
Four-week delay feasible for DMPA 
reinjection — will protocols change?
Study leads to extension of international reinjection grace period

Extending the current grace period for reinjection of the contraceptive
shot depot medroxyprogesterone acetate (DMPA, Depo-Provera,
Pfizer) from two to four weeks does not increase pregnancy risk and

could increase contraceptive continuation, indicate findings from a newly
published study.1

This new research has led the World Health Organization (WHO)
Expert Working Group On Family Guidance to reconsider the issue of
the timing of repeat injections of DMPA, take a fresh look at the body of
evidence on the issue, and change its recommendations, says Catherine
d’Arcangues, PhD, MD, coordinator of the Director’s Office and acting
coordinator of the Family Planning Department of Reproductive Health
and Research at WHO.

The international agency’s updated recommendations are included 
in the 2008 publication, Family Planning: A Global Handbook for Providers,
published with the Johns Hopkins Bloomberg School of Public Health/
Center for Communication Programs’ INFO Project. (Editor’s note: To
access the handbook, visit the INFO Project web site, www.infoforhealth.org.
Under “Featured Links,” click on “Family Planning: A Global Handbook
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Based on new research, the World Health Organization (WHO) has issued
updated guidance on the timing of repeat injections of the progestin-only
contraceptive, depot medroxyprogesterone acetate (DMPA). 
• A woman may have an injection up to four weeks late. There is no need

for other indications that she is not pregnant, according to the updated
guidance.

• Reproductive health advocates are optimistic that U.S. protocols will be
revised to reflect the new WHO guidance.
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for Providers.”)
The new WHO guidance states “a woman 

may have an injection of the progestin-only 
depot-medroxyprogesterone acetate (DMPA) up
to four weeks late. There is no need for other indi-
cations that she is not pregnant. Her next appoint-
ment still should be planned for three months.
(Previous guidance said that she could have her

DMPA reinjection up to two weeks late.)”2

This change in policy will provide women
around the world improved access to this widely
used method, says Markus Steiner, PhD, senior
epidemiologist at Family Health International
and lead author of the research. “We are opti-
mistic that U.S. guidance will be changed soon 
to be in line with this WHO guidance,” he says. 

Review the research

The new research was derived from a recently
completed prospective cohort study, the “Hor-
monal Contraception and the Risk of HIV
Acquisition Study,” which evaluated the associa-
tion between hormonal contraceptive methods
and HIV acquisition.3 (To review data on this
study, see the Contraceptive Technology Update
article, “Hormonal contraception use doesn’t up
HIV risk,” March 2007, p. 29.) This large cohort
study followed women for up to 24 months,
which offered researchers a unique opportunity
to evaluate the risk of pregnancy among DMPA
users returning late for reinjections.

To conduct the current analysis, scientists con-
structed a prospective cohort study in Uganda,
Zimbabwe, and Thailand to follow DMPA users
for up to 24 months. Users were tested for preg-
nancy at every reinjection, which allowed analy-
sis of pregnancy risk among those late for
reinjection.

Researchers looked at 2,290 participants con-
tributing 13,608 DMPA intervals. The pregnancy
risks per 100 women-years for “on-time” patients
[0.6; 95% confidence interval (CI), 0.33-0.92], “two-
week grace” patients (0.0; 95% CI, 0.0-1.88), and
“four-week grace” (0.4; 95% CI, 0.01-2.29) injec-
tions were low and virtually identical, researchers
report. 

What do you do?

When a woman using DMPA is past 13 weeks for
her shot, what steps are required by your clinic’s
protocol before she can receive her reinjection?

For years now, family planning programs have
encouraged women to return for a DMPA injec-
tion each 11 or 12 weeks, notes Robert Hatcher,
MD, MPH, professor of gynecology and obstet-
rics at Emory University School of Medicine in
Atlanta. If women exceed 12 weeks, or in some
programs 13 weeks, by as much as a day, the
clinic must “jump through hoops” to give a
woman her next injection, he notes. Such “hoops”
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might include:
• a pregnancy test;
• returning to the clinic in seven days, 10 days,

or 14 days following the use of condoms during
that period of time;

• repeating the pregnancy test in seven days,
10 days, or 14 days prior to giving an injection. 

In many instances, by the time those women
have completed the process of evaluation or have
decided not to take the steps a specific clinic
requires, they have become pregnant or discon-
tinued the use of the method, Hatcher observes.

