome. Am Fam
Physician 2003; 67:1,619-1,620, 1,622.

4. Dahlgren E, Janson PO, Johansson S, et al. Polycystic
ovary syndrome and risk for myocardial infarction — evalu-
ated from a risk factor model based on a prospective study
of women. Acta Obstet Gynecol Scand 1992; 71:599-604.

5. Hardiman P, Pillay OS, Atiomo W. Polycystic ovary
syndrome and endometrial carcinoma. Lancet 2003; 361:1,810-
1,812.

6. Zawadski JK, Dunaif A. Diagnostic criteria for polycys-
tic ovary syndrome: Towards a rational approach. In: Dunaif
A, Givens JR, Haseltine F, eds. Polycystic Ovary Syndrome.
Boston: Blackwell Scientific; 1992, pp. 377-384. ■

Break down teen barriers 
with direct provision
Switch from voucher system works in school clinics 

Direct distribution of birth control may be an
effective strategy for school-based clinics

wishing to remove barriers to contraceptive
access, according to research findings from
Minnesota public health officials.1

The Minneapolis Department of Health and
Family Support operates comprehensive school-
based clinics in five traditional high schools. Prior
to 1998, its clinics issued vouchers redeemable 
for free birth control at community clinics. The
voucher system proved less than effective, how-
ever; just 41% of students received all of the
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Direct distribution of birth control may be an effec-
tive strategy for school-based clinics wishing to
remove barriers to contraceptive access, according
to new research findings.
• Prior to 1998, high school clinics operated by the

Minneapolis Department of Health and Family
Support issued vouchers redeemable for free
birth control at community clinics. The voucher
system proved less than effective, however; just
41% of students received all of the contracep-
tives they requested during the last year of
voucher issuance.

• By switching to direct distribution, numbers
increased to 99% by 2000.
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contraceptives they requested during the last year
of voucher issuance. By switching to direct distri-
bution, that number increased to 99% by 2000.1

School-based health centers are on the rise;
their numbers have increased by 9% over the 
past two years, according to statistics from the
Washington, DC-based Center for Health and
Health Care in Schools.2 According to a 2002 sur-
vey conducted by the organization, there are
1,498 such centers across the country; 36% are
located in high schools.2 Forty-three states plus
the District of Columbia operate school-based
health centers; seven states (Arkansas, Hawaii,
Idaho, Montana, North Dakota, South Dakota,
and Wyoming) do not have such facilities.2

Despite the growing numbers of school-based
clinics, many are restricted from providing con-
traceptives, usually due to school district policy.3

A recent national survey of high school clinics
found just 18% directly dispensing oral contra-
ceptives and 28% distributing condoms.3

Controversy over providing family planning
services to students has limited many clinics in
their ability to meet the needs of sexually active
teens by dispensing contraceptives on-site.4

“Our findings suggest that school-based clinics
could go a step further in reducing adolescents’
barriers to accessing contraceptives by adopting
an on-site direct delivery system,” says Abbey
Sidebottom, MPH, an epidemiologist with the
Minneapolis Department of Health and Family
Support and lead author of the Minneapolis
study. 

Remove obstacles

To receive care from the Minneapolis school-
based clinics, parents are requested to sign a form
to allow their child to receive one of the following
options: all clinic services, all services except con-
traceptive counseling and birth control services,
or no services, explains Donna Amidon, RN,
CNP, MPH, manager of school health services 
for the Minneapolis Department of Health and
Family Support.

Under the voucher system, students were

issued vouchers for free birth control, good for
two weeks, and redeemable at participating com-
munity clinics, following contraceptive counsel-
ing at the school clinics. The logistics involved in
obtaining the contraceptives proved problematic
for many teens, she notes. Students often were
unable to get to community clinics during oper-
ating hours, and even if Saturday hours were
available, many teens were reluctant to go,
Amidon states.

