
Second-generation female condom OK’d
by FDA —What’s next for the U.S.?
Campaign to kick off in 9-city push; search on for retail partner

Female-controlled prevention options are set to expand with the
Food and Drug Administration (FDA) March 2009 approval of 
the second generation of the female condom manufactured by the

Female Health Co. With the introduction of a new proprietary nitrile
material and a less labor-intensive manufacturing process, the company
will be able to offer the condom, known as the FC2, at a public health
sector cost some 30% less than the original FC1 polyurethane condom.

Robert Hatcher, MD, MPH, professor of obstetrics and gynecology 
at Emory University in Atlanta, points to these key points about the 
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Interim guidance issued on 
pregnant women and swine flu

If your practice includes care of pregnant women, be sure to review just-
issued interim guidance from the Centers for Disease Control and Prevention

(CDC) in regard to swine influenza A (H1N1) virus infection. Epidemiologists
are now tracking several reports of human infection, following cases identified
in April 2009 in the United States and Mexico. 

While officials say there are insufficient data to determine who might be at
increased risk for complications from the infection, they point to an instance in
1988, where a previously healthy pregnant woman was hospitalized for pneumo-
nia and died eight days later after infection with another variant of swine influenza
virus. Observations from previous pandemics and findings from studies among
pregnant women who had seasonal influenza indicate that influenza might be
more severe in pregnant women, says the CDC in an interim guidance issued
April 28.1 (Editor’s note: To access a copy of the guidance, go to www.cdc.gov.
Under “2009 Flu Info,” select “U.S. Info.” At the “Swine Flu” page, select
“Guidance for Professionals,” then “Pregnant Women: Considerations for
Clinicians.”)

(See Swine flu, continued on page 68)



FC2 condom:
• It is a source of female-controlled protection.

“In Africa, 70% percent of women who become
infected with the HIV virus are infected by their
husbands, who in many instances refuse to use
male condoms,” notes Hatcher.

• The FC2 is less noisy than the polyurethane
FC1 female condom,1 which may lead more

women to use it.
• While the importance of an effective vac-

cine against AIDS and an effective vaginal
microbicide cannot be denied, both are several
years from being available, says Hatcher.

“Given the deplorable resistance of so many
men to male condoms, the new female condom
may be the best thing we have to offer women for
the prevention of AIDS and other infections for
the next 10 years,” says Hatcher.

Look for Female Health Co. to make an
announcement in early summer 2009 regarding
public sector product availability and ordering
information, says Mary Ann Leeper, PhD, the com-
pany’s senior strategic adviser. Family planning
agencies and health departments will be able to
place orders directly with the company, rather than
through a distributor, she reports. This move will
enhance cost savings for agencies, Leeper explains.

The company will launch a nine-city campaign
in early September to promote the public sector
availability of the new condom, says Leeper. The
campaign will target health departments, nonprofit
community-based organizations, and nongovern-
mental organizations in Washington, DC; Chicago;
Philadelphia; Atlanta; Houston; Miami; Baltimore;
Los Angeles; and San Francisco, she states.

The campaign will include training based on
New York City’s successful female condom pro-
gram. The city Department of Health and Mental
Hygiene’s female condom distribution program
increased its allocation from 2006 to 2007 by
200,000 female condoms due to popularity of the
program.2 In 2008, the department placed a con-
tract to purchase 2 million female condoms to be
distributed free of charge through health clinics
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The Food and Drug Administration has approved
the second generation of the female condom manu-
factured by the Female Health Co. With new propri-
etary nitrile material that is less noisy and a less
labor-intensive manufacturing, the FC2 condom will
be offered at a public health sector cost some 30%
less than the original FC1 polyurethane condom.
• Look for the company to announce public sector

product availability and ordering information in
early summer 2009. 

• Family planning agencies and health depart-
ments will be able to place orders directly with
the company. 

• Look for retail availability around spring 2010.
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and organizations across the city as part of its
efforts to increase HIV prevention. Local public
health officials estimate heterosexual transmis-
sion accounts for 92% of new HIV cases among
women in the city.2

With the FDA approval now in hand, the U.S.
Agency for International Development now can
procure the second-generation female condom for
U.S.-supported HIV/AIDS prevention and family
planning programs around the world. To handle
increased demand, the Female Health Co. plans
to install six more production lines for the FC2
and increase its production capacity from 30 mil-
lion units to about 75 million to 80 million units. 

Health advocates also have launched a global
campaign, Prevention Now!, to demand increased
access to the female condom in communities heav-
ily affected by HIV/AIDS. While public health pro-
grams around the world distribute 11 billion male
condoms every year, 26 million female condoms
were distributed in 2007, health advocates estimate.3

While female condoms may be a powerful tool
in preventing transmission of sexually transmitted
diseases (STDs), women need education in order to
use them effectively. Results from a recent study
indicate that skills training can increase female con-
dom use and the overall level of protected sexual
acts.4

The public sector will serve as the initial U.S.
access point for the FC2 condom as the Female
Health Co. searches for a retail partner. According
to Leeper, the company is in talks with male con-
dom companies, as well as pharmaceutical com-
panies involved in over-the-counter female health
products, to find the best fit for increased access
for the FC2 condom. The company is searching for
a business that is committed to women and will
push to make the FC2 available to them, she says.

“Our whole focus is empowerment of women,
and we want someone who is committed to do
that,” states Leeper.

Once a retail partner is found, marketing plans
will be developed and distribution lines put in
place, she says. She estimates it might be spring
2010 before the FC2 is available on U.S. retail
pharmacy shelves.

The Program for Appropriate Technology in
Health (PATH) is continuing its research of a female
condom. The agency began research in 1996 to
develop a woman’s condom tailored to the needs of
the women in the developing world, with support
from the U.S. Agency for International Develop-
ment, the Bill & Melinda Gates Foundation, and
other donors. More than 50 prototypes were exam-

ined, with field testing performed in Mexico, South
Africa, and Thailand. PATH entered a collaborative
agreement in July 2008 with Chinese manufacturer
Shanghai Dahua Medical Apparatus Co. to manu-
facture the condom.

The Woman’s Condom (WC) is a 9-inch thin, pli-
able plastic pouch that conforms to the shape of the
vagina. It has a flexible soft outer ring designed to
protect the external genitalia, with four oblong
foam pieces on the outside of the pouch that are
engineered to cling lightly to vaginal walls, which
ensures device stability. The distal end of the pouch
and foam pieces are packaged into a capsule that
serves as an insertion aid; it dissolves quickly when
inserted into the vagina.5

In a randomized crossover study designed to
evaluate the functional performance, safety, and
acceptability of the FC1 and the WC, 75 couples
were assigned to one of two condom use sequences
(WC/FC1 or FC1/WC) at centers at the University
of Pennsylvania Medical Center, University of
Pittsburgh/Magee Womens Research Institute, and
Advances in Health. Four condoms of the first type
were used by couples during sex over a two- to
four-week period. After a follow-up visit, these pro-
cedures were repeated with the second assigned
condom type. In a substudy of 25 participants, a col-
poscopy was performed prior and subsequent to
the first condom use of each of the two condom
types.

Researchers evaluated condom performance by
calculating measures of function from question-
naires completed by the couple after each condom
use. Safety was evaluated by reported urogenital
symptoms with a given condom during or imme-
diately following condom use and colposcopic
signs of genital irritation in the substudy. 

