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HPV Vaccines

Two vaccines against human papillomavirus (HPV),

a sexually transmitted virus that causes cervical

cancer, were approved in 2006 and 2007 after more
than ten years of intensive commercial research and
development. More than half of sexually active people
will contract an HPV infection at some point in their
lives, although only a relatively small percentage of
women will develop cervical cancer.” However, this
translates to an estimated 530,000 women worldwide
developing cervical cancer every year and 275,000 dying
from the disease.’ The vast majority of these women—
around 85 percent—live in developing countries, where
life-saving services to screen for and treat precancerous
lesions are unavailable (e.g., using Pap smears or other
screening technologies, followed by treatment).

Both vaccines—Gardasil®, the quadrivalent vaccine,
and Cervarix®, the bivalent vaccine—prevent infection
and precancerous lesions caused by HPV types 16

and 18. Gardasil® also prevents infection with types

6 and 11, which cause genital warts and respiratory
papillomatosis. HPV types 16 and 18 account for
approximately 70 percent of cervical cancer cases
worldwide. Recently, some regulatory agencies approved
language stating that both vaccines also offer some
degree of cross-protection against a few non-vaccine
cancer-causing types. Both vaccines are given in a
series of three 0.5 mL intramuscular injections over
six months—Gardasil® is administered on a 0-, 2-,

and 6-month schedule, and Cervarix® on a 0-, 1-, and
6-month schedule.

Efficacy, target groups for vaccination,
and duration of protection

In large, international clinical trials in young adult
females, both vaccines were shown to be at least

92 percent efficacious in preventing HPV infections
and precancerous lesions caused by vaccine types,
when administered prior to HPV infection.**¢ Young
adolescent girls aged 10 to 14 years are the primary
target group for HPV vaccination. While efficacy against
infection and lesions was not demonstrated in young
adolescents (because most were not yet exposed to
infection), bridging studies have shown that antibody
levels after vaccination are as high or higher in the
young adolescent group as in young adult females.”®
Some countries are also targeting a secondary group

for “catch-up,” often women aged 14 to 18 years. There
is evidence that duration of protection is at least seven
years (the length of follow-up studies published to
date), and longer-term efficacy is still being evaluated.’
The potential benefit of vaccinating boys is still under
investigation, but studies to date suggest that it is not
currently cost effective. For more information, see the
World Health Organization (WHO) position paper on
HPYV vaccines, available at: www.who.int/wer/2009/
wer8415.pdf.

Global use

HPYV vaccines are available through the private sector
in more than 100 countries, and the vaccines have
been introduced into routine immunization programs
in approximately 30 countries. While they are not yet
widely available in the developing world, a handful of
low- and middle-income countries have introduced
HPV vaccines into their immunization programs,

at least in limited areas, and sometimes with the

help of vaccine donations.'® Research is underway to
assess the feasibility, acceptability, and cost of HPV
vaccination programs in low-resource settings. For
more information, visit www.path.org/projects/cervical
cancer_vaccine.php.

Manufacturers

Gardasil® is manufactured by Merck & Co., Inc.
(www.merck.com). Cervarix® is manufactured by
GlaxoSmithKline (www.gsk.com).

Registration status

As of January 2011, Gardasil® was licensed in 121
countries and Cervarix® in 118. However, licensed
vaccines may not yet be marketed in a given country.

WHO prequalification

In 2009, WHO regulatory authorities prequalified both
HPV vaccines for procurement by United Nations
agencies such as the United Nations Children’s Fund
(UNICEF) and the Pan American Health Organization
(PAHO) Revolving Fund for Vaccine Procurement.
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Public-sector price agreements

The Global Alliance for Vaccines and Immunization
(GAVI)—an immunization coalition of the world’s
top global health agencies, governments, and private
partners—offers subsidized vaccines to more than

70 countries in the developing world. In late 2008,
GAVI prioritized support for HPV vaccines as part of
its new vaccine investment strategy, which identified
the vaccines that would have the biggest impact on
the disease burden in developing countries. WHO
prequalification clears the way for GAVTI to purchase
the HPV vaccine in the future, and many low-income

countries await GAVI subsidization, but this depends on

GAVI raising additional donor funding.
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For more information on the Caucus on New and Underused RH Technologies, please visit our web page at
http://www.rhsupplies.org/working-groups/caucus-on-newunderused-rh-technologies.html.
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