“You are dealing with teen-agers who are
already scared to talk to an adult about some-
thing so personal as contraception,” she says. “It
is hard enough for them to walk into a school-
based clinic, with very teen-friendly people, then
to have to go to yet another clinic, face another
adult, whom they don’t know. For some, they
don’t want to do that.”

With the addition of Depo-Provera (depot
medroxyprogesterone acetate or DMPA, Pfizer,
New York City) to the list of school clinic contracep-
tive options, further flaws arose with the voucher
system, states Amidon. Adolescents who chose
DMPA would undergo counseling and examination
at the school clinics and then would travel to a com-
munity clinic for their injections. Going off-site to
get injections raised potential liability questions,
since the students were not clients of the commu-
nity clinics, explains Amidon. Timing issues in initi-
ating and maintaining DMPA injection schedules
also were of concern. 

In 1997, pregnancy rates among Minneapolis 15-
to 17-year-olds were 79.4 per 1,000, compared to
state and national levels of 32.0 and 57.1, respec-
tively.5 School and public health officials then
moved to change the voucher system to a direct
distribution method in an effort to be more effec-
tive in combating teen pregnancy rates.

Did teens seek care?

To perform the Minneapolis study, researchers
performed chart audits of students requesting
contraceptives. Charts were divided into two
groups based on the students’ year of graduation.
The first group consisted of students from the

46 CONTRACEPTIVE TECHNOLOGY UPDATE ® / April 2004

■ Nonoyxnol-9
products: What’s
available? 

■ Hepatitis: Update
your prevention
information

■ Contraceptive patch
comes to Canada

■ What’s on tap in
herpes diagnostics?

■ Three tips to
improve your HIV
counseling skills

COMING IN FUTURE MONTHS



class of 1998 who requested contraceptives under
the voucher system, and the second group was
comprised of students from the class of 2000 who
requested birth control during the first two years
of the direct distribution system.1

Did more teens come to the school-based clin-
ics for contraceptives following the switch to
direct distribution? Study results indicate that
numbers stayed steady; 11% of students sought
birth control at the facilities during the two time
periods analyzed in the investigation.1

Change not widely publicized

Overall demand might have increased if the
change had been more widely publicized; the
staff informed current patients and school admin-
istrators, says Amidon. While contraceptive ser-
vices are mentioned in classroom presentations
about the school-based clinics, they are listed as
just one of the total health services made avail-
able through the facilities, she notes. 

Critics of school-based health centers have
argued that by offering contraceptives, school-
based health centers increase rates of sexual activ-
ity among teens.4

“Previous research with adolescents has indi-
cated that making contraceptives accessible does
not increase sexual activity among adolescents who
weren’t previously sexually active,”6 Sidebottom
says. “The fact that we did not see an increase in
demand for contraceptives among the student pop-
ulation at these schools seems to agree with these
findings.” 
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CE/CME instructions 

Physicians and nurses participate in this con-
tinuing medical education/continuing educa-

tion program by reading the articles, using the
provided references for further research, and
studying the questions at the end of the issue.
Participants should select what they believe to be
the correct answers and refer to the list of correct
answers to test their knowledge. To clarify confu-
sion surrounding any questions answered incor-
rectly, please consult the source material. After
completing this activity with the June issue, you
must complete the evaluation form provided and
return it in the reply envelope provided in that
issue to receive a certificate of completion. When
your evaluation is received, a certificate will be
mailed to you. ■

No-risk guarantee: If you aren't completely satisfied with this critical
reference, just return it within 30 days in resalable condition, and
receive a complete refund. No questions
asked!

The FDA approval of an extended-use contra-
ceptive marks a drastic change in this area of
women's health. Patients will have a lot of
complex questions and, more than ever, they
will need you to provide solid patient educa-
tion to separate fact from fiction.