Total condom failure (slippage, breakage, etc.,
divided by the number of female condoms opened)
was 31% for the WC and 42% for the FC1; total
clinical failure (slippage, breakage, etc., divided by
the number of female condoms used) was 17% for
the WC and 24% for the FC1. The proportion of
condom failures was 10.9 percentage points less,
and the proportion of clinical failure 6.7 percentage
points less, when couples used the WC compared
to the FC1 (90% confidence interval: -18.5 to -3.3
and -12.6 to -0.8, respectively).

Findings indicate that fewer women reported
symptoms or signs of urogenital irritation when
using the WC. Among participants with a prefer-
ence, the WC was preferred over the FC1 by twice
as many males and by 2.6 times as many females.5

The WC is ready for a combined Phase 2/3 clinical
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trial, say PATH officials.
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Check option of IUD for 
emergency contraception

When it comes to emergency contraception
(EC), placement of a Copper T 380A

intrauterine device [(IUD), ParaGard, Duramed
Pharmaceuticals, a subsidiary of Barr Pharmaceuti-
cals; Pomona, NY] offers excellent protection
against unwanted pregnancy, as well as long-term
contraception. What are some of the roadblocks that
may hinder its use?

Many women and clinicians don’t know it is
an option, says Eleanor Bimla Schwarz, MD, MS,
assistant professor of medicine, and obstetrics,
gynecology, and reproductive sciences at the
University of Pittsburgh. Schwarz and research
colleagues have just published a study that sug-
gests offering same-day IUD insertion to women
who seek walk-in pregnancy testing or EC is an
effective strategy for promoting contraception.1

To date, few clinicians have offered IUDs to
women seeking emergency contraception.2 One
barrier for many clinicians is lack of training in 
IUD insertion, says Schwarz. [Editor’s note: The
Association of Reproductive Health Professionals
(ARHP) sponsors a continuing medical education pro-
gram, “A Clinical Update on Intrauterine Contracep-
tion.” Select sessions offer a hands-on insertion
practicum on Copper T IUD and levonorgestrel
intrauterine system (LNG IUS, Mirena, Bayer
HealthCare Pharmaceuticals; Wayne, NJ). For more

information, visit the ARHP web site, www.arhp.org.
Select “Professional Education,” then the program title.] 

Many women would be interested in same-day
insertion of an IUD. Schwarz and associates sur-
veyed 412 women and adolescent girls who
requested EC or pregnancy testing at four Pitts-
burgh family planning clinics. Twelve percent of
those surveyed expressed interest in same-day
insertion, and 22% wanted more information about
IUDs.1

Alisa Weber, MSN, FNP-BC, a nurse practitioner
with Carolinas HealthCare System Mecklenburg
County Health Department in Charlotte, NC, has
been using IUDs for EC for about six years. Weber
says women often do not know about intrauterine
contraception or even EC. Since Plan B went over
the counter, a few more people are inclined to know
about EC, she observes, but most are unaware of
the practice.

To determine if a woman is a candidate for EC
use of an IUD, Weber reviews the patient’s contra-
ceptive history, checks whether she is currently
using birth control, and then talks about long-term
family planning goals. Weber then discusses the
two options for EC and checks the date of the last
act of intercourse to confirm that it was unpro-
tected. If the unprotected sex was within the last
five days, Weber offers the patient a choice in EC:
the levonorgestrel pill, along with its effectiveness
rate, then the IUD, accompanied by its effectiveness
rate. If the woman has been leaning more toward a
long-term method of contraception, Weber then
presents further information on the IUD to allow
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Many women and clinicians don’t know the copper
T 380A intrauterine device (IUD) can serve as an
extremely effective option when it comes to emer-
gency contraception.
• While insertion of a Copper T IUD is not cost-

saving when used solely as an emergency con-
traceptive, data indicate high contraceptive
effectiveness as long as 12 years. If used as an
ongoing method of contraception for as little as
four months after emergency insertion, it can
provide cost savings, research estimates.

• The Association of Reproductive Health
Professionals sponsors a continuing medical
education program, “A Clinical Update on
Intrauterine Contraception.” Select sessions offer
a hands-on insertion practicum on the Copper T
IUD and levonorgestrel intrauterine system.
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the woman to make an informed decision on the
method.

Since Weber’s agency is a Title X-funded agency,
it is able to purchase IUDs at a discounted rate.
Women pay on a sliding-fee scale, which expands
financial access to the method. While she is unsure
of total numbers, Weber estimates she has placed
more than 100 IUDs for post-coital contraception for
women who have been candidates for intrauterine
contraception. “It is more effective than the pill,”
she says. “Then if the person is a candidate for an
IUD, she has ongoing contraception, and it’s long-
term contraception.”

How do efficacy rates vary between the EC use
of levonorgestrel-only pills and the IUD? Eight
studies of the levonorgestrel regimen that encom-
pass more than 9,500 women report estimates of
effectiveness between 59% and 94%.3 About 13,000
post-coital insertions of copper-bearing IUDs have
been performed since the practice was introduced
in 1976; with 13 failures reported, the approach
lists a pregnancy rate of 0.1%.3

If a woman is able to continue using the IUD
for contraception for the next year, she benefits
from an effective form of birth control, points out
Robert Hatcher, MD, MPH, professor of obstet-
rics and gynecology at Emory University. Efficacy
computations in Contraceptive Technology show
0.8% of women using a Copper T IUD experience
an unintended pregnancy within the first year of
typical use; if the method is used perfectly, just
0.6% (six women in 1,000) have an unintended
pregnancy in the first year of use.4

While insertion of a Copper T IUD is not cost-
saving when used solely as an EC, data indicate
high contraceptive effectiveness as long as 12 years.5

If used as an ongoing method of contraception for
as little as four months after emergency insertion, it
can provide cost savings, an analysis indicates.6

How about use of a LNG IUS for EC? This
question may arise when a patient’s history of
severe menstrual cramps or heavy menses might
preclude use of the Copper T IUD, says Hatcher.
Although it is believed that the LNG IUS proba-
bly is effective as a post-coital contraceptive,
there are no data regarding its efficacy in an EC
setting, he says. Women who are seeking EC and
are open to IUS insertion could receive Plan B for
EC and have an LNG IUS insertion at the same
time, Hatcher notes.

“Bottom line: If you insert a ParaGard IUD or a
Mirena IUS — backing it up with Plan B simply
because we don’t have data — you not only gain
better protection against pregnancy from that one

act of unprotected intercourse, but if the woman
is able to tolerate using an IUD, she has a superb
reversible contraceptive in utero,” says Hatcher.
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Today Sponge sees 
brighter tomorrow

Women who have been searching for the
Today contraceptive sponge on pharmacy

shelves can stop hunting: Mayer Laboratories
now serves as the U.S. distributor for the over-
the-counter contraceptive. 

Look for the product to be back on shelves at
CVS, Duane Reade, Longs Drugs, and Walgreens
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Mayer Laboratories now serves as the U.S. distrib-
utor for the over-the-counter contraceptive called
the Today Sponge. Look for the product to be back
on shelves at CVS, Duane Reade, Longs Drugs,
and Walgreens drug stores across the country by
the end of this month. 
• Access to the sponge was curtailed when former

owner Synova Healthcare Group filed for bank-
ruptcy in late 2007. Alvogen Group stepped in to
purchase rights to the sponge and entered a dis-
tribution agreement with Mayer Laboratories.

• The product will retail at a projected $14.99 for
three sponges and will feature updated packag-
ing. It also will be available for purchase at www.
todaysponge.com.

