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The HPV Vaccine: Access and Use in the U.S.

The FDA has approved two vaccines that protect young people
against infection by certain strains of the human papillomavirus
(HPV), the most common sexually transmitted infection (STI) in the
United States.! The vaccines were originally recommended just for
use in girls and young women, but recently the recommendations
have been broadened to include vaccinations for boys and young
men. This factsheet discusses HPV and related cancers, use of the HPV
vaccines for both females and males, and insurance coverage and
access to the vaccines.

HPV and Cancer

There are more than 100 strains of HPV, and while most cases of HPV
infection usually resolve on their own, there are more than 40 strains
that can cause cancer. Overall, HPV is related to almost 100% of
cervical cancer cases.? Cervical cancer is the main concern with HPV,
but the disease is also known to cause oral, anal, vulvar, vaginal and
penile cancers, as well as genital warts.'

« HPV infection in the U.S. is widespread; there are more than
6 million new infections annually, and it is estimated that 50% of
sexually active men and women will get HPV at some point in their
lives.3 The highest rates are seen among women ages 20-24, with a
prevalence rate of 45%.*

o In the U.S,, it is estimated that over 12,000 new cases and
4,290 deaths from cervical cancer will occur in 2011.5 In 2008, over
529,000 new cases of cervical cancer and 275,000 deaths attributed
to cervical cancer occurred worldwide, with 86% of the cases in
developing countries.®

« Cervical cancer is usually treatable, especially when detected early;
regular screening with Pap tests is critical for early detection. Draft
guidelines by the U.S. Preventive Services Task Force recommend
that women ages 21 to 65 receive a Pap test once every three years.’

« Despite widespread availability of Pap testing, disparities in cervical
cancer incidence, screening, and mortality rates by race and
insurance status persist. African-American women have the highest
mortality rates of the disease (Figure 1).>8

Figure 1
Incidence and Mortality Rates of Cervical
Cancer in U.S., 2007
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Sources: CDC, US Cancer Statistics: An Interactive Atlas.

» However, African American women also have the highest rates of
recent pap testing to screen for the disease (80%, compared to 75% of
White women and 65% of Asian women).? Limited access to treatment
and early detection, as well as cost, lack of physician referral, and
cultural barriers may account for some of these disparities.”

» Men are at a much lower risk than women for developing an HPV
related cancer and suffer from less than 25% of reported cases."

HPV Vaccines

Currently, there are two HPV vaccines available in the U.S., varying
slightly in protection, cost, and target population.

« Gardasil®, produced by Merck, prevents infection of four strains of
HPV—6, 11, 16, and 18—and was approved by the FDA in 2006 for
females and in 2009 for males.?

» GlaxoSmithKline’s vaccine, Cervarix®, was approved by the FDA in
2009 and protects against HPV strains 16 and 18. Unlike Gardasil,
Cervarix can only be administered to females and does not protect
against genital warts.''

 HPV strains 16 and 18 are associated with 70% of cervical cancer
cases, while strains 6 and 11 are associated with 90% of genital
warts cases.' Both vaccines have been shown to protect against
vulvar and vaginal cancers, and Gardasil also protects against
HPV-associated anogenital diseases.'*'>16

« The primary benefits of vaccinating men include protection against
genital warts, anal cancer, and preventing transmission of HPV to
sexual partners.'®

« Both vaccines are currently administered in 3 doses over 6 months,
but research is under way as to whether 2 doses may be sufficient
to provide protection."”

« Current research suggests the vaccine protection is long-lasting:
6 years of follow-up data indicate the vaccines are still effective
and there is no evidence of waning protection, although it is still
unknown if women will need a booster.®

o In the U.S., Gardasil has been approved by the FDA for use in males
and females ages 9-26 and Cervarix has been approved for females
ages 10-25.3

Immunization Recommendations

« The federal Advisory Committee on Immunization Practices (ACIP)
recommended use of the HPV vaccine for females in 2006, and
added the recommendation for males in 2011.

» ACIP recommends that all girls and boys get vaccinated at age 11
or 12, and that girls and women ages 13-26 and boys and men
ages 13-21 be given a“catch-up” vaccination.” The vaccine is
recommended for “permissive use”in men ages 22-26."

» These recommendations are designed to promote vaccination
before the initiation of sexual activity and exposure to HPV, when
the vaccine is most effective.’® Those already infected with HPV can
benefit from the vaccine because it can prevent infection against
HPV strains they may not have contracted, but the vaccine does not
treat existing HPV infections.'®



Vaccine Financing

The 3 doses of the HPV vaccine cost $130 per injection ($390 for
entire series).”®

Private Insurance

» The majority of people in the target age group for the HPV vaccine
have private insurance. As a result of the federal Affordable Care
Act (ACA), all new private insurance plans must cover HPV vaccines
as well as Pap tests for the recommended populations without
consumer cost-sharing because they are recommended by ACIP2

Public Financing

« Vaccines for Children (VFC) Program - This federally-financed
program pays for vaccines recommended by ACIP for children
ages 18 and under who are either Medicaid-eligible, uninsured,
American Indian or Alaska Native, or underinsured.?’ AiImost half
(41%) of all children’s vaccines are paid for by the VFC program.?

