
Research eyes male circumcision’s 
impact against HIV acquisition
Adult male circumcision drops acquisition risk for at least 3.5 years

Just-presented research at the XVII International AIDS Conference in
Mexico City indicates that adult male circumcision continues to reduce
the risk of acquiring HIV through heterosexual intercourse for at least

3.5 years.1

This finding emerged from an analysis of long-term follow-up data on
Kenyan men who have participated in a large clinical trial assessing the
protective value of adult male circumcision against HIV infection.2 The
new finding gives further weight to the 2007 World Health Organization
recommendation that male circumcision be recognized as an additional
important intervention to reduce the risk of heterosexually acquired HIV
infection in men.3

Three trials examining adult male circumcision — the one in Kisumu,
Kenya, another in Rakai, Uganda, and an earlier one in Orange Farm,
South Africa — were halted when interim review of data showed medi-
cally performed circumcision significantly lowers a man’s risk of acquiring
HIV through heterosexual intercourse.4,5 (CTU covered the results of the
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Adult male circumcision continues to reduce the risk of acquiring HIV
through heterosexual intercourse for at least 3.5 years, according to new
research at the XVII International AIDS Conference.
• The finding emerged from an analysis of long-term follow-up data on

Kenyan men who have participated in a large clinical trial assessing the
protective value of adult male circumcision against HIV infection.

• The new finding gives further weight to the 2007 World Health
Organization recommendation that male circumcision be recognized as
an additional important intervention to reduce the risk of heterosexually
acquired HIV infection in men.
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Uganda trial in the March 2007 article and
reported on the Orange Farm research in the STD
Quarterly article, “Male circumcision and HIV
prevention: Method can reduce risk, study says,”
p. 1, inserted in the October 2005 issue.)

One of the concerns that has been expressed
about the evidence for male circumcision’s protec-
tive effect against HIV acquisition has been that all

three randomized controlled trials of circumcision
were stopped before their planned completion, and
the studies extended only 18-24 months, observes
Robert Bailey, PhD, MPH, professor of epidemiol-
ogy at the School of Public Health at University of
Illinois at Chicago and lead author of the recently
presented Kenya study. Skeptics have said that the
protective effect of circumcision would be eroded
after periods of longer than 24 months, he notes. 

The paper presented at the 2008 AIDS confer-
ence reported a continuation of the Kenyan study,
following circumcised and uncircumcised men
for 42 months, Bailey points out. The results show
that the 60% protective effect of circumcision
against HIV acquisition in Kenyan heterosexual
men that researchers found after 24 months of
follow-up is sustained for at least 42 months, he
says. The results show it possibly is strengthened
to 65%, Bailey adds.

“These results lend further support to the addi-
tion of male circumcision to our currently limited
armamentarium of HIV prevention interventions
and reinforce the need to introduce safe, affordable,
voluntary male circumcision in high HIV-prevalent
populations as rapidly as possible,” he says.

Review the results

As of May 2008, 1,545 of 1,739 men (89%) had
consented to extended follow-up, with 767 in the
circumcision group and 778 in the control group.
A total of 1,491 remain on study. Of the 1,393 in
the control group, 525 (38%) became circumcised.
Age and number of sexual partners at baseline
were the same in controls who did and did not
circumcise. Median follow-up was 30 months.

There were 27 HIV seroconversions in cir-
cumcised men and 62 in uncircumcised men,
researchers report. The 42-month cumulative
seroincidence was 2.6% [95% confidence interval
(CI) 1.4, 3.9] among men randomized to immedi-
ate circumcision and 7.4% (5.2, 9.5) among con-
trols (p = 0.0002). Rates for 24- to 30-, 30- to 36-,
and 36- to 42-month follow-up intervals were
0.3%, 0.2%, and 0.7%, respectively, in the circum-
cision group vs. 1%, 1.3%, and 1.6% for controls.
The relative risk of HIV infection in circumcised
men was 0.36 (0.23, 0.57), corresponding to a 64%
(43, 77) protective effect. Those results support
expeditious provision of safe, affordable circum-
cision services as part of comprehensive HIV pre-
vention strategies, researchers conclude.1

How many men in the United States are circum-
cised? About 80%, according to national probability
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samples of adults surveyed during 1999–2004
through the National Health and Nutrition
Examination Surveys. This figure includes 88% 
of non-Hispanic white men, 73% of non-Hispanic
black men, 42% of Mexican-American men, and
50% of men of other races/ethnicities.6

Data on circumcision and risk for HIV infec-
tion in the United States are limited, according 
a review of research by the Centers for Disease
Control and Prevention (CDC).7 In one cross-
sectional survey of men who have sex with men
(MSM), lack of circumcision was associated with
a twofold increase in the odds of prevalent HIV
infection.8 Results from a prospective study of
MSM indicate that lack of circumcision was asso-
ciated with a twofold increase in risk for HIV
seroconversion.9 In both studies, the results were
statistically significant, and the data have been
controlled statistically for other possible risk fac-
tors, the CDC review states.

Other studies have not followed suit. In a
prospective cohort study of MSM, there was no
association between circumcision status and inci-
dent HIV infection, even among men who reported
no unprotected anal receptive intercourse.10

AAP reviews policy

According to the National Hospital Discharge
Survey, 65% of U.S. newborns were circumcised
in 1999, with the overall proportion of newborns
circumcised stable from 1979 through 1999.11

In 1999, the American Academy of Pediatrics
(AAP) revised its neutral stance on circumcision
to a position that the data then available were
insufficient to recommend routine neonatal male
circumcision. In the 1999 position paper, the orga-
nization stated, “It is legitimate for the parents to
take into account cultural, religious, and ethnic
traditions, in addition to medical factors, when
making this choice.”12 The organization reaf-
firmed its position in 2005.7

The original 1999 AAP policy on circumcision
still is current, says Debbie Linchesky, an AAP
spokeswoman. A new task force is updating the
policy; however, it has not been released as of
press time, she says. No projected release date
has been issued, she states. (Editor’s note: CTU
will cover the updated policy as soon as it is released.)
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Use skills training to 
boost female condom use