If you want an unbiased update on the clinical
issues surrounding Seasonale and other
extended-use contraceptives, then you need the Seasonale and
Extended Use Contraception Sourcebook. Here is just a brief listing of
the topics you will receive authoritative guidance on through this criti-
cal reference: 

✔ off-label use, such as continuously taking the pill so there's no 
✔ period at all;
✔ extended-use regimen options for female patients beginning 
✔ perimenopause;
✔ instructions for patients who forget to take pills;
✔ limitations of Seasonale; 
✔ continuously taking the pill to reduce side effects associated 
✔ with oral contraceptives; 
✔ and more.

Seasonale and Extended Use Contraception Sourcebook will also
offer free continuing education. Simply read this resource and take a
short self-assessment test to take advantage of this valuable benefit. 

Your 30-day preview copy of 
Seasonale and Extended Use Contraception Sourcebook

has been reserved for your immediate review.

Call (800) 688-2421 to order your no-risk copy for only
$99 today! Please refer to promotion code 54122.

T H O M S O N  S C I E N T I F I C  &  H E A LT H C A R E

Seasonale and
Extended-Use
Contraception

Edited by: Chairman, Robert A. Hatcher, MD, MPH

Call (800) 688-2421 to order your no-risk copy 
for only $99 today!
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CE/CME Questions

After reading Contraceptive Technology Update, the
participant will be able to:

• Identify clinical, legal, or scientific issues related to
development and provisions of contraceptive tech-
nology or other reproductive services. (See “Is male
contraceptive on horizon? Trials under way,”
and “Polycystic ovary syndrome gets redefined
diagnosis” in this issue.) 

• Describe how those issues affect service delivery
and note the benefits or problems created in patient
care in the participant’s practice area. 

• Cite practical solutions to problems and integrate
information into daily practices, according to advice
from nationally recognized family planning experts.
(See “Overcome the stigma of herpes with posi-
tive messages for patients” and “Teens face
obstacles when obtaining EC.”) 

13. Which drug has been given a supplemental indica-
tion from the Food and Drug Administration for use
in reducing the risk of heterosexual transmission of
genital herpes to susceptible partners with healthy
immune systems when used as suppressive ther-
apy in combination with safer sex practices?

A. Famciclovir
B. Valacyclovir
C. Ceftriaxone
D. Acyclovir

14. While emergency contraception (EC) is most effec-
tive when it is taken as soon as possible, research
now indicates that EC may prevent pregnancy after
unprotected intercourse for (choose one):

A. Up to two weeks.
B. Up to 10 days.
C. Up to seven days.
D. Up to five days (120 hours).

15. What form of testosterone is being evaluated in
separate clinical trials run by the World Health
Organization and pharmaceutical companies
Schering AG and Organon International?

A. Testosterone undecanoate 
B. Testosterone enanthate 
C. Testosterone buciclate 
D. Methylnortestosterone

16. What form of birth control may be effective in
long-term management of polycystic ovary
syndrome symptoms of menstrual irregularities,
hirsutism, and acne?

A. Copper T intrauterine device 
B. Combined oral contraceptives
C. Progestin-only pills
D. Levonorgestrel intrauterine system

Answers: 13.B; 14.D; 15. A; 16. B.

NATIONAL ASSOCIATION

National Association of Nurse Practitioners in Women's Health



Introduction
The Today contraceptive sponge awaits the results of a Food and

Drug Administration (FDA) review to return to the shelves in the
United States. After being approved by the FDA in 1983, the
sponge achieved considerable popularity before production was dis-
continued in 1995. At that time,
production was halted due to the
finding of too much bacteria in
the factory’s water and other
manufacturing concerns by the
FDA. The makers decided that
the cost of plant refurbishing
would not be justified by estimat-
ed profits. Since then, Allendale
(NJ) Pharmaceuticals has pur-
chased rights to the Today
sponge and has been working to bring the product back to the Unit-
ed States. The manufacturers have encountered numerous delays,
but it appears that the product will be re-approved in the near
future.1 Currently, the product is available in Canada and is being
marketed on the Internet without FDA approval.