According to the package insert for DMPA, the
recommended dose for the drug is 150 mg DMPA
every three months (13 weeks) administered by
deep, IM injection in the gluteal or deltoid muscle.
If the time interval between injections is greater
than 13 weeks, the provider should determine
that the patient is not pregnant before administer-
ing the drug, the package insert states.4

Hatcher notes previous WHO guidance on
reinjection stated that repeat injection for DMPA
could be given up to two weeks late without
requiring additional contraceptive protection.5

Despite that previous guidance, which had been
in place for several years, family planning pro-
grams in the United States have been extremely
slow to respond to the WHO guidelines, he notes. 

“Given the impact of DMPA for U.S. teens, it is
important that the instructions in the packaging of
DMPA and the protocol in family planning clinics
and obstetric/gynecology offices be changed to
reflect this new information,” states Hatcher.

While DMPA remains an extremely effective
form of contraception, a recent analysis of the
2002 National Survey of Family Growth found 
an increase from 5.4% to 6.7% occurred between
1995 and 2002 in the first year probability of fail-
ure for the injectable contraceptive.6 While the
increase is not statistically significant, it might 
be due in part to a shift in the composition of 
the population of women using the method,
researchers note.

The greatest increases in the proportion of
women using injectables between 1995 and 2002
occurred among Hispanic and non-Hispanic black
women, research indicates.7 While researchers
found that black women face an elevated risk of
failure relative to non-Hispanic white and other
contraceptive users when considering all methods
combined, they did not have a sufficient number
of observations to examine whether the difference
holds among DMPA users alone.7

The new research reports findings from

developing countries, where the prevalence of
lactation is high and the availability of pregnancy
tests is low, compared with U.S. contraceptive
practice, notes Andrew Kaunitz, MD, professor
and associate chair in the Obstetrics and Gyne-
cology Department at the University of Florida
College of Medicine–Jacksonville.

For developing countries when pregnancy test-
ing is not available, broadening the “grace period”
for reinjections to more than two weeks indeed
makes sense, he says. 

However, in the U.S. context, the following
strategies seem prudent, Kaunitz advises:

• DMPA users returning late for reinjections
should not be sent away without their reinjection
based on being late.

• DMPA users should be encouraged to return
for repeat injections each three months/12 weeks. 

• When DMPA users return more than 14
weeks following their last injection, perform a
urine pregnancy test in the office, and then per-
form reinjection if the test is negative.

Clinicians considering use of DMPA should
employ use of the “Depo Now” strategy,8,9 which
involves providing DMPA at an initial reproduc-
tive health visit following a negative in-office
pregnancy test, says Kaunitz. This approach facil-
itates initiation of effective, long-acting injectable
contraception, he notes. (To learn more about the
Depo Now approach, see the articles “Snapshot:
Shot remains as long-acting option,” November
2007, p. 124, and “‘Quick Start’ approach eyed
for DMPA and patch,” May 2006, p. 53.)
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Check for problems 
with oral rapid HIV tests

If your clinic is using oral fluid samples for
rapid HIV testing, be sure to monitor for false-

positive results. Between October 2007 and April
2008, the New York City Department of Health
and Mental Hygiene documented a higher-than-
usual percentage of false-positive oral HIV tests
in its sexually transmitted disease (STD) clinics,
with the false-positive rate reaching 1.1% in some
months.1

While this rate is below the Food and Drug
Administration (FDA) threshold of 2%, it is higher
than expected. 

In January 2004, the STD clinics introduced on-
site rapid HIV testing of finger-stick whole-blood
specimens using the OraQuick brand test (OraSure
Technologies; Bethlehem, PA). In March 2005, the
clinics replaced finger-stick whole-blood testing
with oral fluid testing with the OraQuick Advance
Rapid HIV-1/2 Antibody Test. (Read about regu-
latory approval for both testing approaches. See
the Contraceptive Technology Update articles

“Rapid HIV testing method approved — prepare
now to apply new strategies,” February 2003, p.
13, and “FDA approves HIV oral fluid-based
test,” June 2004, p. 64.)