While female condoms may be a powerful
tool in preventing transmission of sexually

transmitted diseases (STDs), women need educa-
tion to use them effectively. Results from a newly
published study indicate that skills training can
increase female condom use and the overall level
of protected sexual acts.1
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Using a randomized trial with a sample of 409
U.S. women recruited from northern California
family planning clinics in Concord, Mountain
View, Santa Cruz, and San Francisco, researchers
looked at whether female condom skills training
would successfully lead to an increase in sustained
use of female condoms and protected sex. Women
in the study were randomly assigned to a four-
session female condom skills training intervention
or a comparison four-session women’s general
health promotion intervention. Both groups were
followed for six months. When compared to those
in the comparison group, women in the experi-
mental group reported increased female condom
use but no reduction in male condom use.1

The female condom is important because it gives
women another option, says the study’s lead
research scientist, Kyung-Hee Choi, PhD, MPH, a
professor in the Center for AIDS Prevention Studies
at the University of California, San Francisco. There
are many women who have partners who don’t 
like to use the male condom, so if they have another
option, such as the female condom, that gives those
women an alternative, she explains.

“If a woman’s partner says, ‘You know I don’t
like male condoms,’ then the woman can say,
‘OK, if you don’t like male condoms, I have
female condoms, so why don’t we try it?’” Choi
observes. “I think that’s why it is important for
women to have other options.”

The importance of female condoms cannot be
overstated, because female condoms are the only
game in town for women who are unable to get
their partners to use male condoms, states Robert

Hatcher, MD, MPH, professor of gynecology 
and obstetrics at Emory University School of
Medicine in Atlanta.

Use education sessions

In the study, researchers designed identical for-
mats and time periods for the experimental and
comparison interventions. Three sessions of both
interventions were delivered individually by a
health educator. The first two sessions lasted two
hours each, and the fourth session lasted 30 min-
utes. The third session of both interventions was
conducted in small groups of six to 10 partici-
pants and was facilitated by two health educa-
tors. This session lasted for 2½ hours.

The experimental intervention demonstrated
how to use the female condom on a female pelvic
model. It was followed by self-insertion and
removal practice with three samples in a private
area, as well as discussion of difficulties that arose
during the practice. The comparison intervention
demonstrated female condom use only with a
pelvic model. All participants received monetary
incentives after completing each session, with $20
each paid at the first two sessions, $30 at the third
session, and a $10 gift card at the final session.1

During the study, participants received male and
female condoms regardless of their intervention
assignment. When women concluded the first
intervention session, they received condom sup-
plies based on their reported amount of sexual
activity. One month after completion of their last
intervention session, women received condom sup-
plies by mail; for the next four months, condom
supplies were mailed once a month. Support for
the study was provided by the National Institute 
of Child Health and Human Development.

How to increase use?

Choi’s research team has just finished the pilot
phase of a three-phase study designed to develop
a network intervention aimed at increasing female
condom use among ethnically diverse women. It
looks at training peers as health educators, provid-
ing them with education on how to use the female
condom and benefits of the method, and allowing
them to disseminate that information through peer
networks, explains Choi. 

U.S. studies have found low levels of lifetime
use, ranging between 3% and 6%.2-4 The time to
increase use of the female condom is now, states a
report released by international agency Oxfam
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Results from a newly published study indicate that
skills training can increase female condom use and
the overall level of protected sexual acts.
• Researchers looked at whether female condom

skills training would successfully lead to an
increase in sustained use of female condoms
and protected sex in about 400 women recruited
from northern California family planning clinics.
When compared to those in the comparison
group, women in the experimental group
reported increased female condom use but 
no reduction in male condom use.

• The time to increase use of the female condom
is now, states a new report released by interna-
tional agencies Oxfam and the World Population
Foundation at the August 2008 International
AIDS Conference.
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and the World Population Foundation. The report,
“Failing Women, Withholding Protection,” was
released at the August 2008 International AIDS
Conference.

In 2007, about 423 male condoms were produced
worldwide for every female condom, the report
states.5 One impetus may be cost; female condoms
have a unit cost about 18 times above that of male
condoms.2 The levels of investment and program-
ming needed to increase the choice of available
female condoms, to lower prices and to expand
production are highly feasible, the report states.5

Prices in the United States for female condoms
might drop if the second generation of the FC
Female Condom, produced by the Female Health
Co., is approved for use in the U.S. Made of nitrile,
the FC2 condom carries a less expensive manufac-
turing cost. [A patient handout on the female
condom is included with the online issue of Con-
traceptive Technology Update at www.ahcmedia.
com. For assistance, contact customer service at
(800) 688-2421 or customerservice@ahcmedia.com.]

Farah Karimi, an Oxfam spokeswoman, said

in a statement accompanying the report’s release
that the only method that women have to protect
themselves from HIV/AIDS is the female con-
dom. “It has been embraced in many countries
and cultures, it works, and it is cost-effective,”
she said. “Political leadership and funding are
needed now. No more excuses.”
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Clinic waiting room 
video reduces new STDs

As you move through your busy day at the
clinic, how are you providing important sex-

ually transmitted disease (STD) prevention mes-
sages to your patients? If caseload and budgetary
restrictions are impeding your intentions, take a
look at using a brief waiting room video interven-
tion to complement your efforts.

Public health officials have developed “Safe in
the City,” a 23-minute video depicting heterosexual,
gay, and bisexual characters of several races, as a
simple, practical intervention to reduce STDs. In a
study funded by the Centers for Disease Control
and Prevention and conducted in three publicly
funded STD clinic waiting rooms in Denver, Long
Beach, CA, and San Francisco, the intervention was
associated with a nearly 10% reduction in new
STDs.1

The clinic-based video is a major advance in
STD and HIV prevention, says Jeffrey Klausner,
MD, MPH, deputy health officer and director of
STD Prevention and Control Services at the San
Francisco Department of Public Health and asso-
ciate clinical professor of medicine at University
of California, San Francisco. About 19 million
incident cases of sexually transmitted infections

occur in the United States annually.2

“Through the simple showing of a profession-
ally developed educational video on condom use,
sexual health, and partner communication in
waiting rooms, patients had fewer new STDs,”
says Klausner, a co-author of the research paper.
“Given the high rates of STDs in the United
States, there is an urgent need to implement this
simple and highly effective intervention.”