The Today sponge offers several advantages as a female-con-
trolled, nonhormonal over-the-counter method of contraception.
However, it has been shown to have relatively high pregnancy rates
and does not offer any protection against transmission of HIV.

Description and Use
The Today sponge is a single-use device composed of soft

polyurethane. It is round, measures 5.5 cm in diameter, and is
approximately 2.5 cm thick. The device has an indentation on
one side to better fit over the cervix. On the side opposite to the
indentation, a polyester loop is attached to facilitate removal. The
Today sponge contains 1 gm nonoxynol-9 and is estimated to
release 125 mg over a 24-hour period of use.2 It also contains
small amounts of preservatives such as citric, sorbic, and benzoic

acids that lower its pH to about 4-5.3

The sponge is inserted into the vagina by the user prior to
intercourse. It must be thoroughly moistened with tap water prior
to insertion. The sponge can be used for as long as 24 hours and
for more than one coital act during that time. Lastly, it should be

left in place for at least six
hours following intercourse.
Thus, the total maximum time
of wearing the sponge should
not exceed 30 hours.1

The sponge is thought to
prevent pregnancy through
three modes. The most impor-
tant is probably the spermici-
dal action of nonoxynol-9. The
device also absorbs sperm and

acts as a physical barrier covering the cervix.

Contraceptive Efficacy
The largest clinical trial of the Today sponge recruited women

from 13 centers in the United States. One thousand four hundred
fifty-four subjects randomly were assigned to use a sponge or a
diaphragm (All-Flex, Ortho Pharmaceutical Corp.) used with a con-
traceptive cream containing 2% nonoxynol-9 (Ortho Creme, Ortho
Pharmaceutical Corp.). Subjects were followed for one year. The
12-month cumulative life-table pregnancy rate among the sponge
users was 17.0 per 100 women. This was significantly higher than
in the diaphragm users, which was 12.5 per 100 women (p < 0.05).3

The other randomized controlled trial was conducted at a sin-
gle center in London. Similarly, 249 women randomly were
assigned to the Today sponge or diaphragm with contraceptive
cream (All-Flex and Ortho Creme, Ortho Pharmaceutical Corp.).
The study also found that the 12-month life-table failure rate was
significantly higher for the sponge than the diaphragm: 24.5 and
10.9 per 100 women, respectively.4
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Edelman and North reviewed and combined the results of all the
Phase III clinical trials of the Today contraceptive sponge, including
the two described above. They reported that a total of 2,245 women
had been studied in 26 sites around the world. The overall cumula-
tive 12-month life-table pregnancy rate was determined to be 13.3
per 100 women. The authors further categorized the failures as user
failures (result of failure of the user to use the sponge as directed) or
method failures (pregnancy occurred even though the sponge was
used correctly). The cumulative method failure rate was 8.2 per 100
women, and user failure rate was 5.6 per 100 women.5

Trussell et al. performed a reanalysis of data from the U.S.
trial discussed above. The authors calculated pregnancy rates
according to quality and length of use. The analysis revealed that
first-year probability of failure during typical use was 17% for
the sponge and 13-17% for the diaphragm. In contrast, first-year
probabilities of failure during perfect use were 11-12% for the
sponge and 4-8% for the diaphragm. The authors attributed the
large difference in failure rates between perfect and typical use of
the diaphragm to the relatively higher complexity of its insertion.
On the other hand, the sponge only needs to be moistened and
therefore, consistent use nearly equates to perfect use.6 However,
such secondary analyses need to be interpreted with caution
since they were not planned in the study design and are open to
multiple sources of error.