E X E C U T I V E  S U M M A R Y



drug stores across the country by the end of 
this month, says David Mayer, CEO of Mayer
Laboratories. The company has entered into an
agreement with Alvogen Group for exclusive dis-
tribution of the over-the-counter contraceptive in
the United States, Canada, and Europe. 

Access to the sponge was curtailed when 
former owner Synova Healthcare Group filed for
bankruptcy in late 2007. When existing product
dwindled on pharmacy shelves in 2008, women
were unable to purchase the contraceptive. Alvogen
Group, whose manufacturing subsidiary, Norwich
Pharmaceuticals, served as the manufacturer of 
the product, stepped in to purchase rights to the
sponge.

‘A contraception method of choice’

Norwich Pharmaceuticals had invested
considerable time in developing the manufacturing
process to meet Food and Drug Administration
(FDA) requirements, says Doug Drysdale, Alvogen
CEO. “Given this prior investment and the many
requests that we have received from consumers
looking for the product, we believe that the prod-
uct continues to be a contraception method of
choice,” he states.

While the sponge has been a nonhormonal con-
traceptive option for many years, its ownership
has shuffled among several companies. Its first
owner, Whitehall-Robins Healthcare, ceased man-
ufacture of the device in 1994 when it determined
it cost too much to correct problems caused by
water quality issues at the factory where the
sponge was made. Allendale Pharmaceuticals then
acquired manufacturing and marketing rights to
the sponge in1999 and worked with the FDA to
update labeling and manufacturing. Allendale
obtained final FDA approval in April 2005. The
company then was acquired by Synova Healthcare
in 2007. 

Mayer says his company is committed to
bringing, and keeping, the Today sponge avail-
able as a contraceptive option for women. “We
will let women know it is back out there, and we
will let health professionals know why this is a
preferred method for many women,” says Mayer. 

Look for the new product to sell at an esti-
mated $14.99 for three sponges, says Mayer.
Women also will be able to buy the sponge online
at the product’s web site, www.todaysponge.com.
By clicking on the “buy” button, consumers will
be directed to the online retailer, Mayer explains.

Look for updated packaging as well, says Mayer.

While Synova Healthcare had changed the product
packaging when it acquired the product, Mayer
says the new packaging is more sophisticated in 
an effort to reach women ages 25-35 who are apt to
use the contraceptive. 

Circular in shape, the small pillow-shaped
Today sponge is made of polyurethane and con-
tains 1,000 mg of the spermicide nonoxynol-9 (N-
9). It is moistened with tap water prior to use and
inserted deep into the vagina. Removal is achieved
by pulling the attached loop. 

A single sponge protects for up to 24 hours, no
matter how many times intercourse occurs. After
intercourse, it must be left in place for at least six
hours before it is removed and discarded. Wearing
the sponge for longer than 24-30 hours is not rec-
ommended because of the possible risk for toxic
shock syndrome.1

32% experience unintended pregnancy

According to the contraceptive efficacy table
listed in Contraceptive Technology, within the first
year of typical use of the sponge, 32% of parous
women will experience an unintended pregnancy.
With perfect use, the number drops to 20%. Sixteen
percent of nulliparous women will experience unin-
tended pregnancy with typical use; with perfect
use, that figure is decreased to 9%.2

Like other vaginal barrier methods, the sponge
does not cause systemic side effects and it does
not alter a woman’s hormone patterns. It does not
require partner involvement in the decision to
insert it. For women who need contraception only
intermittently, it is available for immediate pro-
tection, no matter the interval between uses. 

Women who use the sponge should be coun-
seled to watch for the signals of toxic shock syn-
drome, which include sudden high fever, chills,
vomiting, diarrhea, muscle aches, and sunburn-
like rash. If women experience a high fever and
one or more of the danger signs, they might 
have early toxic shock syndrome. They should
remove the sponge and contact their provider
immediately.1
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Get ready for changes 
in HPV DNA testing

The Food and Drug Administration (FDA) has
approved two new tests for human papillo-

mavirus (HPV). How does the addition of these
tests affect current practice? 

The Cervista HPV 16/18 test detects the DNA
sequences for HPV types 16 and 18 in cervical 
cells, while the Cervista HPV HR test detects essen-
tially all of the high-risk HPV types in cervical cell
samples. The two tests, both developed by Hologic,
are designed to use the same cervical sample col-
lected with its ThinPrep Pap Test. Rollout of the
tests is not immediate, says Jeff Keene, company
spokesman. Sales force training and laboratory val-
idation are under way. The tests are designed to be
run in any Clinical Laboratory Improvement
Amendments (CLIA) high-complexity lab.

Providers are familiar with HPV testing, with
the Hybrid Capture HPV molecular diagnostic
assay from Qiagen as the first FDA-approved
assay. Qiagen merged with Digene Corp. in 2007. 

HPV is the most common sexually transmitted
disease (STD) in the United States. The Centers for
Disease Control and Prevention estimates that more
than 6 million Americans become infected with
genital HPV each year and that more than half of all
sexually active women and men become infected at
some time.1

For many women, HPV usually goes away on its
own without causing health problems. However,
some HPV types can cause cell abnormalities on

the lining of the cervix that later might become
malignant. While there are more than 50 types of
HPV that can infect the genital area, types 16 and
18 cause about 70% of all cervical cancers.

It is important to understand the appropriate use
of this new technology, says Susan Wysocki, RNC,
NP, president and CEO of the Washington, DC-
based National Association of Nurse Practitioners
in Women’s Health. “In anticipation that HPV typ-
ing would be approved, the American Society for
Colposcopy and Cervical Pathology [ASCCP] pre-
pared guidelines for the use of these tests,” explains
Wysocki. The guidelines were released following
announcement of the approval and can be found at
www.ASCCP.org, she says. (Editor’s note: To access
the guidelines, go to the ASCCP web site and select
“Consensus Guidelines,” then “Clinical Update: HPV
Genotyping.” Providers also can access an algorithm
highlighting use of HPV genotyping to managing 
HPV HR-positive/cytology negative women ages 30 and
older. It also is available under “Consensus Guidelines”; 
click on “2009 Algorithm: Use of HPV Genotyping to
Manage HPV HR * Positive/Cytology Negative Women
30 Years and Older.)

According to Hologic, the Cervista HPV HR
test has been approved for two uses: 

• To screen patients with atypical squamous
cells of undetermined significance (ASC-US) cer-
vical cytology results to determine the need for
referral to colposcopy.

• For adjunctive use with cervical cytology to
screen women ages 30 and older to assess the
presence or absence of high-risk HPV types.

The Cervista HPV 16/18 test also has been
approved for two uses:

• For women 30 years and older, the test may
be used adjunctively with the Cervista HPV HR
test with cervical cytology to assess the presence
or absence of specific high-risk HPV types.

• For adjunctive use with the Cervista HPV
HR test in patients with ASC-US cervical cytol-
ogy results to assess the presence or absence of
specific high-risk HPV types. The results of this
test are not intended to prevent women from pro-
ceeding to colposcopy, the company notes.