On average, during January 2004-February 2005,
less than one false-positive finger-stick whole-
blood rapid test occurred monthly. In October 2005,
after the switch was made to oral samples, clini-
cians noticed an increase in the number of false-
positive test results each month. From an average
of five false-positive tests per month, the monthly
number of false-positive tests increased to 11
(0.27% of 4,024 tests) in October 2005 and to 36
(0.97% of 3,735 tests) in November 2005. In late
December 2005, a revised strategy was imple-
mented whereby clinics continued to offer oral
fluid rapid tests but immediately followed reactive
oral fluid tests with a second OraQuick test on fin-
ger-stick whole-blood specimens. By February
2006, an oral fluid test specificity of 99.65% was
observed, within the confidence interval of manu-
facturer’s specifications. 

Another persistent increase

Clinicians recorded another persistent increase
in false-positive oral fluid test results in late 2007.
Beginning in November 2007, the number of
false-positive oral fluid tests increased from 23
(0.51% of 4,503 tests) to a peak of 54 (1.11% of
4,858 tests) in February 2008. During November
2007-April 2008, the monthly specificity of the
oral fluid test ranged from 98.88-99.49%. In May
2008, fewer false-positive tests occurred; in that
month, five (0.11% of 4,749 oral fluid tests) were
found to be false-positive (specificity: 99.89%).1

The city’s STD clinics have switched to rapid
blood tests while investigating the problem, says
Susan Blank, MD, MPH, assistant commissioner of
the department’s Bureau of Sexually Transmitted
Disease Control. While the reason for the slight
increase in false-positive tests is not clear, the health
department is working with the Centers for Disease
Control and Prevention (CDC) and the manufac-
turer to identify the cause. At this point, the false-
positive tests have not been linked to test kit
handling, storage conditions, lot numbers, clinic
sites, or test operators, the department reports. 

The CDC will continue to monitor for problems
with HIV testing to minimize possible adverse
events associated with inaccurate test results, says
Bernard Branson, MD, associate director for labo-
ratory diagnostics in the Division of HIV/AIDS
Prevention at CDC. The agency has not received

100 CONTRACEPTIVE TECHNOLOGY UPDATE ® / September 2008

Between October 2007 and April 2008, the New
York City Department of Health and Mental
Hygiene documented a higher-than-usual percent-
age of false-positive oral HIV tests in its sexually
transmitted disease clinics, with the false-positive
rate reaching 1.1% in some months. While the rate
is below the Food and Drug Administration thresh-
old of 2%, it is higher than expected.
• The agency was using oral fluid testing with the

OraQuick Advance Rapid HIV-1/2 Antibody Test.
It now uses rapid tests on blood samples.

• At this point, the false-positive tests have not
been linked to test kit handling, storage condi-
tions, lot numbers, clinic sites, or test operators.
Officials continue to monitor for problems with
HIV testing.
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additional verified reports of increases in false-
positive test results, he notes. It is encouraging test-
ing programs to let the CDC and the manufacturer
know if they experience elevated levels of false-
positive test results in their area.

CDC consistently recommends that all rapid test
programs monitor confirmatory test results after
reactive rapid tests and report any unexpected
events to the manufacturer and CDC, Branson
advises. Confirmatory HIV testing remains an
essential part of establishing an accurate diagnosis
of HIV, he explains.

Positive results from rapid tests are consid-
ered preliminary, and according to CDC recom-
mendations, should be followed up with an
FDA-approved confirmatory test before a diag-
nosis of HIV is given to the patient. If this proce-
dure is followed, any false-positive rapid test
results will be resolved promptly, Branson notes.
(Editor’s note: To review all CDC guidance on rapid
HIV testing, go to the CDC HIV/AIDS web center,
www.cdc.gov/hiv. Under “Topics,” click on “test-
ing.” Under “HIV Testing,” click on “Rapid HIV
Testing” to access a broad spectrum of information,
including test comparison charts, training informa-
tion, and laboratory specifications.)

Rapid tests effective

When it comes to HIV testing, rapid HIV anti-
body tests offer public health officials new oppor-
tunities to improve access to testing in clinical
and nonclinical settings and increase the number
of people who learn their results.

Such an approach to testing has been effec-
tive, research indicates. During September 2003
through December 2005, the CDC purchased
and distributed rapid HIV tests in one effort to
expand testing and assess the feasibility of using
rapid tests in new environments, such as out-
reach settings or emergency departments. In an
analysis of that effort, in which the CDC dis-
tributed tests to 230 organizations, clinicians
identified 4,650 (1.2%) HIV infections among
372,960 rapid tests administered.2

“Rapid tests, including oral fluid rapid tests,
remain a critical part of efforts to reduce HIV
infections in the United States,” says Branson.
“Patients are substantially more likely to receive
their test results when tested with rapid vs. con-
ventional HIV tests, and many patients prefer
noninvasive oral fluid testing.”