Kuyoh et al. conducted a Cochrane review comparing the con-
traceptive efficacy of the Today sponge to that of the diaphragm
used with nonoxynol-9 as spermicide. Only the two clinical trials
described above met the inclusion criteria for the analysis. After a
rigorous review of the data and methods, the authors calculated the
odds ratio for pregnancy for the sponge compared to the diaphragm
to be 1.5 (95% CI 1.1-2.1) in the U.S. trial and 2.6 (95% CI 1.3-5.4)
in the United Kingdom trial.2 This analysis confirmed the conclu-
sion that the contraceptive efficacy of the Today sponge is signifi-
cantly lower than that of the diaphragm with spermicide. 

In an attempt to detect any sponge user characteristics that may
lead to higher failure rate, subgroup analyses were performed in all
trials. Of all user characteristics examined, only parity was shown
to influence the contraceptive efficacy of the sponge. McIntyre 
and Higgins analyzed the data from the U.S. trial and found that
for nulliparous women, the sponge was equally effective to 
the diaphragm (failure rate was 13.9 for sponge and 12.8 for
diaphragm, p = 0.45); however, parous sponge users experienced a
much higher failure rate (28.3 for sponge and 13.4 for diaphragm,
p = .001). Notably, while the failure rate in sponge users was dra-
matically higher in parous than nulliparous women, parity had no
significant effect on failure rates in diaphragm users.7 However,
these results should be viewed with caution. These analyses were
not planned in advance, and the discovered association could be
due to chance or too confounding. For example, motivational lev-
els for avoiding pregnancy may have been different in the sub-
groups. When women who experienced method failure were fol-
lowed up, parous sponge users were found to be less likely to ter-
minate the pregnancy than parous diaphragm users; rates of abor-
tion were 37 and 55%, respectively.7 This suggests that parous
women using the sponge may have had a lower motivation level
for using the device consistently and correctly. Thus, the subgroup
analysis was vulnerable to error. Furthermore, other studies of the
sponge do not corroborate this relationship.5

Prevention of HIV and other Sexually Transmitted
Diseases

In the face of a worldwide problem with the sexual transmission
of HIV, as well as other sexually transmitted diseases, barrier con-
traceptives and spermicides were seen as a possible tool in the
decrease of the risk of transmission. In vitro experiments and early
clinical studies suggested that nonoxynol-9 was effective against
transmission of HIV, chlamydia trachomatis, and Neisseria gonor-
rheae. However, a recent well-designed clinical trial of a low-dose,
52.5 mg nonoxynol-9 gel (COL-1492) has clearly shown that it 
did not offer any protection against transmission of any of these
pathogens in a population of female sex workers and actually may
increase risk of HIV infection. The hazard ratio for HIV infection in
nonoxynol-9 users vs. placebo was 1.5 (95% CI 1.0-2.2, p = 0.047).
No significant effect was observed on N. gonorrheae (HR = 1.2,
95% CI 0.9-1.6) or C. trachomatis (HR=1.2, 95%CI 0.8-1.6) infec-
tions. Subgroup analyses revealed that frequency of product use
was an important predictor of HIV infection. Women who inserted
the gel 3.5 times or more per day had an increased risk of infection
(HR = 1.8, 95% CI 1.0-3.2, p = 0.03), while women using the gel
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less than 3.5 times per day had no difference in infection rate com-
pared to placebo. Also, the investigators observed an increasing
incidence of vaginal epithelial lesions with increasing frequency 
of product use, which in turn correlated with greater frequency of
HIV infection.8 A Cochrane systematic review of clinical trials also
found no reduction in risk of HIV and other sexually transmitted
infections with use of various nonoxynol-9 preparations and an
increase in frequency of genital lesions.9

In evaluating the effect of the Today sponge on sexual trans-
mission of disease, Rosenberg et al. reported a significant protec-
tion for users against N. gonorrheae infection and a borderline
significant reduction for C. trachomatis.10 Kreiss et al. also found
that sponge use resulted in decreased risk of gonococcal infection
compared to placebo (RR = 0.4, p < 0.001). However, they also
reported an increased frequency of genital ulcers (RR = 3.3, p <
0.001) and vulvitis (RR = 3.3, p < 0.001). In addition, a nonstatis-
tically significant increase in HIV seroconversion was observed in
sponge users (HR = 1.7, 95% CI 0.9-3.0), and no significant dif-
ference in chlamydial infection frequency was seen.11