As HPV DNA testing becomes more widespread,
there are situations in which high-risk HPV DNA
testing and genotyping are NOT recommended,
according to the ASCCP guidance. These situations
include:

• adolescents (defined as women ages 20 years
and below), regardless of their cytology results;
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The Food and Drug Administration has approved 
two new tests for human papillomavirus (HPV): the
Cervista HPV 16/18 test, which detects the DNA
sequences for HPV types 16 and 18 in cervical cells,
and the Cervista HPV HR test, which detects essen-
tially all of the high-risk HPV types in cervical cell
samples. The two tests are designed to use the same
cervical sample collected with the ThinPrep Pap Test. 
• In women ages 30 and older or women with bor-

derline cytology, the Cervista HPV 16/18 test can
be used with cytology and the Cervista HPV HR
test to assess risk of cervical disease. 

• The American Society for Colposcopy and Cervical
Pathology has prepared guidelines for the use of
the tests and posted them on its web site, www.
ASCCP.org.
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“An excess of influenza-associated deaths among
pregnant women were reported during the pandemics of
1918-1919 and 1957-1958,” notes the CDC guidance.
“Adverse pregnancy outcomes have been reported fol-
lowing previous influenza pandemics, with increased
rates of spontaneous abortion and preterm birth reported,
especially among women with pneumonia.”

Pregnancy increases the risk for influenza complica-
tions for the mother and might increase the risk for
adverse perinatal outcomes or delivery complications,
based on case reports and epidemiologic studies con-
ducted during interpandemic periods, the agency
notes.

What should clinicians look for when it comes to
swine influenza infection? Look for typical acute respi-
ratory illness symptoms, such as cough, sore throat,
rhinorrhea, as well as fever or feverishness. Many
pregnant women will go on to have a typical course of
uncomplicated influenza, says the CDC guidance.
However, for some pregnant women, the illness might
progress rapidly and might be complicated by sec-
ondary bacterial infections, including pneumonia. Fetal
distress associated with severe maternal illness can
occur in such instances.

The CDC advises that pregnant women who have sus-
pected swine influenza A (H1N1) virus infection should be
tested. Specimens from women who have unsubtypeable
influenza A virus infections should 
be sent to the state public health laboratory for additional
testing to identify the virus. [Editor’s note: Get the interim
guidance on specimen collection by visiting the “Health

Professionals” web page listed earlier. Select “Interim
Guidance on Specimen Collection and Processing for
Patients with Suspected Swine Influenza A (H1N1) Virus
Infection.”] 

Clinicians who care for pregnant women who meet
current case definitions for confirmed, probable, or sus-
pected swine influenza A (H1N1) infection should look at
the antiviral medications zanamivir and oseltamivir, the
CDC advises. The strain is sensitive to the two neu-
raminidase inhibitor antiviral medications, but it is resis-
tant to the adamantane antiviral medications amantadine
and rimantadine, it states. Those pregnant women who
meet the current case definitions should receive empiric
antiviral treatment, the agency guidance states.

“Pregnant women who are close contacts with per-
sons with suspected, probable, or confirmed cases of
swine influenza A (H1N1) should receive antiviral
chemoprophylaxis,” the guidance states. “These rec-
ommendations for treatment and chemoprophylaxis
are the same ones used for others who are at higher
risk of complications from influenza.” 

Antiviral treatment with zanamivir or oseltamivir should
be initiated as soon as possible after the onset of symp-
toms. Benefits should be expected to be greatest if
started within 48 hours of onset, study findings suggest.
Recommended duration of treatment is five days, while
chemoprophylaxis duration is 10 days. The oseltamivir
and zanamivir treatment and chemoprophylaxis regimens
recommended for pregnant women are the same as
those listed for adults who have seasonal influenza, the
guidance notes. Recommendations for use of antivirals
for pregnant women might change as additional data
become available.

Pregnancy should not be considered a contraindica-
tion to oseltamivir or zanamivir use, the CDC advises.
Pregnant women might be at higher risk for severe
complications from swine influenza. The benefits of
treatment or chemoprophylaxis with those drugs are
likely outweighing the theoretical risks of antiviral use,
it notes.

Oseltamivir, with its systemic activity, is preferred for
treatment of pregnant women, the CDC guidance
states. The drug of choice for prophylaxis is less clear,
the guidance reports.

“Zanamivir may be preferable because of its limited
systemic absorption; however, respiratory complications
and medication delivery system challenges that may be
associated with zanamivir because of its inhaled route 
of administration need to be considered, especially in
women at risk for respiratory problems,” the guidance
states.
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1. Centers for Disease Control and Prevention. Interim
Guidance — Pregnant Women and Swine Influenza:
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Swine flu
(Continued from cover)

The Centers for Disease Control and Prevention
(CDC) has released interim guidance for care of
pregnant women with suspected or confirmed infec-
tion with the swine influenza A (H1N1) virus in con-
junction with its epidemiologic tracking of cases
identified in April 2009 in the United States and
Mexico.
• Symptoms of viral infection include acute respira-

tory illness symptoms, such as cough, sore
throat, rhinorrhea, as well as fever or feverish-
ness. Use CDC-issued guidance for specimen
collection when testing for infection.

• The influenza strain is sensitive to the two neu-
raminidase inhibitor antiviral medications zanamivir
and oseltamivir, but it is resistant to the adaman-
tane antiviral medications amantadine and rimanta-
dine. Recommendations for use of antivirals for
pregnant women might change as additional data
become available.
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• routine screening in women before age 30;
• women considering vaccination against HPV;
• routine STD screening;
• as part of a sexual assault work-up;
• women with atypical squamous cells of

undetermined significance (ASC-US);
• as the initial screening test for women ages

30 and older.
• women 21 years and older with ASC-H

[atypical squamous cells — cannot exclude high-
grade squamous intraepithelial lesion (HSIL)],
low-grade squamous intraepithelial lesion (LSIL),
or HSIL cytology]. The ASCCP notes that “reflex”
HPV testing is acceptable in postmenopausal
women with LSIL.2

The ASCCP notes situations exist in which its
2006 consensus guidelines recommend limits on the
frequency of HPV DNA testing to avoid overtesting
and unnecessary treatment. When clinicians are
managing women with ASC-US, the ASCCP

recommends that HPV DNA testing not be per-
formed at intervals of less than 12 months. In addi-
tion, women ages 30 and older who are negative by
cytology and high-risk HPV DNA testing should
not be rescreened — using cervical cytology or HPV
DNA testing — before three years.

Providers may see more HPV tests: Roche
Diagnostics also has a molecular HPV test under
review at the FDA. Other companies evaluating
HPV molecular diagnostics include Abbott
Diagnostics, Gen-Probe, Arbor Vita Corp., and
Sensigen.
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Advocates seek support 
for ‘real’ sex education
By Adam Sonfield 
Senior Public Policy Associate
Guttmacher Institute
Washington, DC

During his 2008 campaign and in the budget
framework that President Obama sent to

Congress late in February, he signaled his sup-
port for a U-turn in federal policy to prevent
pregnancy and sexually transmitted infections
(STIs) among American youth. He criticized the
ideological, abstinence-only-until-marriage
approach that was strongly promoted by the
Bush administration and congressional social
conservatives and spoke of the need for a medi-
cally accurate and more comprehensive model of
sex education.

The federal government has directed well 
over $1 billion since 1996 to abstinence-only educa-
tion programs, funding that escalated rapidly at
President Bush’s behest.1 The vast majority of that
money is tied to a highly restrictive, eight-point

definition established that year by Congress.
Programs receiving this funding must exclude any
positive discussion of contraception or safer-sex
practices and must teach questionable “facts,”
including that nonmarital sex is “likely to have
harmful psychological and physical effects.”