Reducing obstacles to HIV testing is an
important part of CDC’s strategy to reach the

more than 250,000 Americans estimated to be liv-
ing with HIV who are not aware of their infec-
tion, Branson states. These individuals may be
unknowingly transmitting the virus to their part-
ners and are unaware of their need for treatment,
he notes.

“Far too many Americans with HIV are diag-
nosed late in their infection — nearly 40% within
a year of developing AIDS,3” says Branson.
“Testing is an essential first step in linking people
with HIV to effective medical care and ongoing
support to help them maintain safer behaviors.”

Focus stays on testing

Rapid testing is an important part of New York
City’s public health response to the HIV epidemic;
the Health Department provided close to 60,000
HIV rapid oral tests in 2007, which is twice the
number it administered in 2003.4 Blank estimates
some 6,000 tests were performed in June 2008.

The switch to whole-blood rapid tests has not
proven to be a problem for patients or clinicians,
says Blank. It did not affect the city’s participa-
tion in National HIV Testing Day. In fact, the city
rolled out its “Bronx Knows” public health push
to help all Bronx borough adult residents know
their HIV status within the next three years. 

Bronx residents account for nearly one-fourth
of New York City’s HIV infections and one-third
of the city’s AIDS deaths each year.5 Among
Bronx residents who tested positive in 2006, more
than 25% already were sick with AIDS by the
time they learned they had HIV.5

“Every day for us is National HIV Testing Day.
That is really the case,” says Blank. “Our HIV
testing numbers continue to increase.” 
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HPV vaccine: Will U.S. 
see second vaccine?

Regulatory review of a second human papillo-
mavirus (HPV) vaccine has been delayed.

GlaxoSmithKline has announced plans to submit
additional data from its large-scale clinical trial
for its vaccine candidate, Cervarix. 

The Food and Drug Administration (FDA)
delayed its review of the vaccine last year, asking
the company for more information on the vac-
cine. Glaxo, in a June 2008 statement, said it has
now answered the FDA’s questions, but has
decided to give the agency more data from a clin-
ical trial that should finish by the end of this year.
Glaxo submitted interim data from the trial with
its initial application to the FDA in March 2007.1

(See more information on the FDA submission
at the Contraceptive Technology Update article,
“Update: HPV vaccine offers cross-protection,”
December 2007, p. 133.)

To date, Glaxo’s cervical cancer vaccine has been
approved in 69 countries, says Liad Diamond, com-
pany spokeswoman. This number includes the 27
member countries of the European Union, Mexico,
Australia, Singapore, and the Philippines. Licensing
applications have been submitted in more than 35
additional countries, including Japan. The company
also submitted the vaccine to the World Health
Organization for prequalification in September
2007. In June 2008, the United Kingdom Depart-
ment of Health named the vaccine for use in its
national immunization program.2

The Cervarix vaccine is targeted to prevent
infection and lesions from the two most prevalent

cancer-causing types of HPV: types HPV 16 and
18. It is formulated with AS04, a proprietary adju-
vant system designed to sustain antibody levels
over time. 

Published research indicates that the vaccine
demonstrated protection up to 4.5 years against
persistent infection with HPV 16 and HPV 18 and
protection from pre-cancerous lesions.3 Protection
also was demonstrated against infection with the
third and fourth most prevalent cancer-causing
types of HPV: types 45 and 31.3

Shot for older women?

In other HPV vaccine news, the FDA has
delayed a decision on Merck & Co.’s application
to expand marketing of its HPV vaccine, Gardasil
to women, ages 27 to 45. The company filed for
approval of the additional indication earlier this
year. (See the article “HPV vaccine update: Will
older women be next?” CTU, June 2008, p. 66.)

Gardasil is approved for women ages 9-26. 
The Centers for Disease Control and Prevention
(CDC) recommends the vaccines for all girls ages
11-12, with “catch-up” doses for those ages 13-26
who missed earlier vaccination. (To review vac-
cine use, see the CTU article “Support is grow-
ing for HPV vaccine for girls, March 2007, p. 32.)

At press time, the company was expected to
pursue this and other supplemental approvals to
extend the use of Gardasil to others, said Beverly
Lybrand, a company senior vice president and
general manager, in the company’s announce-
ment of the FDA delay.