Because of its unique study design, in which all
visitors to the study’s participating STD clinics were
evaluated on the outcomes of the intervention, the

Public health officials have developed “Safe in the
City,” a 23-minute video depicting heterosexual,
gay, and bisexual characters of several races, as a
simple, practical intervention to reduce sexually
transmitted disease (STD) infections.
• In a study conducted in three publicly funded STD

clinic waiting rooms in Denver, Long Beach, CA,
and San Francisco, the intervention was associ-
ated with a nearly 10% reduction in new STDs.

• About 19 million incident cases of STDs occur in
the United States annually. Waiting room inter-
ventions can deliver a dose of prevention to clinic
patients at a teachable moment, when they are
waiting to see a health provider and thinking
about their health risks. 
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results of the study can be generalized to other 
STD clinics and similar clinical settings, observes
Cornelis Rietmeijer, MD, PhD, director of the 
STD Control Program at the Denver Public Health
Department. Rietmeijer served as a co-author of the
research paper.

Making it ‘safe’

Clinic waiting rooms provide an often over-
looked opportunity for delivering prevention
information in high-risk populations. Waiting
room interventions can deliver a dose of preven-
tion to clinic patients at a teachable moment,
when they are waiting to see a health provider
and thinking about their health risks. In previous
studies of STD clinic patients, brief video-based
interventions, typically combined with individual
or small-group counseling, have been associated
with reductions in risky sexual behavior and 
new infections.3-6 However, the complexity and
expense of administering those behavioral inter-
ventions might present barriers to adoption and
implementation.1

To develop the “Safe in the City” video, staff
from the three targeted clinics worked collabora-
tively with filmmaker Jesse Moss of New York
City. The video is designed to model a variety of
condom negotiation skills with heterosexual, gay,
and bisexual characters of several races.

“Since the video was going to be the entire inter-
vention, it really did have to look good,” comments
Lee Warner, PhD, MPH, an epidemiologist at the
CDC’s Division of HIV/AIDS Prevention and a
study co-author. “We needed to impart public
health messages, but in an entertaining manner.”

The video includes the following three story-
lines told in a “soap-opera” style; as well as two
informative animations that demonstrate the
variety of condom types and their correct usage:

Story 1: Paul is getting more serious with
Jasmine, but he “slips” and has a sexual encounter
with Teresa. Teresa gets diagnosed with an STD,
and Paul has to tell Jasmine about it.

Story 2: Teresa meets Luis, who is a friend of
Ruben. Ruben encourages Luis to ask Teresa out.
Teresa is serious about using condoms with Luis
after her STD scare with Paul. As a result, Luis
has to make a frantic late-night run to the store 
to buy condoms.

Story 3: Ruben is bisexual. His girlfriend
Christina knows nothing about his interest in men.
Ruben and Tim have a casual sex encounter after
meeting in a bar. Several days later, Christina

observes that Ruben has difficulty urinating, which
leads her to believe he has an STD. She insists on a
visit to the STD clinic.

Is it effective?

To examine “Safe in the City’s” effectiveness,
researchers developed a controlled trial among
38,635 patients attending the three STD clinics
during December 2003 to August 2005. The video
was shown on alternate months. The control
group was composed of patients in the waiting
rooms during the nonvideo month who received
standard clinic services, such as patient education
print materials.

The primary endpoint of the study was time to
diagnosis of incident laboratory-confirmed infec-
tions (gonorrhea, chlamydia, trichomoniasis,
syphilis, and HIV), as identified through review
of medical records and county STD surveillance
registries. During 14.8 months (average) of fol-
low-up, 2,042 patients (5.3%) were diagnosed
with incident STD (4.9%, intervention condition;
5.7%, control condition). In survival analysis,
patients assigned to the intervention condition
had significantly fewer STDs compared with the
control condition [hazard ratio (HR), 0.91; 95%
confidence interval (CI), 0.84 to 0.99)].

Showing this brief video in STD clinic waiting
rooms reduced new infections nearly 10% overall
in three clinics, says Warner. Researchers believe
this simple, low-intensity intervention might be
appropriate for adoption by other STD clinics, as
well as family planning clinics, he notes. (See
resource box, above, for program information.)
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• To learn more about the Safe in the City pro-
gram and preview the video, visit its web site,
www.safeinthecity.org.

• To order a free intervention kit, which includes
a programmable DVD, posters, and a user’s
guide, go to the Centers for Disease Control 
and Prevention’s (CDC’s) Diffusion of Effective
Behavioral Interventions web site, www.effectivein-
terventions.org. On the left side of the page, click
on “Safe in the City.” STD clinics will receive first
priority for kit shipment. Due to limited supply, the
CDC provides one kit per agency. To obtain more
information about the program, call (800) 462-9521
or e-mail interventions@aed.org. 
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New research shows 
value of family planning

While you might know your work in family
planning is important, new research con-

firms it. Approximately 1.4 million unintended
pregnancies and 600,000 abortions are averted
each year in the United States each year due to
family planning services.1

In addition to the benefits of averting unplanned
pregnancies, the analysis finds that family planning
services save $4.3 billion in public funds. For every
dollar spent to provide services in the publicly
funded family planning clinic network, a little
more than four dollars in Medicaid expenses on
births are averted, researchers estimate. 

“These new data add to the growing body of
evidence that investing in publicly funded con-
traceptive services can make an enormous impact
on helping women reduce unintended pregnan-
cies, abortions, and unplanned births, all while
saving money,” says Lawrence Finer, PhD,
director of domestic research at the Guttmacher
Institute and study coauthor. “Investing in a pre-
vention strategy is more important now than
ever, as the number of women who need publicly
funded contraceptive services has increased by
more than 1 million since 2000.”