Numerous studies over the past decade have
called into question the effectiveness and appro-
priateness of this approach, with two especially
noteworthy studies released in 2007. First, a con-
gressionally mandated evaluation of the federal
abstinence-only effort by Mathematica Policy
Research found, after nine years and almost $8
million, that none of the four programs considered
to be promising had had a demonstrable impact
on the sexual behavior of participants.2 Later that
year, the National Campaign to Prevent Teen and
Unplanned Pregnancy released a comprehensive
review of sex education evaluation research con-
cluding that “there does not exist any strong evi-
dence that any abstinence program delays the
initiation of sex, hastens the return to abstinence,
or reduces the number of sexual partners.”3

Abstinence-only programs also have been
roundly criticized for ignoring basic principles of
science and medical ethics. Two recent reviews by
the Government Accountability Office, for exam-
ple, found that many of the curricula used by
grant recipients included false claims about con-
doms, other contraceptive methods, abortion,
and STIs.4-6 Numerous medical professional asso-
ciations, moreover, have challenged these pro-
grams as inherently problematic, because the



federal requirements under which they operate
are themselves scientifically inaccurate and
require programs to withhold information that is
necessary to protect young people’s health.

Federal and state policy-makers have started to
respond to these studies and criticisms. In April
2008, the House Committee on Oversight and
Government Reform held the first-ever congres-
sional hearing on the effectiveness of abstinence-
only education, with public health experts from
groups including the American Public Health
Association, the Academy of Pediatrics, and the
Institute of Medicine all testifying about the dearth
of positive evidence. When Congress belatedly
completed appropriations for the current fiscal
year in March, it accomplished another first by
cutting support for abstinence-only education by
$14 million. The total federal abstinence-only allot-
ment now stands at $162 million for the year. In
addition, 23 states and the District of Columbia are
no longer accepting the abstinence-only funds
allotted to them; nearly 14 million adolescents,
46% of those nationwide, live in these states.1

With a new president who has been a vocal sup-
porter of a more comprehensive and scientifically
driven approach to sex education and with a
stronger progressive contingent in Congress, advo-
cates expect more changes in the coming months
and years. The general goal is to stop funding the
ineffective abstinence-only approach and to begin
supporting more comprehensive sex education pro-
grams that are medically accurate, age appropriate,
and proven to be effective. There are numerous
such models: According to the 2007 report from the
National Campaign, “two-thirds of the 48 compre-
hensive programs that supported both abstinence
and the use of condoms and contraceptives for sex-
ually active teens had positive behavioral effects,”
including less or later sexual activity, fewer sexual
partners, or increased condom or contraceptive
use.3

Most of the decisions around sex education and
education more generally are made at the state and
local levels, including state legislatures, state boards
of education, municipal health departments, and
individual school boards. Thus, advocates are
working on multiple fronts to overturn abstinence-

only requirements and instate a more comprehen-
sive approach. Yet, leadership from the federal gov-
ernment is critical.

The principal model for federal action is the
Responsible Education About Life (REAL) Act,
introduced in 2009 by Rep. Barbara Lee (D-CA) and
Sen. Frank Lautenberg (D-NJ). REAL would autho-
rize $50 million in grants to states annually for sex
education that follows a very different eight-point
set of requirements from the one that governs absti-
nence-only programs. (For more on the REAL Act,
see article, below.)
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What are the REAL Act 
program requirements?

To be funded under the Responsible Education
About Life (REAL) Act, a sex education pro-

gram must be one that:
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■ Oral contraceptives:
Does use affect muscle
gain?

■ Screening young
women screened 
for chlamydia 

■ Does transdermal
delivery affect hormone
therapy benefit? 

■ Get in gear with new
HIV prevention effort 

■ IUD side effects:
Research indicates
most regress over time

COMING IN FUTURE MONTHS



• is age-appropriate and medically accurate;
• stresses the value of abstinence while not

ignoring those young people who have had or are
having sexual intercourse;

• provides information about the health benefits
and side effects of all contraceptive and barrier
methods used as a means to prevent pregnancy
and to reduce the risk of contracting sexually
transmitted disease, including HIV/AIDS;

• encourages family communication between
parent and child about sexuality;

• teaches young people the skills to make
responsible decisions about sexuality, including
how to avoid unwanted verbal, physical, and sex-
ual advances, and how to avoid making verbal,
physical, and sexual advances that are not
wanted by the other party;

• develops healthy relationships, including the
prevention of dating and sexual violence;

• teaches young people how alcohol and drug
use can affect responsible decision making; 

• does not teach or promote religion.  ■

Plan B OTC access 
extended to 17-year-olds

The Food and Drug Administration (FDA) is
complying with a federal judge’s instruction

and is directing the manufacturers of the dedicated
emergency contraceptive pill Plan B to make the
drug available to 17-year-olds without prescription 

According to a April 2009 statement issued by
the federal agency, it has notified the drug’s man-
ufacturer, Duramed Research, that it may market
the drug without a prescription to women 17
years of age and older upon submission and
approval of an appropriate application. 

The U.S. District Court for the Eastern District
of New York ordered the FDA in March 2009 to
make Plan B available over the counter (OTC) to
women ages 17 and older. The ruling was spurred
by a lawsuit filed in 2005 by the Center for
Reproductive Rights on behalf of the Association
of Reproductive Health Professionals and several
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CNE/CME Instructions 

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

education 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. The
semester ends with this issue. After complet-
ing this activity, you must complete the evalua-
tion form provided and return it in the reply
envelope provided in that issue to receive a cer-
tificate 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 technology
or other reproductive services. 

• describe how those issues affect services and patient
care.

• integrate practical solutions to problems and informa-
tion into daily practices, according to advice from nation-
ally recognized family planning experts. 

21. Insertion of a Copper T380A intrauterine device can
provide continuous contraceptive protection for:

A. as long as three years.
B. as long as five years.
C. as long as seven years.
D. as long as 12 years.

22. Which of the following is NOT a symptom of toxic
shock syndrome?

A. Bleeding 
B. Chills
C. Vomiting
D. Sunburn-like rash

23. Which two types of human papillomavirus cause
about 70% of all cervical cancers?

A. Types 51 and 52 
B. Types 45 and 39
C. Types 35 and 33
D. Types 16 and 18

24. Findings from two parallel clinical trials in Rakai,
Uganda, indicate that heterosexual men who undergo
medical circumcision can significantly reduce their
risk of acquiring:

A. herpes simplex virus type 2 and gonorrhea.
B. herpes simplex virus type 2 and human

papillomavirus.
C. herpes simplex virus type 2 and syphilis.
D. human papillomavirus and gonorrhea.

Answers: 21. D; 22. A; 23. D; 24. B.



other women’s health organizations. 
Plan B has been distributed since 2006 under a

dual-label status that allowed it to be sold “behind
the counter,” but without a prescription, to women
18 years of age and older, with prescription-only
availability for females 17 and younger. ■

CTU to focus on economic
issues in upcoming edition 

How is your facility coping with the current
economic downturn? Look to the July issue

of Contraceptive Technology Update for special
focus articles that will report on such up-to-the-
moment items as these:
• Federal authorities make technical correction to

the Deficit Reduction Act of 2005. Will it lower
your contraceptive costs?

• Robust family planning clinics can help hold
the line when it comes to Medicaid.