Company avers safety

As use of Gardasil grows, questions have
arisen regarding its safety. In June, two lawsuits
were filed against the vaccine manufacturer. One
lawsuit was filed on behalf of an Oklahoma girl
who says she developed pancreatitis after receiv-
ing the injection.4 The other involves a Nevada
girl who claims she developed Guillain-Barré
syndrome as a result of the shot.4

Merck says it has analyzed the adverse events
reported for the vaccine. Based on the available
data, company officials say they believe that 
no safety issue related to the vaccine has been
identified.5

Vaccine safety monitoring is administered by
the Vaccine Adverse Event Reporting System
(VAERS), a national program of the Centers for
Disease Control and Prevention and the FDA.

102 CONTRACEPTIVE TECHNOLOGY UPDATE ® / September 2008

Federal regulatory review of a second human papillo-
mavirus vaccine has been delayed. GlaxoSmithKline
PLC has announced plans to submit additional data
from its large-scale clinical trial for its vaccine candi-
date, Cervarix. 
• The Food and Drug Administration (FDA) delayed

its review of the vaccine last year and asked the
company for more information. Glaxo provided
the answers, but it will provide more data from a
clinical trial that should finish by the end of 2008. 

• The FDA has delayed a decision on Merck & Co.’s
application to expand marketing of its HPV vac-
cine, Gardasil to women, ages 27 to 45. Gardasil 
is approved for girls and women ages 9-26. 
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The agency receives reports of possible side
effects that occur after people receive vaccines.

13 million doses distributed

Because the FDA first licensed Gardasil in June
2006, more than 13 million doses of Gardasil vac-
cine have been distributed, according to informa-
tion provided by VAERS.6 Between June 8, 2006,
and April 30, 2008, VAERS received 7,802 reports
following Gardasil vaccination. Less than 7%
reported serious side effects, about half of the
average for vaccines overall, the agency states.

VAERS received 15 reports of death following
Gardasil vaccination in the United States. Only 10
reports contained the level of information ade-
quate for further analysis. “After careful review
of those reports, we could not establish the causal
relationship between vaccination and death,” the
agency reports. “For the remaining five reports of
death, we were unable to obtain any patient iden-
tifying information; therefore we could not con-
firm death outcomes.”

A total of 31 reports of Guillain-Barré syndrome
(GBS) following Gardasil injection have been
reported to VAERS; 10 have been confirmed. Of
the 10 confirmed cases, five reported vaccination
with Menactra, a meningitis vaccine, and Gardasil
at the same time. Of the remaining reports, seven
did not meet the case definition for the medical
condition, and one had symptoms of the condition
prior to vaccination. Nine cases are pending addi-
tional follow-up; four are unconfirmed reports.6
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Agency widens access 
to use of female condoms

The woman in your next examination room tells
you she has a long-term partner who has mul-

tiple sexual contacts. While she says she is con-
cerned about protection against HIV, she admits
she cannot convince her partner to use a male con-
dom. What is your next move?

The female condom (Reality or FC1 condom,
Female Health Co.) represents an effective form
of female-controlled protection against HIV and
other sexually transmitted diseases (STDs), and
provides nonhormonal birth control as well.1-7

However, its use has lagged in the United States
since its 1993 approval by the Food and Drug
Administration (FDA). 

One agency is set to change that statistic: The
New York City Department of Health and Mental
Hygiene has approved a $2 million contract to pur-
chase 2 million female condoms that will be made
freely available in health clinics and organizations
across the city. The department is moving alloca-
tions from various areas to fund the purchase
because it has made HIV prevention a priority, says
Monica Sweeney, MD, MPH, assistant commis-
sioner of the department’s Bureau of HIV/AIDS
Prevention & Control. “We applaud Mayor Michael
Bloomberg and the City of New York for recogniz-
ing the HIV/AIDS risk to women and providing
the much-needed education and protection,” said
O.B. Parrish, chairman and CEO of the Female
Health Co., in the company’s announcement of the
condom purchase.
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The New York City Department of Health and
Mental Hygiene has approved a $2 million contract
to purchase 2 million female condoms that will be
made freely available in health clinics and organi-
zations across the city.
• The department is moving allocations from vari-

ous areas to fund the purchase because it has
made HIV prevention a priority. It has distributed
more than 36 million of its private label male con-
doms since the condom debuted in 2007.