Publicly funded family planning clinics pro-
vide contraceptive services to approximately

seven million women each year, according to
Guttmacher Institute estimates. Without these
services, the annual number of unintended preg-
nancies and abortions in the United States would
be almost 50% higher, researchers state.1

Family planning services are critical when it
comes to teens. Researchers estimate 20% of the
pregnancies averted would occur among teenagers.
In the absence of publicly funded services, there
would be nearly 50% (290,000) more teen pregnan-
cies, researchers state. These additional pregnancies
would result in about 150,000 unplanned births
and 100,000 abortions.1

Economy makes impact

More women are in need of publicly funded ser-
vices, says Jennifer Frost, DrPH, a senior research
associate at the institute and study co-author. This
increase is due to several factors, she notes. “First,
and most important, is the increase in the number
and proportion of women who are poor or low
income due to economic factors,” she states. “In
addition, there has been a small increase in the
number of all women who are of reproductive
age.”

Frost, in an examination of U.S. women’s use of
reproductive health services, reports that receipt 
of contraceptive services among American women
rose from 36% to 41% between 1995-2002.2 How-
ever, the overall receipt of sexual and reproductive
health care services remained constant, with 74% of
women reporting use of such services.2
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About 1.4 million unintended pregnancies and
600,000 abortions are averted each year in the
United States each year due to family planning
services, new research estimates.
• The analysis finds that family planning services

save $4.3 billion in public funds. For every dollar
spent to provide services in the publicly funded
family planning clinic network, a little more than
four dollars in Medicaid expenses on births are
averted, researchers estimate. 

• In an examination of U.S. women’s use of repro-
ductive health services, scientists report that receipt
of contraceptive services among American women
rose from 36% to 41% between 1995 and 2002.
However, the overall receipt of sexual and repro-
ductive health care services remained constant,
with 74% of women reporting use of such services.
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Why did receipt of services go up? There are a
number of likely reasons, says Frost. “First, the
mix of contraceptive methods that women used
changed somewhat. Fewer women chose to
become sterilized in their 30s and were continuing
to use methods, like the Pill or other hormonal
methods, that need ongoing services from medical
providers,” she notes. “Similarly, fewer women
were using condoms as their primary method and
instead were using pills, etc., again, shifting from
methods that need little or no support from a med-
ical provider to methods that need regular visits.”

Some evidence points to a portion of the
increase in service use occurred among more
affluent women with private insurance; so per-
haps improved contraceptive coverage con-
tributed to the shifts, says Frost.

Publicly funded clinics played a critical role 
in this increase, states Frost. One-quarter of all
women who received a contraceptive service did
so from a clinic, and the mix of services provided
to clinic clients was broader than the mix of ser-
vices provided by private doctors to their clients,
she states.

Women also rely on family planning clinics for a
range of other important services, research indi-
cates. One in three women (33%) who received
HIV testing or STD testing, treatment or counsel-
ing in 2002 did so at a publicly funded clinic, as
did 17% of all women who had a Pap test or pelvic
exam.2 (See box, left, to review what types of ser-
vices are offered at publicly funded clinics.)

According to Guttmacher Institute research, of
the 36.2 million women in need of contraceptive
services in 2006, 17.5 million were in need of pub-
licly funded services and supplies because they
were either younger than 20 or had an income
below 250% of the federal poverty level. Among
the 17.5 million women in need of publicly funded
contraceptive care, 29% (5.1 million) were younger
than 20, and 71% (12.4 million) were poor or low-
income adult women.3 (Editor’s note: To download 
the Guttmacher Institute fact sheet, “Facts on Publicly
Funded Contraceptive Services in the United States,” go
to www.guttmacher.org and click on “Contraception,”
then the fact sheet title under “Fact Sheets.”)
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Snapshot: An Overview 
of Publicly Funded Clinics

According to a 2008 overview of publicly funded
contraceptive services in the United States

from the Guttmacher Institute: 
• The pill is the only contraceptive method pro-

vided by virtually all family planning agencies.
More than nine in 10 agencies offer the male
condom and the injectable contraceptive.

• About 80% of agencies offered emergency con-
traceptive pills in 2003, compared with 38% in
1995. Nearly half (47%) reported dispensing or
prescribing emergency contraception in advance.

• Tubal sterilization and vasectomy are provided
by 39% and 31% of agencies, respectively.

• During an initial contraceptive visit, most clinics
provide routine counseling about abstinence to
teens, particularly those who are ages 17 and
younger and those not yet sexually active.
Additionally, most clinics routinely counsel
teens about the importance of discussing
issues related to sex with their parents.

• Women routinely receive cervical cancer screen-
ing during their initial or annual family planning
visit. Seventy-three percent of clinics typically
use a conventional Pap smear, while 27% of
clinics may use the liquid-based Pap test.

• Almost all family planning clinics screen at least
some patients for chlamydia; 42% screen all
female patients during the initial or annual visit,
43% screen sexually active women ages 25 and
younger, and the rest screen only women in per-
ceived high-risk groups. Ninety-four percent of
clinics offer HIV testing services.

• Most clinics have at least some men who seek
either sexually transmitted disease or contra-
ceptive services (74% and 68% of clinics,
respectively), but males remain a small propor-
tion (5%) of the overall caseload for most pub-
licly funded family planning clinics. 

• Ninety-five percent of clinics have non-English-
speaking contraceptive patients. Most of those
clinics (88%) provide written materials in lan-
guages other than English, and many employ
translators (81%), administrative or clinical staff
(59% and 57%, respectively) who speak other
languages. 

Source: Guttmacher Institute. Facts on Publicly Funded
Contraceptive Services in the United States. Fact sheet.
Accessed at www.guttmacher.org/pubs/fb_contraceptive_
serv.html.
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Proposed rule expands 
reach of refusal laws
By Adam Sonfield
Senior Public Policy Associate
Guttmacher Institute
Washington, DC

The Bush administration announced in August
that it was introducing a new regulation on

the topic of providers’ “conscience” or “refusal”
rights. The announcement came after a month of
public controversy over a draft of the regulation
leaked in mid-July, as provider associations,
advocacy groups, and policy-makers warned of
its potential harm and as Department of Health
and Human Services (HHS) Secretary Michael
Leavitt asserted that the regulation’s intent was
being misinterpreted. 