• Underinsurance affects teens’ access to repro-
ductive health care.
Look for these articles in your next issue of

Contraceptive Technology Update.  ■
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Findings from two parallel clinical trials in Rakai,
Uganda, indicate that heterosexual men who

undergo medical circumcision can significantly
reduce their risk of acquiring two common sexually
transmitted diseases (STDs): herpes simplex virus
type 2 (HSV-2) and human papillomavirus (HPV).1

The newly published research follows earlier
investigations that found that circumcision
decreases a man’s risk of acquiring HIV infection
through heterosexual intercourse by more than
half.2-4 (Contraceptive Technology Update reported
on the results in “Adult male circumcision
reduces risk for HIV,” March 2007, p. 31, and
“New recommendations out on HIV & circumci-
sion,” June 2007, p. 67.) 

“Medically supervised adult male circumci-
sion is a scientifically proven method for reduc-
ing a man’s risk of acquiring HIV infection
through heterosexual intercourse,” says Anthony
Fauci, MD, director of the National Institute of
Allergy and Infectious Disease (NIAID), a funder
for the investigation. “This new research pro-
vides compelling evidence that circumcision can
provide some protection against genital herpes
and human papillomavirus infections as well.”

Data could impact counseling

The data could be a major factor for how health
providers counsel patients and parents on circum-
cision, say Matthew Golden, MD, MPH, and
Judith Wasserheit, MD, MPH, in a companion
commentary.5 Circumcision rates have been declin-
ing in the United States and are lowest among
black and Hispanic patients, two groups with the
highest rates of HIV, herpes, and cervical cancer,6

they observe.
“We already knew that circumcision can

decrease men’s HIV risk by 60%,” says Golden,

Research update: Male circumcision reduces 
risk of genital herpes and HPV infection
Data indicate circumcision had no effect on risk of syphilis
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Findings from two parallel clinical trials in Uganda
indicate that heterosexual men who undergo med-
ical circumcision can significantly reduce their risk
of acquiring herpes simplex virus type 2 (HSV-2)
and human papillomavirus (HPV).
• The new research follows earlier investigations

which found that circumcision decreases a
man’s risk of acquiring HIV infection through
heterosexual intercourse by more than half.

• International public health officials have launched
the Clearinghouse on Male Circumcision for HIV
Prevention at www.malecircumcision.org. The web
site helps providers track the latest information.
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director of the STD Control Program for Public
Health — Seattle & King County. “Now we
know that male circumcision reduces men’s risk
of herpes by 25% and of human papillomavirus
by a third.”

With the new data in hand, providers who
care for pregnant women and infants have a
responsibility to let mothers and fathers know
that circumcision could help protect their sons
from HIV, HPV, and HSV, all of which cannot
currently be cured, notes Wasserheit, vice chair
of the University of Washington Department of
Global Health.

Review the research

To perform the current study, scientists at the
Rakai Health Sciences Program in Uganda col-
laborated with researchers at the Johns Hopkins
University Bloomberg School of Public Health 
in Baltimore; Makerere University in Kampala,
Uganda; and NIAID’s Division of Intramural
Research. 

The scientists used results from two trials, one
funded by NIAID and the other by the Bill &
Melinda Gates Foundation, which together
enrolled 3,393 uncircumcised men between ages
15 and 49 who initially tested negative for HIV
and HSV-2. The men were assigned at random to
one of two study groups: an intervention group
of 1,684 men who received immediate circumci-
sion performed by trained medical professionals
in an outpatient setting, and a control group of
1,709 men who were circumcised after a 24-
month delay. Volunteers were evaluated at six, 12
and 24 months for HSV-2 and syphilis infection;
additionally, a subgroup of 697 volunteers (352
men from the intervention group and 345 from
the control group) was evaluated for HPV infec-
tion at enrollment and at 24 months. 

In an analysis of the effect of circumcision 
on HSV-2 acquisition across both studies, the
researchers found the cumulative probability of
HSV-2 infection was lower among those men
who received immediate circumcision (7.8%)
than among those in the control group who were
circumcised at 24 months (10.3%). Overall, the
scientists found that medically supervised cir-
cumcision reduced the men’s risk of HSV-2 infec-
tion by 28%. 

The combined results from both trials demon-
strated a 35% reduction in HPV prevalence

among men in the intervention group. In evalu-
ating a subgroup of volunteers at 24 months,
high-risk HPV strains associated with certain
cancers were detected in 42 of 233 men in the
intervention group and in 80 of 287 men in the
control group. 

Researchers note that circumcision did not
affect the incidence of syphilis. At 24 months,
syphilis was detected in 50 men in the interven-
tion group and 45 members of the control group.
The biological reasons why circumcision may
reduce the risk of HSV-2 and HPV infection, but
not syphilis, are not entirely known. HSV-2 and
HPV can proliferate in epithelial cells found 
in the surface skin of the penis; the foreskin
might facilitate virus entry into those cells, the
researchers note. When circumcision is per-
formed, it might reduce the risk of epithelial
infection, they surmise.1

The new findings, in conjunction with those of
previous trials, indicate that circumcision should
now be accepted as an efficacious intervention
for reducing heterosexually acquired infections
with HSV-2, HPV, and HIV in adolescent boys
and men, the researchers note. “However, it must
be emphasized that protection was only partial,
and it is critical to promote the practice of safe
sex,” the researchers advise.1

Scientists next plan to analyze additional data
collected in the Rakai trials to assess the impact
of male circumcision on transmission of HPV to
female sexual partners.

More work to follow

More evidence of circumcision’s positive
effects continues to emerge from the research
field. Findings from two studies presented at the
104th Annual Scientific Meeting of the American
Urological Association (AUA) suggest that adult
circumcision reduces the risk of contracting the
human immunodeficiency virus and the risk of
coital injury without reducing pleasure or caus-
ing sexual dysfunction.7,8

“These are important reports which support
the concepts that circumcision does not interfere
with sexual function and that circumcision is an
important element of HIV prevention in sub-
Saharan Africa,” says Ira Sharlip, MD, an AUA
spokesman. “At the same time, it should be
emphasized that circumcision must be combined
with other techniques of HIV prevention, such as

2 Supplement to CONTRACEPTIVE TECHNOLOGY UPDATE ® / June 2009



safe sex and voluntary testing; it is not sufficient
to rely on circumcision alone to prevent HIV
transmission.”

To keep up with the latest information on male
circumcision, providers should visit the Clearing-
house on Male Circumcision for HIV Prevention
web site, www.malecircumcision.org. The web site
was launched in February 2009 through a joint
effort by the World Health Organization, Joint
United Nations Programme on HIV/AIDS, AIDS
Vaccine Advocacy Coalition, and Family Health
International.

The site includes features such as a browsable
database of scientific abstracts and full-text arti-
cles; an inventory of research activities on male
circumcision; tools and guidelines for provider
training and program scale-up; and evidence-
based protocols and guidelines. It will be contin-
ually updated with emerging information on
country progress in expanding access to safe
male circumcision services, including lessons
learned in implementation, say program officials.
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Boost efforts to close 
STD prevention gaps

Sexually transmitted diseases (STDs) remain a
major U.S. public health challenge. About 19

million new infections occur each year, with
almost half of them among young people ages 15
to 24.1 What are you doing to close the gaps when
it comes to STD prevention in this age group?

The Centers for Disease Control and Prevention
(CDC) is committed to working to reduce the bur-
den of STDs among young people, says John
Douglas Jr., MD, director of the Division of
Sexually Transmitted Disease Prevention in the
CDC’s National Center for HIV/AIDS, Viral
Hepatitis, STD, and Tuberculosis Prevention. STDs
such as chlamydia and gonorrhea (the two most
commonly reported infectious diseases in the
United States) are easily detectable and treated;
however, untreated, these STDs can lead to severe
health consequences in women, including pelvic
inflammatory disease, ectopic pregnancy, chronic
pelvic pain, and infertility, notes Douglas.