• The second generation of the FC1 female condom,
known as the FC2, is under review by the Food and
Drug Administration. The Female Health Co., man-
ufacturer of the condom, moved forward in 2007
with large-scale distribution of the nitrile condom.
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The city first began offering free female con-
doms about 10 years ago, but has noted an uptick
in their use in the last year. In 2007, the city dis-
tributed 659,000 female condoms, 200,000 more
than in the previous year.8

The department made a bold move in 2007 in
introducing its private label male condom, NYC
Condom, since that time the health department
has distributed more than 36 million male con-
doms. This uptick in growth is twice the number
given out annually before the city launched its
own brand, and seven times the number given
out annually just a few years ago. Some 900 local
businesses, clinics, and nonprofit organizations
now distribute the male condoms free of charge.9

Price can be a factor when it comes to condoms.
Male condoms usually cost a dollar or more when
purchased on an individual basis, with packs of
three costing from about $2 to $6.10 Nationwide
and online, a single female condom costs about
$3.60.11 For many women, when faced with spend-
ing their own money to buy a female condom vs.
using it for other necessities, the condom purchase
may be sacrificed, says Sweeney. “We don’t want
anyone to end up with a sexually transmitted dis-
ease, or an unplanned/unwanted pregnancy, for
lack of a barrier method,” she states.

As a contraceptive, female condoms are slightly
less effective than male condoms, but are slightly
more effective than other barrier methods.1 Six-
month failure rates for the female condom range
from 0.8% to 9.5%.2,3 It is estimated 21% of women
will experience an unintended pregnancy during
the first year of typical use; with perfect use, that
rate falls to 5%.4

Need is great

A distribution emphasis for the female condom
is through the city’s district public health offices,
explains Sweeney. These offices are located in
communities that have been the hardest hit by the
HIV/AIDS epidemic. While they represent one-
eighth of the population of New York City, they
also represent almost 50% of the AIDS deaths in
the city, states Sweeney.

“We know where we need to be, and we want
to make sure that they are available in these
areas,” she says. 

The agency is requiring all organizations who
participate in distributing female condoms to
receive education and training on sexual risk
reduction, with specific information on how to
use the female condom, says Sweeney. “We

provide training for a day here at the New York
City Department of Health so people can both be
educated about it and advocates for using the
female condom,” she states.

Some 26 million female condoms were dis-
tributed worldwide in 2007, compared to 11 bil-
lion male condoms. Female condoms account for
just 0.2% of total global condom supply.12

This fact may be set to change with the introduc-
tion of the second generation of the female condom,
known as the FC2. The Female Health Co. moved
forward in 2005 with the FC2, with large-scale dis-
tribution in 2007. Made of nitrile, the FC2 looks and
performs in a statistically similar manner to the
original FC Female Condom,13 yet is less expensive
to manufacture. Due to the manufacturing process
involved in making the FC1, its price (about 72
cents per unit) was not affected by bulk purchasing.
Since the FC2 carries a less expensive manufactur-
ing cost, it can be made available for as little as 22
cents per unit.14

The Female Health Co. now is seeking FDA
approval of the FC2. It filed its premarket appli-
cation in February 2008.
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Guidance updated on 
use of hormone therapy

Add a new resource on menopause manage-
ment to your clinical practice. The North

American Menopause Society (NAMS) has just
updated its guidelines on postmenopausal hor-
mone therapy.1

The updated clinical recommendations, issued
in the form of a position statement, represent the
fifth issuance from the Cleveland-based nonprofit
scientific organization. The goal of the new posi-
tion statement is to clarify the benefit-risk ratio of
hormone therapy (HT) — in its forms of estrogen
therapy (ET) or combined estrogen-progestogen
therapy (EPT) — for treatment of menopause-
related symptoms and disease prevention during
menopause and beyond. It does not include infor-
mation on other modalities, such as selective
estrogen-receptor modulators, phytoestrogens,
and testosterone therapy.

The new position statement has received
endorsement from several national and interna-
tional organizations, including the American
Medical Women’s Association, the Endocrine
Society, the National Association of Nurse
Practitioners in Women’s Health, the National
Women’s Health Resource Center, and the Society
for Obstetricians and Gynecologists of Canada.
NAMS, as well as these societies, are working to
disseminate the information among all women’s
health providers, says Wulf Utian, MD, PhD,
NAMS director.