Congress has enacted three refusal clauses over
the past 35 years, which apply to some or all recipi-
ents of HHS funding and allow health care person-
nel and institutions to refuse to provide or assist in
the provision of certain services if they object on
moral or religious grounds.1-3 According to the pro-
posed regulation, the administration believes there
is widespread ignorance of providers’ refusal rights
under these federal laws.4 In response, the regula-
tion purports only to clarify, raise awareness of,
and require certification of compliance with exist-
ing federal laws; however, in “clarifying” them,
opponents argue, the administration is redefining
key terms and expanding the laws’ reach.5-7

The three laws all specifically allow providers
to refuse to participate in an abortion. Yet, in
defining the term “abortion” to include any
action that prevents the implantation of a

fertilized egg, the July draft of the rule would
have effectively included the birth control pill,
other hormonal contraceptives, and the intrauter-
ine device.8 Although preventing implantation is
not their primary mode of action, these methods
may sometimes act post-fertilization. Defining
abortion in this manner would be contrary to
long-standing federal precedent and to the con-
sensus of the medical community.9

In his official blog on Aug. 7, Leavitt denied that
his intent was to define contraceptives as abor-
tion.10 He asserted that he asked for regulations to
be drafted in response to a dispute with two associ-
ations for obstetricians and gynecologists over an
ethical opinion that Leavitt worried would force
physicians to refer patients for abortions.11 Yet, the
proposed version of the regulation did not put an
end to the issue by including a medically accurate
definition of abortion. Instead, it drops the defini-
tion entirely, as well as what had been an extensive
description — as part of the “problem” to be solved
— of state laws and policies that mandate insur-
ance coverage of contraceptives, require sexual
assault victims’ access to emergency contraception,
and guarantee access to contraceptives at pharma-
cies. This ambiguity leaves a door open for
antiabortion activists who conflate most modern
contraceptives with abortion, and Leavitt himself
acknowledged that such efforts will continue.6

Draft to expand scope

The proposed regulation, like the earlier draft,
also would expand the scope of the existing laws in
terms of who is granted refusal rights and for what
activities. By broadly defining key terms, laws tar-
geted at doctors, nurses, and other professionals
who are directly involved with a given procedure
now would apply to any employee or volunteer of
a health care institution participating in “any activ-
ity with a reasonable connection” to that procedure.

The expanded refusal rights would encompass
the provision of information and counseling on
topics and treatments that health care personnel
find objectionable. Notably, in its description of
the purported problem, the July draft referred to
a recent finding that 86% of physicians see them-
selves as obligated to present information on all
of a patient’s medical options, even those the
physician opposes — an obligation necessary for
patients to provide their informed consent.12 The
expanded scope of the regulation also would
include clerical and janitorial work and a host of
other activities, without any attempt to include

October 2008 / CONTRACEPTIVE TECHNOLOGY UPDATE ® 117



the careful balance between the religious rights of
workers and the practical needs of employers and
their clients maintained by current civil rights
law and legal precedent.

By expanding the scope of federal refusal rights,
the regulation, if it were adopted, could impair the
ability of health care institutions to employ staff
members willing and able to appropriately serve
their clients. The proposed certification and enforce-
ment mechanisms would add to these difficulties,
by imposing new layers of red tape and by provid-
ing additional opportunities for reproductive health
opponents to harass providers.

What are the prospects?

Many congressional supporters of reproductive
health, reacting to the July draft of the regulation,
called on the Bush administration to scrap the regu-
lation entirely, including more than one-quarter of
the House and the Senate, among them House
Speaker Nancy Pelosi, Senate Majority Leader
Harry Reid, and Sen. Barack Obama.13,14 Provider
associations, including the American Medical
Association, the American Nurses Association, and
the American Academy of Pediatrics also have writ-
ten in opposition.15,16 The proposed version of the
regulation appears likely to generate similarly vocal
opposition.

The time frame for the regulation is a condensed
one. A memo issued in May by White House Chief
of Staff Joshua Bolton asked that “except in extraor-
dinary circumstances,” final regulations should be
issued by Nov. 1.17 Not much time remains before
that deadline; the administration has set a 30-day
public comment period, through Sept. 22, which
must be followed by the administration’s review
and response to the comments, as required by fed-
eral law.
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Council, Segal honored 
for development efforts

The Population Council, a New York City-
based reproductive health research organiza-

tion, and Sheldon Segal, PhD, distinguished
scientist at the council, have been scheduled to
receive the 2008 Prix Galien USA Pro Bono
Humanum Award for their role in developing
implantable hormone delivery systems.

At press time, the award was scheduled to be
presented Sept. 24, 2008, at the American Museum
of Natural History in New York City. The Prix
Galien USAAward recognizes the technical, scien-
tific, and clinical research skills necessary to develop
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innovative medicines that improve the human con-
dition. It is considered the industry’s highest acco-
lade for pharmaceutical research and development. 

Segal was singled out for his direction of the
research and development of Norplant, the first
contraceptive implant on the market. Currently, 
8 million women worldwide use contraceptive
implants such as Norplant, Implanon, and Jadelle. 

“I am delighted that the distinguished Prix
Galien selection committee has selected the
Population Council and Dr. Segal for this honor,”
said Peter Donaldson, Population Council presi-
dent, in the announcement of the award. 

The Population Council estimates more than
100 million women around the world have used 
a form, developed by the Population Council, of
long-term reversible contraception.  ■

Be on the lookout for 
Internet STD drugs

Talk with your patients about fraudulent drugs
sold over the Internet as treatment for sexually

transmitted diseases (STDs). The Food and Drug
Administration (FDA) has issued warning letters
to six U.S. companies and one foreign individual
for marketing unapproved and misbranded drugs
over the Internet to U.S. consumers for STD pre-
vention and treatment.

The products, sold as Tetrasil, Genisil, Aviralex,
OXi-MED, Imulux, Beta-mannan, Micronutrient,
Qina, and SlicPlus, are marketed over the Internet.

Some of those products falsely claim to have FDA
approval, while others claim to be more effective
than conventional therapies. 

The products claim to prevent or treat a vari-
ety of STDs, including herpes, chlamydia, human
papillomavirus (HPV), cervical dysplasia, and
HIV/AIDS. Claims made by the companies
range from “greatest STD protection without
condoms” (SlicPlus) to “the active ingredient in
our product is FDA-certified to destroy 99.9992%
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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. ■

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 technol-
ogy 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. 