Based on available evidence, the World Health Organiza-
tion/CONRAD meeting held in 2001 concluded that nonoxynol-
9 use does not reduce the risk of sexually transmitted infections
or HIV among sex workers, and no such studies have been con-
ducted in other groups of women. Thus, nonoxynol-9 should not
be used for the purpose of disease prevention.12 The physical bar-
rier protection offered by the sponge appears to reduce the inci-
dence of cervical gonococcal infection, but sponge users are
equally vulnerable to genital lesions from nonoxynol-9, which
are associated with increased risk of HIV transmission.

Product Acceptability
The Today sponge offers several advantages that made it pop-

ular with users. It provides a mode of delivery of a spermicide
that is not messy and easy to use. It doesn’t require a prescription
and doesn’t have to be fitted by a physician. It can be inserted up
to 24 hours prior to intercourse and thus does not interfere with
spontaneity. Furthermore, it is effective for up to 24 hours with-
out requiring application of additional spermicide.

Beckman et al. conducted a telephone survey of 385 current
users of the Today sponge and 407 past users. The investigators
found that the highest rated reasons in the decision to try the sponge
were “effective,” “comfortable,” and “wouldn’t interfere with sexu-
al pleasure.” When asked for the most important reason, the most
frequent responses were “effectiveness,” “more convenient or easier
to use than previous method,” and “easy to use.”13 Similarly, study
participants were asked to rate importance of reasons in the deci-
sion to discontinue use of the sponge. The highest rated were “con-
cern about effectiveness” and “preferred another method.” When
asked for a single most important reason they stopped using the
device, the most common replies were “got pregnant,” “wanted to
get pregnant,” and “preferred another method.”13

In the Cochrane review by Kuyoh et al., the authors found that
12-month discontinuation rates were higher for the sponge than
the diaphragm. The combined odds ratio for discontinuation in
the two large trials was 1.3 (95% CI 1.1-1.6) for the sponge

when compared with the diaphragm.2 Although this difference is
statistically significant, the absolute rates are not dramatically
different. On the other hand, the sponge has unique disadvan-
tages. In the largest clinical trial, discontinuation rates for aller-
gic-type reactions were significantly higher than for diaphragm
users: 4.0 vs. 0.7 per 100 women at 12 months, p < 0.05. The
same was true for discontinuation rates for discomfort: 6.1 vs.
2.8 per 100 women at 12 months, p < 0.05. 3 In summary, despite
several apparent advantages, 12-month cumulative discontinua-
tion rates for the sponge were found to be approximately 50 per
100 women, which was slightly higher than for diaphragm users.

Other Contraceptive Sponges 
Two other contraceptive sponges are marketed outside the Unit-

ed States: the Pharmatex (Pharmalec, France) and the Protectaid
(Gefar Pharma, Switzerland). Although these sponges are not
approved by the Food and Drug Administration, the Protectaid
sponge is available in Canada and also is being marketed on the
Internet. Little information has been published on the Pharmartex
sponge, which contains 60 mg benzalkonium chloride. On the
other hand, several clinical trials of the Protectaid are available in
the literature. The Protectaid sponge is composed of a polyure-
thane microalveolar foam matrix impregnated with 5g of F-5 gel.
This gel contains low concentrations of three spermicides: 0.125%
nonoxynol-9, 0.125% benzalkonium chloride, and 0.5% of sodium
cholate. Thus, the amount on nonoxynol-9 released is much lower
than that of the Today sponge. The F-5 gel also contains polydi-
methylsiloxane that acts as a dispersing agent. Finally, unlike the
loop used for removal of the Today sponge, the Protectaid has slots
to assist removal.14