“Because the majority of chlamydia and gonor-
rhea infections have no symptoms, they often go
undiagnosed,” Douglas states. “To stem the poten-
tial health threats of these diseases, screening —
especially among young women — is critical.” 

April 2009, National STD Awareness Month,
served as a kickoff to help remind health care
providers to intensify efforts to reach those at risk
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About 19 million new sexually transmitted diseases
(STDs) occur each year, with almost half of them
among ages 15-24.
• To help spread the prevention message to those

under 25, public health advocates have launched
the “Get Yourself Tested” web site, www.gyt09.
org. Users find an STD testing site by entering
their zip code.

• The Partnership for Prevention has joined with the
Centers for Disease Control and Prevention in
launching the National Chlamydia Coalition web
site, www.prevent.org/NCC. It features a down-
loadable version of Why Screen for Chlamydia?,
which is designed to help providers make chlamy-
dia screening a routine part of medical care.
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with effective behavioral interventions and screen-
ing and treatment service. To help spread the pre-
vention message to those under age 25, direct
patients to www.gyt09.org, the web site for “Get
Yourself Tested” (GYT). The site serves as an STD
information resource for young people by offering
tips on how to discuss STD testing with partners,
parents, and health care providers. Included on the
GYT09 web site is a widget that allows users to
find an STD testing site near them by entering
their zip code. The widget interfaces with CDC’s
National HIV and STD Testing Resource data base,
www.findSTDtest.org. CDC provided technical
assistance to MTV and the Kaiser Family
Foundation, who are working with Planned
Parenthood Federation of America (PPFA) and
other national partners to inform young people
about STDs and promote testing and treatment.

“Most people would be shocked to hear that by
age 25, one in two sexually active young people
will have an STD. This is not just a statistic but
the reality of what Planned Parenthood health
centers see every day,” says Cecile Richards,
PPFA president. “The GYT campaign is an excel-
lent opportunity for people to learn what Planned
Parenthood knows: that affordable testing and
treatment, and education, are the tools teens and
young people need to stay healthy and safe.”

Check chlamydia resource

The Partnership for Prevention, a membership
organization of businesses, nonprofit organizations,
and government agencies aimed at advancing poli-
cies and practices to prevent disease and improve
the health of all Americans, has joined with the
CDC in launching the National Chlamydia
Coalition web site, www.prevent.org/NCC.

At the site, providers can download a free
version of a new 12-page guide, Why Screen for
Chlamydia? The guide, designed to help health
care providers make screening a routine part of
medical care, synthesizes up-to-date screening
information into a quick read. (Contraceptive
Technology Update reported on the advent of the
publication in its article, “Chlamydia rates up —
Put screening into practice,” April 2009, p. 39.) 

It is worth the effort to increase chlamydia
screening; if 90% of eligible young females were
screened for the STD, 30,000 cases of pelvic
inflammatory disease would be prevented each
year.2 The new guide offers the following tips for

boosting screening rates:
• Normalize screenings. During visits, inform

patients in a matter-of-fact manner that routine
screenings are recommended in the same way as
are immunizations, Pap tests, or other routine
procedures.

• Place a chlamydia swab next to Pap test 
or pregnancy detection materials as a visual
reminder to perform chlamydia screenings.
This approach works. A large commercial health
plan instituted a policy of screening all eligible
females for chlamydia at the time of Pap tests;
overall, chlamydia screening rates increased
from 63% to 81%.3

• Use urine-based screening. These tests
make screening for chlamydia less invasive.
Offices should have a systematic process for col-
lecting urine, such as at the beginning of the
visit, when height, weight, and blood pressure
are taken, the guidance advises.

CDC posts resources on web site

The CDC has launched a STD Awareness web
site at www.cdcnpin.org/stdawareness to help
raise awareness about STD prevention. It offers
such resources as fact sheets, STD brochures, and
clinical tools for providers, such as a guide to
taking a sexual health history. 

STD prevention efforts are cost-effective, 
yet often underused, says Kevin Fenton, MD,
PhD, director of the CDC’s National Center for
HIV/AIDS, Viral Hepatitis, STD, and Tuberculosis
Prevention. “The economic impact of STDs is sub-
stantial, with an estimated cost of $15.9 billion
annually to the U.S. health care system,” says
Fenton. “As a nation, we must increase focus on
reducing the economic and health impact of
STDs.”
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As this article goes to print in the first week of May, we are ending

the second full week of the 2009 H1N1 swine flu outbreak. It appears the

World Health Organization (WHO) may raise its Pandemic Alert level

to Phase 6, indicating a full-scale pandemic with sustained human-to-

human infection. Despite this, there are signs that this outbreak will turn

out to be relatively mild and may even fade altogether. 

Why, then, the high level of concern from both WHO and the Centers

for Disease Control and Prevention (CDC)? What is the significance of

this outbreak? Are there any further actions we as individual clinicians

should take? These questions and others will be examined in this article.

Background
A frequent question from the audience in flu pandemic presentations

is “How much time will we have to prepare once a pandemic starts?”

The 2009 swine flu outbreak provides an excellent example to illustrate

just how little time we will have. This is of critical importance in plan-

ning for a pandemic at the national, state, and local level. 

To understand the events of the past two weeks, it is helpful first to

understand how flu activity is monitored at the state and national level. 

More than 1,000 clinicians from around the United States voluntarily

collect data on patients in their practice setting who present with influen-

za-like illness (ILI) and relay that information to the CDC on a weekly

basis. ILI is defined by the CDC as temperature of ≥ 100° F PLUS either

cough or sore throat in the absence of an alternative diagnosis such as

pharyngitis due to group A streptococcus.1 The CDC has found that ILI

correlates well with influenza activity and is an excellent way to monitor

the progress of a typical flu season. These “sentinel providers” also are

asked to send occasional throat or nasopharyngeal swabs to the CDC for

influenza culture so that the circulating strains can be monitored.

A graph of ILI found on the CDC web site shows that the season

was winding down by week 14, the week ending April 11, 2009.2 The

number of people seen in clinics and emergency departments with ILI

was actually below the baseline of approximately 2%, indicating that the

rate of ILI was no higher than the background rate for the year.

As of week 14, CDC reported that the majority of the isolates tested

during the influenza season that started October 1, 2008, were influenza

A/ H1N1. About one-third of the isolates tested were influenza B, and

there was a small number of A/H3N2 isolates.1 Subtypes H1N1 and

H3N2 have accounted for all the human influenza A strains that have

circulated in the world since 1977.3 Overall flu activity that week was

down substantially on the national level, and only 15 states were still

reporting regional or widespread activity.

Swine Flu Appears, then Events Unfold Rapidly
On April 22, 2009, CDC announced that it had detected two unusual

cases of influenza in children in California.4 The isolates were type A

influenza, subtype H1N1, but they were clearly distinct from the

A/H1N1 human influenza virus that had circulated earlier in the winter.

They appeared to be of swine origin. The earliest of the two cases was a

child with onset of symptoms on March 28, and both patients had

already recovered at the time of the report. 