13. How many U.S. men iare circumcised, according
to national probability samples of adults surveyed
during 1999-2004 through the National Health
and Nutrition Examination Surveys? 

A. About 33%
B. About 50%
C. About 60%
D. About 80%

14. According to published studies, what is the level
of lifetime use of female condoms in U.S. women? 

A. Between 3% and 6%
B. Between 5% and 7%
C. Between 8% and 10% 
D. About 13%

15. About how many incident cases of sexually
transmitted infections occur in the United 
States annually?

A. 15 million
B. 19 million 
C. 20 million
D. 30 million

16. According to new data released at the 2008 AIDS
conference, the number of people worldwide who
are newly infected with HIV has:

A. risen from 2.7 million in 2001 to 3 million in 2007.
B. risen from 1.7 million in 2001 to 2 million in 2007.
C. fallen from 3 million in 2001 to 2.7 million in 2007.
D. fallen from 4 million in 2001 to 1.7 million in 2007.

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



of all pathogenic organisms [i.e.,] Chlamydia”
(OXi-MED).”

According to an FDA statement on the warning
letters, the agency considers these products to be
unapproved new drugs which are being marketed
in violation of the Food, Drug, and Cosmetic Act.
The drugs also are considered as misbranded
because they lack proper directions for use by
consumers and/or because they make false and
misleading claims. 

In the FDA statement, Janet Woodcock, MD,
deputy commissioner for scientific and medical
programs, chief medical officer, and acting director
of the FDA’s Center for Drug Evaluation and
Research, said, “The products pose a serious health
threat to unsuspecting consumers who don’t know
that these products are not FDA-approved and
have not been proven safe or effective. STDs are
very serious diseases, and these products give con-
sumers a false sense of security that they are pro-
tected from STDs.”

If you or your patients have any complaints or
problems associated with those products, notify
MedWatch, the FDA’s voluntary reporting pro-
gram. Contact the program by calling toll-free
(800) 332-1088, or visit its web page, www.fda.
gov/medwatch/report.htm.  ■
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Rewind to 2007. A large HIV vaccine clinical
trial sponsored by Merck & Co. is shuttered

after an interim analysis concluded that the vac-
cine did not prevent infection. Fast forward to
today. The National Institute of Allergy and
Infectious Diseases (NIAID) has determined it
will not follow through with plans for a large-
scale test of a similar experimental AIDS vaccine

The NIAID HIV vaccine study, known as PAVE
(Partnership for AIDS Vaccine Evaluation) 100,
originally was planned as a large-scale trial of a
vaccine strategy termed as a “prime-boost” combi-
nation of two vaccines developed through the
National Institutes of Health’s Vaccine Research

Center (VRC). Three DNA immunizations would
be administered first, followed by a recombinant
adenovirus-vectored boost. (Contraceptive Tech-
nology Update looked at the VRC experimental
vaccine in the article “Progress reported in HIV
vaccine development,” February 2007, p. 17. It
also reported on trial cessation of the Merck vac-
cine, an MRKAd5 trivalent vaccine, in the article
“Researchers halt HIV vaccine trial — What’s the
next step?” December 2007, p. 129.)

While the NIAID has chosen not to move for-
ward with the larger clinical study, it is calling
for proposals for a smaller, more focused study
with one specific goal in mind: to determine if
the vaccine regimen significantly lowers viral
load (the amount of HIV in the blood of vacci-
nated individuals) who might later become
infected with HIV. 

“The HIV clinical trial network has been asked
to go back to the drawing table to develop a
smaller, more focused protocol to determine does
the vaccine reduce viral load in volunteers who
have the vaccine, then get HIV due to behavior,”
explains an NIAID spokesperson. “The protocol

NIAID will not move forward with HIV vaccine 
trial — What’s next step in vaccine research?
Advocates call for renewed commitment to push for vaccine development
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The National Institute of Allergy and Infectious
Diseases has determined it will not follow through
with plans for PAVE (Partnership for AIDS Vaccine
Evaluation) 100, a large-scale test of an experi-
mental AIDS vaccine.
• The federal agency is calling for proposals for a

smaller, more focused study to determine if the
vaccine regimen significantly lowers viral load in
vaccinated individuals who might later become
infected with HIV. 

• Vaccine advocates are calling for renewed com-
mitment to research following the cancellation of
the PAVE 100 trial and the 2007 shuttering of a
clinical trial of an investigational vaccine spon-
sored by Merck & Co.
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will be presented to NIAID, which will deter-
mine whether to go forward.”

Review the history

The Merck trial, known as STEP, was designed
to test the MRKAd5 trivalent vaccine. Made 
with a weakened version of adenovirus Type 5,
which was used as a delivery vector, the vaccine
included three synthetically produced HIV
genes, gag, pol, and nef. Its design was aimed to
stimulate production of immune system T cells
to kill HIV-infected cells. 

Information presented at a special open HIV
Vaccine Trials Network (HVTN) scientific meet-
ing in November 2007 and the 15th Conference
on Retroviruses and Opportunistic Infections in
February 2008 confirms that the investigational
HIV vaccine was not effective.1 The vaccine did
not prevent HIV infection; it also did not reduce
the amount of virus in those study participants
who became infected with HIV during the trial.1

According to the STEP results, findings suggest
that people who got the vaccine might get infected
with HIV more easily if they are exposed to it.2

Researchers saw this trend toward more infections
particularly in the group of participants who had
pre-existing immunity to adenovirus Type 5, a cold
virus that was used as a part of the vaccine.

There were several differences between the
Merck MRKAd5 vaccine and the VRC vaccine
candidate scheduled for examination in the
PAVE 100 trial, points out the AIDS Vaccine
Advocacy Coalition, a nonprofit, community-
and consumer-based advocacy organization:

• The VRC strategy included three DNA
immunizations followed by a single Ad5 boost,
whereas Merck’s strategy included three immu-
nizations with MRKAd5.

• The kinds of immune responses that people
had to the VRC strategy were different compared
to MRKAd5.

• The adenovirus used in the VRC strategy
was genetically altered in ways that were differ-
ent from MRKAd5.