In addition to publication of the statement in the

NAMS journal, Menopause, and sister publication,
Menopause Management, the statement is available
online at the NAMS web site, www.menopause.
org. A PowerPoint slide set that summarizes the
statement also is available free of charge. (Editor’s
note: At the web site, click on “Other Healthcare
Professionals,” then “See the new NAMS Position
Statement ‘Estrogen and Progestogen Use in Post-
menopausal Women,’” to download a copy of the state-
ment, as well as the slide set.) The new statement
includes information on vaginal symptoms, sexual
function, urinary health, change in body weight
and mass, endometrial cancer, and total mortality
rates. Topics that have been expanded or modified
include cardiovascular effects, breast cancer, mood
and depression, cognitive aging and decline,
dementia, and use of bioidentical hormones. The
2008 statement on hormone therapy considers the
current best practice of medicine from a clinical
perspective, Utian notes.

“The undue fear and confusion generated in
recent years by overrepresentation or misinter-
pretation of clinical studies mandated a clearer
explanation of the therapeutic benefit-risk ratio of
HT after menopause, and how these benefits and
risks affect both health providers and the women
weighing the use of such therapy,” he states. 

The primary indication for hormone therapy
remains directed at treatment of moderate to severe
vasomotor symptoms, notes Utian. Estrogen ther-
apy, with or without the use of a progestogen, is
the most effective treatment of such menopausal
symptoms as hot flashes and night sweats, accord-
ing to the statement.

“Recent data support the initiation of HT around
the time of menopause to treat menopause-related
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The North American Menopause Society has just
updated its guidelines on postmenopausal hormone
therapy. The new guidance clarifies the benefit-risk
ratio of hormone therapy — estrogen therapy or
combined estrogen-progestogen therapy — for
treatment of menopause-related symptoms and dis-
ease prevention during menopause and beyond.
• The primary indication for hormone therapy

remains directed at treatment of moderate to
severe vasomotor symptoms, the guidance states. 

• Estrogen therapy, with or without the use of a
progestogen, is the most effective treatment of
such menopausal symptoms as hot flashes and
night sweats, according to the statement.
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symptoms; to treat or reduce the risk of certain dis-
orders, such as osteoporosis or fractures in select
postmenopausal women; or both,” the statement
advises. “The benefit-risk ratio for menopausal HT
is favorable close to menopause but decreases with
aging and with time since menopause in previ-
ously untreated women.”

Estrogen therapy also is the most effective treat-
ment of moderate to severe symptoms of vulvar
and vaginal atrophy, with local vaginal ET gener-
ally recommended when HT is considered solely
for this indication. Although local ET also may
benefit some women with urge incontinence who
have vaginal atrophy, it still is unclear whether ET
by any route of administration is effective in treat-
ing overactive bladder, the statement advises.

Extended use of HT is an option for women who
have established reduction in bone mass, regardless
of menopause symptoms, for prevention of further
bone loss and/or reduction of osteoporotic fracture
when alternate therapies are not appropriate or
cause side effects, or when the benefit-risk ratio of
the extended use of alternate therapies is unknown.

For women who are younger than age 50 or
who are at low risk for coronary heart disease,
stroke, osteoporosis, breast cancer, or colon can-
cer, the absolute risk or benefit from estrogen or
estrogen/progestogen therapy is likely to be even
smaller than that shown in the Women’s Health
Initiative; however, the relative risk may be simi-
lar at different ages, the statement observes. 

One of the most challenging issues regarding
HT is the duration of use, the guidance states.
Existing data do not provide a clear indication as
to whether longer duration of therapy improves
or worsens the benefit-risk ratio, it concludes.1

An individual risk profile is essential for every
woman contemplating any regimen of hormones
for menopausal symptoms, advises the statement.
An addendum to the statement reviews the basic
issues of calculating risk, and defines such terms
as absolute risk and relative risk, to help clinicians
discuss such issues with women. Keep the follow-
ing principles in mind when discussing risks:

• Instead of saying that there is a 20% chance
of a side effect, say that two of every 10 women

experience the side effect.
• Avoid presenting data with different denomi-

nators: “Headache developed in six of 500
women without the drug vs. 20 in 1,000 with the
drug.” Use the same denominator, such as 1,000
or 10,000: “Headache developed in 12 of every
1,000 women without the drug, compared to 20 of
1,000 women with the drug.”