That report was met with interest by some in the infectious diseases

world but hardly raised an eyebrow elsewhere. In general, influenza

viruses do not cross the species barrier, although isolated cases of swine

or avian flu have been reported in humans before and are not necessarily

cause for alarm.5,6 The largest recent outbreak was caused by avian

influenza type A, subtype H5N1, also known as “bird flu.” This virus

was first reported in 1997 in Hong Kong and has since infected more

than 300 people, with a mortality rate over 60%.7

A/H5N1 is still circulating in the Eastern Hemisphere but has not yet

been found in the Western Hemisphere. It has shown limited person-to-

person spread. It has caused public health authorities throughout the

world to advise their nations to prepare for a new pandemic, possibly

coming from a mutated strain of A/H5N1 or from a currently unknown

source. The last influenza pandemic to strike the world was Hong Kong

flu in 1968, a type A, subtype H3N2 that caused the deaths of 1 million

to 2 million people worldwide. At least 50 million people worldwide

perished from the 1918 “Spanish Flu.”

Everything changed on Thursday, April 23, when CDC reported

human cases of swine influenza A/H1N1 in seven patients in California

and Texas, with evidence of human-to-human spread. Anne Schuchat,

Interim Deputy Director for Science at the CDC, indicated in a news

conference that day that the virus has components from swine, human,

and possibly avian sources. According to Dr. Schuchat, “That particular

genetic combination of swine influenza virus segments has not been rec-

ognized before in the U.S. or elsewhere.”8 This news was particularly

relevant because of the fact that swine can serve as intermediate hosts

for both avian and human viruses. This allows for genetic reassortment

and the production of novel viruses with human and avian components

that can theoretically produce pandemic influenza.5

Suddenly there was cause for concern, and the CDC decided to send

a team of seven epidemiologists to California to aid in the investigation.

Part of the reason for the increased urgency was that three ingredients

are required for a new flu pandemic: the emergence of a novel virus; a

population with no existing immunity against the subtype; and rapid

transmission from person to person. It appeared that the first two criteria

had already been met. It was not yet clear if the third criterion had been. 

After April 23, events unfolded with breathtaking speed best illus-

trated with a timeline. (See Table.)9,10 

Discussion

As of May 5, it is still unclear if we are heading for a full-scale

influenza pandemic with the impact of the pandemics we encountered in

1918, 1957, or 1968. The very high death rate initially reported from

Mexico has been revised downward with each passing day. At this point

the mortality rate in Mexico is about 4%, but the mortality rate in the

United States and the rest of the world combined is not appreciably dif-

ferent from the mortality rate from routine seasonal flu. It is possible that
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Mexico has undercounted the number of infected persons, driving the

mortality numbers artificially high. More data are urgently needed to

better understand the widely divergent mortality figures between

Mexico and the rest of the world. 

While the spread of the disease around the world has been quite

rapid, the total number of infected patients has been relatively modest

in the 4–6 weeks since the first case was identified. Even in Mexico,

approximately two thirds of the patients who had ILI and were in a

known endemic region tested negative for swine flu. It is not clear yet

how easily the virus is spread, or how many additional cases result

from each infected individual. If that number is small, as it was with

the SARS virus, then this outbreak may fade. 

We will probably know by the middle of May how severe this out-

break will be. Until we have more information, we should maintain

our vigilance and continue to make preparations for a possible pan-

demic. It is also important to be aware that an aborted outbreak now

may reappear next flu season as a more widespread pandemic.

(On May 1, the Medical College of Georgia Department of Emer-

gency Medicine and the MCG Center for Operational Medicine

broadcast a one-hour lecture on pandemic flu and H1N1. A videotape

of that lecture can be viewed by going to www.mcg.edu/about/h1n1

and clicking on “Pandemic Influenza: What We Should Know” in the

corner box.)
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Friday April 24: Mexico’s Minister of Health confirms seven cases of swine flu in Mexico. There are 854 cases of pneumonia reported from Mexico City,
with 59 deaths; further investigations are in progress. Data provided by the Mexican government to the WHO indicate an upturn in ILI cases in Mexico
starting March 18. CDC confirms that the Mexican strains match those found in the U.S. The CDC begins to refer people to its web site for information
on preparation for a pandemic. There are now 18 confirmed cases of H1N1 in the United States. 

Saturday April 25: CDC sends a team to Mexico.
Sunday, April 26: There are now 20 cases confirmed in five U.S. states. A cluster of students is identified in New York; most have traveled recently to

Mexico. The Department of Health and Human Services declares a public health emergency in the United States. Homeland Security Secretary Janet
Napolitano announces the release of 25% of the 50 million treatment courses of Oseltamivir (Tamiflu) in the Strategic National Stockpile.

Monday April 27: There are 40 confirmed cases in five U.S. states. The median age of infected patients is 16 years, with a range of 7 to 54 years. All have
recovered uneventfully. The new strain is susceptible to Oseltamivir and Zanamivir (Relenza). It is resistant to the older adamantane class of antiviral
medications (Amantadine, Rimantidine). CDC reports that there is no cross-reacting antibody from the seasonal vaccine H1N1 against the H1N1
swine virus. This means that the new virus is so completely different from the human H1N1 subtype that there is no protection to be offered against the
new strain by the influenza vaccine that was in use this season. CDC now confirms 26 cases in Mexico and advises that “non-essential” travel to Mexi-
co should be avoided but does not recommend that the border to Mexico be closed. 

Tuesday April 28: Sixty-four cases are confirmed in five U.S. states. WHO reports seven countries with confirmed swine flu H1N1 infection in humans:
New Zealand, Canada, United Kingdom, Israel, and Spain. The WHO raises the worldwide pandemic alert level from Phase 3 on its 6-point scale,
where it has been since the emergence of H5N1 avian flu, to Phase 4. This indicates confirmed person-to-person spread. The CDC directs clinicians
to its Web site for guidance on detection and treatment of swine flu. President Obama requests $1.5 billion in emergency supplemental funding for
swine flu.

Wednesday, April 29: There are now 91 confirmed cases in 10 U.S. states. CDC issues guidance on antiviral recommendations for patients with con-
firmed, probable, or suspected H1N1. Definitions of those terms in persons with acute febrile respiratory illness are as follows:11

• Confirmed: by RT-PCR or culture (available only at CDC but soon to be available in all state laboratories).
• Probable: positive for flu A, negative for human H1 and H3. Further testing at CDC required.
• Suspected: contact with confirmed patient within seven days of symptom onset or travel within seven days to an area with known swine flu activity or

in a community with confirmed H1N1.
There is no recommendation to treat patients with ILI who are not in those categories. CDC and the Food and Drug Administration (FDA) issued rec-
ommendations in favor of using Oseltamivir in children younger than 1 year of age, a group for which the drug has not yet been approved.12 The WHO
raises its Pandemic Alert Level to Phase 5, indicating significant person-to-person transmission.

Thursday April 30: 109 cases are confirmed in 12 U.S. states. One death is reported in Texas, a 23-month-old child from Mexico City who had crossed
into Texas shortly before her death. WHO reports 257 confirmed cases in 11 countries other than the United States and Mexico, with no deaths. 

Sunday May 3: CDC completes the deployment of 25% of the supplies in the Strategic National Stockpile to all states in the continental United States. 
Monday May 4: There are now 286 confirmed cases in 36 U.S. states with one confirmed death. WHO reports that 21 countries have a total of 1,085 con-

firmed cases of swine flu, with 25 deaths in Mexico (590 laboratory confirmed cases) and no deaths outside the United States and Mexico (209 labora-
tory confirmed cases).13

Table. H1N1 Timeline
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