• The VRC strategy included the HIV env
gene; the MRKAd5 vaccine did not.3

The original PAVE 100 study proposed to test
the VRC’s HIV vaccine regimen in a trial initially
designed to enroll 8,500 volunteers in the United
States, South America, the Caribbean, and Eastern
and Southern Africa. The study was scheduled to

begin U.S. recruitment in October 2007, but it was
postponed following the decision to halt immu-
nizations in the STEP HIV vaccine study.

Based on the analyses of the STEP study
results, researchers redesigned PAVE 100, reduc-
ing it somewhat in its proposed scope. The
redesigned study called for testing the VRC vac-
cine in 2,400 U.S.-based, circumcised men who
have sex with men and who lacked pre-existing
neutralizing antibodies to Ad5. The study would
have tested the vaccine’s effect on viral load, pro-
vided additional safety information about the
product, and examined immune responses to the
vaccine and their impact on viral load.

“Based on the available scientific information,
NIAID has decided that the VRC vaccine regi-
men did not warrant a trial of this size and scope
and that PAVE 100 will not proceed,” the NIAID
stated in a July 2008 announcement of its plans.4

What’s the next step?

To help overcome challenges faced by those now
involved with vaccine research, the International
AIDS Vaccine Initiative proposes several interim
milestones in its new publication, AIDS Vaccine
Blueprint 2008, released in conjunction with the
2008 XVII International AIDS Conference: 

• Solve the neutralizing antibody problem.
To date, researchers have identified neutralizing
antibodies against HIV. They are now trying to
figure out how to design immunogens that gen-
erate similar antibodies. To speed the discovery
of an immunogen that can neutralize a substan-
tial proportion of circulating HIV strains, existing
programs that focus on the neutralizing antibody
problem should be bolstered. 

• Solve the cell mediated immunity (CMI)
problem. One lesson from the Merck trial is that
inducing effective CMI responses will be more
challenging than originally envisioned and
might be as challenging as solving the neutraliz-
ing antibody problem, states the International
AIDS Vaccine Initiative (IAVI). More resources
should be devoted to studying the mechanisms
behind CMI, which could provide clues for
improved vaccine design. 

• Trim and improve the pipeline. Current and
future AIDS vaccine candidates need to be com-
pared and prioritized in comparison to tested
vaccines, says IAVI. Those vaccines that cannot
demonstrate superiority should be dropped. To
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improve the pipeline, IAVI also recommends accel-
erating the development of replicating vector-based
vaccines. 

• Sustain the effort. The development of an
AIDS vaccine continues to be one the greatest
needs of the 21st century and one of science’s
greatest challenges, IAVI states.5

According to new data released at the 2008 AIDS
conference, the number of people worldwide who
are newly infected with HIV has fallen from 3 mil-
lion in 2001 to 2.7 million in 2007; however, the
number of people becoming newly infected with
the disease each day — 7,500 — remains unaccept-
ably high.6

The quest to develop an AIDS vaccine is at a
critical moment, said Seth Berkley, MD, IAVI
president and CEO, in a statement accompanying
the publication release. “In the wake of the failure
of a leading AIDS vaccine candidate nearly a year
ago, some have questioned whether we will ever
have an AIDS vaccine,” he says. “To these skep-
tics, I say that developing an AIDS vaccine may
take more time and innovation than we might
have once imagined, but we are confident that
science will prevail.” 
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Simplifying consent 
eases testing stigma 

What is your clinic’s policy when it comes to
getting a signed informed consent for HIV

testing? By eliminating required written consent
for HIV testing at the San Francisco Department
of Public Health Medical Center, the average
monthly rate of HIV tests has increased by 4.38
per 1,000 patient-visits, with a 67% increase (from
8.9 to 14.9) in the monthly average number of new
positive HIV tests.1

Before May 15, 2006, clinicians had to complete a
separate HIV test laboratory requisition form and
have the patient sign an informed consent docu-
ment to order an HIV test. If documentation was
incomplete, the laboratory rejected the sample. 
The study collected HIV testing data of all adult
patients seen at the San Francisco Department of
Public Health medical care system from January
2003 to June 2007. Researchers compared HIV test-
ing data before and after the medical center elimi-
nated required written consent for HIV testing in
2006.

“The increase in routine HIV testing in medical
settings and the identification of new cases has
been critical to HIV prevention efforts in San
Francisco,” says Jeffrey Klausner, MD, MPH,
deputy health officer and director of the STD
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By eliminating required written consent for HIV test-
ing at San Francisco Department of Public Health
Medical Center, the average monthly rate of HIV
tests has increased by 4.38 per 1,000 patient-visits,
with a 67% increase (from 8.9 to 14.9) in the monthly
average number of new positive HIV tests.
• Before May 15, 2006, clinicians had to complete a

separate HIV test laboratory requisition form and
have the patient sign an informed consent docu-
ment to order an HIV test. If documentation was
incomplete, the laboratory rejected the sample.

• States are now taking a look at restructuring their
consent laws to make HIV screening routinely
accessible. In 2007, California passed legislation
that allows a patient to give simple consent, rather
than informed consent, before an HIV test can be
administered. 
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Prevention and Control Services at the San Fran-
cisco Department of Public Health and associate
clinical professor of medicine at the University of
California, San Francisco. “New cases have been
linked to partner services enabling the further dis-
covery of previously undiagnosed persons with
HIV infection.” 

While many urban areas throughout the United
States have seen continued increases in new cases
in gay men and other men who have sex with men,
the number of new cases in San Francisco is very
high, but stable, observes Klausner, a co-author of
the current research article. “As other medical set-
tings adopt similar procedures throughout the
states, we hope to observe similar leveling off or
perhaps declines in new HIV infections,” states
Klausner.

Streamlining the consent process follows the
2006 revision of HIV screening guidelines by the
Centers for Disease Control and Prevention (CDC).2

Review the guidance on consent included in
the guidelines:

• Patients should be informed orally or in
writing that HIV testing will be performed
unless they decline (opt-out screening). Oral or
written information should include an explana-
tion of HIV infection, and the patient should be
offered an opportunity to ask questions and to
decline testing. With such notification, consent
for HIV screening should be incorporated into
the patient’s general informed consent for medi-
cal care on the same basis as are other screening
or diagnostic tests. A separate consent form for
HIV testing is not recommended.