The first study of the safety and efficacy of the Protectaid
sponge involved 12 months of use by 20 young women. No
pregnancies or significant adverse effects were recorded in this
population.15 In 2001, Creatsas et al. reported the results of a
multinational open-label uncontrolled trial of the product. One
hundred and twenty-nine women in Canada, the Dominican
Republic, France, and Greece were followed for 12 months,
which generated 1,182 cycles of use. The contraceptive efficacy
was found to be 77% with no significant effect of parity.
Acceptability was found to be high, with no major adverse
events and 85% reporting no adverse symptoms.14

In another paper by the same group, the safety and tolerability
of the Protectaid sponge was investigated further. Thirty-five
women were randomly assigned to use a sponge with F-5 gel
containing 0.125% or 0.5% nonoxynol-9. The subjects were fol-
lowed for 12 months and colposcopic examinations were per-
formed before treatment and then two weeks and three, six, nine,
and 12 months after start of use. Both groups demonstrated an
equal efficacy rate of 91.4%, which again was not influenced by
parity. Two mild cases of focal inflammation and irritation were
noted on colposcopy in the higher concentration of nonoxynol-9
group, and no lesions were found in the lower concentration
group. Subjects reported no complaints except seven women
who had difficulty with sponge removal at the beginning of use.16

The Protectaid is not approved for use by the FDA. 
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Comments
The sponge offers unique advantages as a female-controlled,

easy to use, over-the-counter contraceptive. However, its relative-
ly low contraceptive efficacy and failure to provide protection
against HIV transmission make it a less-ideal option. Although
some evidence exists that the Today sponge is as effective as the
diaphragm for nulliparous women but has a high failure rate in
parous women, these observations are based on unplanned sec-
ondary analyses. Further investigation is needed before a relation-
ship between parity and efficacy can be safely concluded. Overall,
the Today sponge has been found to have lower efficacy and high-
er discontinuation rates than the diaphragm. Thus, while the
sponge may not be an appropriate choice for most women, it may
be a good option for women at low risk for sexually transmitted
infections and with lower fertility, such as those breast-feeding, or
for women who wish to space their children. As new spermicides
and microbicides become available, the sponge may offer an
excellent method of delivery for these products in the future.
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CME Objectives

• identify the maximum amount of time that the Today sponge should

be left in the vagina.

• list the results of nonoxynol-9 in clinical trials of female sex workers;

• identify the contraceptive efficacy of the Today sponge when com-

pared to the diaphragm used with spermicide cream.

CME Questions
1. The Today sponge needs to be inserted prior to intercourse and

should be left in place for six hours following intercourse. The

maximum amount of time that it should be left in the vagina is:

A. 12 hours. C.  24 hours. E.  36 hours.

B. 18 hours. D.  30 hours.

2. Clinical trials of female sex workers have shown that use of

nonoxynol-9 results in:

A. Increased risk of genital lesions.

B. Decreased risk HIV infection.

C. Decreased risk of chlamydia and gonorrhea infection.

D. Decreased risk of trichomonas infection.

3. Based on data from randomized, controlled clinical trials, the contra-

ceptive efficacy of the Today sponge when compared to the

diaphragm used with spermicide cream is:

A. Higher. C.  Lower.

B. Similar. D.  Cannot be determined.

Answers: 1. D; 2. A; 3. C.
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CME Instructions 
Physicians participate in this continuing medical educa-

tion/continuing education program by reading the article,
using the provided references for further research, and study-
ing the questions at the end of the article. Participants should
select what they believe to be the correct answers, then refer to
the list of correct answers to test their knowledge. To clarify
confusion surrounding any questions answered incorrectly,
please consult the source material. After completing this activ-
ity, you must complete the evaluation form provided and
return it in the reply envelope provided in order to receive a
certificate of completion. When your evaluation is received, a
certificate will be mailed to you.