• Be aware of the hazard for the condition in
the baseline population. Two times a very rare
event still is a very rare event.1

“It is incredibly important that people under-
stand what the levels of risk are that we talk
about, or the level of benefits, when we actually
use these numbers,” says Utian. 
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Increase the radar 
for STDs in seniors

If your practice includes care of those ages 45 
and older, be prepared to discuss risk of sexu-

ally transmitted disease (STD) infection. British
researchers have just published an analysis of
sexually transmitted infections among those ages
45 and older attending genitourinary medicine
clinics in the West Midlands region of the United
Kingdom. Findings indicate rates have doubled
in the area analyzed in less than a decade.1

The most commonly diagnosed STD among
those older than 45 was genital warts, represent-
ing almost half (45%) of the reported infections.
Herpes was the next most common STD, account-
ing for almost one in five (19%) infections.1

STD prevention programs should be tailored
toward different age groups and do more to dispel
myths and assumptions about the level of sexual
activity among older age groups, say the study
authors. “Indeed, it may be argued that older
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people are more susceptible [to sexually transmit-
ted infections] as they are less likely to use con-
doms than younger people,” the scientists report.

Such findings have importance for U.S. clini-
cians: About 15% of newly diagnosed HIV infec-
tions are among Americans older than age 50.2

Older adults are willing to talk with clinicians
about issues of sexuality; however, they expect
providers to initiate these conversations, says Stacy
Tessler Lindau, MD, assistant professor of obstet-
rics/gynecology and geriatrics at the University of
Chicago. “There are a number of reasons why older
people don’t initiate the conversations, even if
they’re worried about symptoms related to their
sexual function, or maybe even symptoms that
they worry are indicative of an underlying infec-
tion,” says Lindau, who has examined sexuality
issues among older Americans. “If the physicians
don’t ask, patients won’t talk about it.” 

Lindau and research associates recently analyzed
results from the National Social Life, Health, and
Aging Project, a nationally representative survey 
of more than 3,000 U.S. adults ages 57-85.3 They
found that more than half to three-quarters of those
questioned remain sexually active, with a signifi-
cant proportion engaging in frequent and varied
sexual behavior.4

Most older adults have not discussed sex with
their doctors, survey results indicate. Just 38% of
men and 22% of women said they had discussed
sex with a physician since age 50. This finding is
troubling in light of the fact that about half of the
sexually active adults reported at least one “both-
ersome” sexual problem. A little more than one-
third (37%) of sexually active men said they had
erectile difficulties, while women reported low

desire (43%), difficulty with vaginal lubrication
(39%), and inability to climax (34%). 

References

1. Bodley-Tickell AT, Olowokure B, Bhaduri S, et al. Trends
in sexually transmitted infections (other than HIV) in older

September 2008 / CONTRACEPTIVE TECHNOLOGY UPDATE ® 107

CNE/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
technology or other reproductive services. 

• describe how those issues affect services and
patient care.

• integrate practical solutions to problems and infor-
mation into daily practices, according to advice
from nationally recognized family planning experts. 

9. According to new guidance in Family Planning: A
Global Handbook for Providers (2008 update),
what is the new grace period for reinjections of
depot medroxyprogesterone acetate? 

A. Up to four weeks late
B. Up to five weeks late
C. Up to six weeks late
D. Up to seven weeks late

10. The New York City Department of Health and
Mental Hygiene has documented a higher-than-
usual percentage of false-positive rapid HIV tests
using what type of sample?

A. Whole blood
B. Oral fluids
C. Urine
D. Mucosal transudate 

11. What is the adjuvant system designed to sustain
antibody levels over time in the cervical cancer
vaccine candidate Cervarix?

A. SBAS4
B. Mannosylated niosomes
C. AS04
D. Aluminum salt 

12. According to the Centers for Disease Control
and Prevention, what percentage of newly diag-
nosed HIV infections is among Americans older
than age 50?

A. Less than 1%
B. 5%
C. 10%
D. About 15% 

Answers: 9. A; 10. B; 11. C; 12. D.

British researchers have just published an analysis of
sexually transmitted infections among those ages 45
and older attending genitourinary medicine clinics in
the West Midlands region of the United Kingdom.
Findings indicate rates have doubled in the area ana-
lyzed in less than a decade.
• Such findings have importance for U.S. clini-

cians: About 15% of newly diagnosed HIV infec-
tions are among Americans older than age 50. 

• Many older adults may not have received com-
prehensive sex education as young people.
Approach patients in a respectful way with basic
information on sexually transmitted disease pre-
vention and treatment.
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CNE/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 December 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. ■
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