• Easily understood informational materials
should be made available in the languages of the
commonly encountered populations within the
service area. The competence of interpreters and
bilingual staff to provide language assistance to
patients with limited English proficiency must be
ensured.3 (Editor’s note: For an overview of the revised
guidelines, visit the CDC HIV/AIDS web site, www.cdc.
gov/hiv. Click on “Testing” and then “Healthcare Set-
tings.” Under “HIV Testing in Healthcare Settings,”
click on “Fact Sheets” to access a fact sheet, “CDC/HIV
Science Facts: CDC Releases Revised HIV Testing
Recommendations in Healthcare Settings.”)

Reducing barriers to testing by removing 
written informed consent protocol will help
increase HIV testing, particularly among some
hard-to-reach, higher-risk populations, said Joey
Terrill, acting public affairs director for AIDS

Healthcare Foundation, the nation’s largest non-
profit HIV/ AIDS health care, research, prevention,
and education provider, in a statement issued in
response to the research paper.

As of February 2007, 34 states had some form of
state statute or regulation requiring written consent
for HIV testing.4 States now are taking a look at
restructuring their consent laws to make HIV
screening routinely accessible. In 2007, California
passed AB 682, California’s Routine HIV Screening
Bill, legislation which allows a patient to give sim-
ple consent, rather than informed consent, before
an HIV test can be administered. The bill also has
provisions to maintain and safeguard patient confi-
dentiality, as well as an individual’s right to chose
whether to undergo testing.

New York has been the focus of recent legisla-
tive activity regarding HIV testing consent laws. A
HIV testing consent bill introduced by assembly
member Nettie Mayersohn died in committee in
July 2008. Another bill introduced by assembly
member Richard Gottfried moved from committee
to introduction in the state senate. However, both
houses decided to adjourn for the summer break
before considering the bill. The Gottfried bill might
be reconsidered when the legislature reconvenes in
October 2008.

Under the Gottfried bill, a separate HIV consent
form would no longer be required in New York
State. Instead, patients would consent to the test
on the general consent form for medical treatment
and procedures that is issued during routine visits
to the doctor.5
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Choices
Female Condoms Work

WHAT IS THE FEMALE CONDOM?

Reality female condoms are made of a thin plastic called polyurethane. This is NOT latex or rubber. The condom is
placed into the woman's vagina. It is open at one end and closed at the other. Both ends have a flexible ring used to
keep the condom in the vagina. The female condom comes in only one size: 15 centimeters in length and 7 centimeters
wide. The flexible and removable inner ring at the closed end is inserted into the vagina as far as possible; the inner
ring may be removed or left in place in the vagina; the larger outer ring remains outside the vagina. Among typical cou-
ples who initiate use of Reality condoms, about 21% will experience an accidental pregnancy in the first year. If these
condoms are used consistently and correctly, about 5% will become pregnant in the course of an entire year. Complete
information about this contraceptive is available from your clinician or from the package insert. 

WHAT ARE THE ADVANTAGES?
• Female condoms give women a new option in preventing both infection (especially against herpes and HIV, since

it covers more of the external genitalia) and pregnancy. 
• Female condoms give women more contraceptive control and a sense of freedom. The female condom is an

option for a woman who cannot get a man to use a condom. 
• Women don't need to see a clinician to get it. No prescription or fitting is needed. 
• The female condom can be put in up to 8 hours in advance. 
• It is safe and fairly effective at preventing both pregnancy and infection. 
• Your partner can insert it and make it part of lovemaking. 
• Condom is pre-lubricated inside and outside and any additional lubricant may be used including oil-based lubri-

cants inside and out and any additional lubricant may be used including oil-based lubricants since this condom is
NOT made of latex. 

• Polyurethane transmits heat well. This may make sex more fun. 
• The female condom can be used if either partner is allergic to latex. 
• The female condom is a good option during breast-feeding. 
• Breakage is rare. 

WHAT ARE THE DISADVANTAGES?
• The female condom is large and some feel it is unattractive or odd-looking. Although it looks different and may

appear unusual at first, its size and shape allow it to protect a greater area. Many of the couples who have used
it like the way it feels. 

• Some women do not like the idea of putting fingers or a foreign object into their vagina. It can be large, bulky,
and can be difficult for some women to place into vagina. 

• It will not work if the man's penis enters the vagina outside of the female condom. The penis must be directed
into the condom. 

• It can make rustling noises prior to or during intercourse. A lubricant may decrease noises. 
• The female condom is not available in as many stores as the male condom. It may be hard to find, so call the

store in advance. 
• Female condoms are about three times more expensive than male condoms. 
• The inner ring may cause discomfort; if it does, it should be removed. 
• The female condom is less effective than latex male condoms in preventing both pregnancy and sexually trans-

mitted infections. 
• They cost from $3.30 to $6.00 per condom in 2007. Because of the cost, some couples have been tempted to

wash and reuse female condoms. Apparently, this does NOT damage the female condom, but is generally recom-
mended that Reality Female Condoms be discarded after being used once. 

WHERE DO I GET CONDOMS?
Female condoms are sold at most drugstores and at some supermarkets. Call in advance to be sure. They are sold in 
packs of three or six and cost $3.30 to $6.00 per condom. The package comes with a leaflet that explains how to use
the condom. To learn more about the Reality female condom, call your clinician or call 1-800-274-6601. Also go to
www.femalehealth.com.

WHAT IF I HAVE SEX AND DON'T USE BIRTH CONTROL?
Did you know that for 120 hours after sex, you can take emergency contraceptive pills to avoid becoming pregnant?
AND for 5 to 7 days after sex, you can have an IUD put in so you won't become pregnant? Emergency postcoital inser-
tion of the Copper T 380 A IUD (ParaGard) is the most effective currently available postcoital contraceptive. Not all clini-
cians know about this. If you want more information or would like the phone numbers of clinicians near you that pre-
scribe emergency birth control, call the toll-free hotline 1-(888)-NOT-2-LATE. Some of these sources of help are free.
PLAN B is the emergency contraceptive pill that causes the least nausea and the least vomiting. 

Source: Bridging the Gap Communications, Atlanta. Used with permission.