» Immunization Grant Program (Section 317) — Through this federal
program, the CDC awards federal grants to state, local, and
territorial public health agencies to aid with vaccine costs. Funds
can help extend coverage to children who do not qualify for VFC
program.?

» Medicaid - The VFC pays for vaccinations for all children through
age 18 with Medicaid. Women and men ages 19 and 20 also
are eligible for Medicaid coverage of all ACIP-recommended
vaccines as a Medicaid Early and Periodic Screening Diagnosis and
Treatment program (EPSDT) service.? For adults 21 and older on
Medicaid, vaccine coverage is an optional benefit and is decided
on a state-by-state basis. As of 2009, at least 28 states reported
covering the vaccine for adults.®

o State Children’s Health Insurance Program (SCHIP) - States with
SCHIP programs that are separate from their Medicaid programs
must cover ACIP-recommended vaccines for beneficiaries. However,
they must use state funds because children enrolled in these
programs are not eligible for coverage under the federal VFC.2¢

« There is currently no source of public funding for vaccines for
uninsured adults age 21 and older. For uninsured, low-income
adults, Merck and GlaxoSmithKline have established assistance
programs to provide free vaccines.”'

Figure 2
Estimated HPV Vaccination Coverage Among

Adolescent Females in the U.S., 2010
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Outreach and Utilization
Awareness of the vaccine has grown, but take-up has been limited.

« In 2008, 87% of women 18 to 64 reported they had heard of
the HPV vaccine, primarily through the mass media.?” Although
35 million doses have been distributed, only 32% of adolescent
girls aged 13-17 received all 3 doses of the vaccine in 2010, and
there are disparities by race/ethnicity and income (Figure 2).8

« Since 2006, 41 states, including D.C., have introduced legislation
that would require, fund or educate the public about HPV and
the vaccine, and 20 states have enacted legislation. Only D.C. and
Virginia require the vaccine for girls to enter the sixth grade.?? Both
states allow parents to opt out of the requirement due to medical,
moral, or religious opposition.™

HPV vaccines are unique in their ability to prevent cancer. In
developing nations, where cervical cancer is a leading cause of cancer
death among women, the vaccine has an enormous potential to
save thousands of lives. However, access to the vaccine is limited
mostly to affluent populations in developed countries.* The recent
addition of males to the vaccine’s intended population will increase
the reach of the vaccine in protecting both women and men against
cancer. Despite these advances, there are still a number of financing,
public acceptance, and delivery system challenges that must be met
to ensure widespread uptake of this important preventive health
achievement.

! CDC. (2011). Genital HPV infection- Fact sheet.

2 Chaturvedi, AK. (2010). Beyond cervical cancer: Burden of other HPV-related cancers
among men and women. Journal of Allied Health 46(4): S20-526.

3 CDC. (2011). Fact sheet: HPV vaccine- Gardasil- What you need to know.

“# Dunne, EF, Unger, ER,, Sternberg, M., et al. (2007). Prevalence of HPV infection among
females in the U.S. JAMA 297(8): 813-819.

> American Cancer Society. (2011) What are the key statistics about cervical cancer?

6 WHO/ICO Information Centre on HPV and Cervical Cancer. (2010). Human
Papillomavirus and related cancers: Summary report update.

7 USPSTF. (2011). Screening for cervical cancer.

8 CDC. (2010). Cervical cancer rates by race and ethnicity.

9 National Center for Health Statistics. (2011). Health, United States, 2010.

10 Office of Minority Health. (2009). Eliminate disparities in cancer screening &
management.

" Kim, J. J. (2011). Focus on research: Weighing the benefits and costs of HPV vaccination
of young men. NEJM 364(5): 393-395.

12, CDC. (2011). Fact sheet: HPV vaccine- Cervarix- What you need to know.

3 Monie, A. et al. (2008). Cervarix: A vaccine for the prevention of HPV 16, 18-associated
cervical cancer. Biologics 2(1): 107-113.

% CDC. (2011). HPV vaccine information for young women- Fact sheet.

'5 JouraE, et al. (2007). Efficacy of a Quadrivalent Prophylactic Human Papillomavirus
(types 6, 11, 16, and 18) L1 virus-like-particle vaccine against high-grade vulval and
vaginal lesions: A combined analysis of three randomized clinical trials, The Lancet.

16 Garland, S., et al. (2007). Quadrivalent vaccine against Human Papillomavirus to
prevent anogenital diseases. NEJM 356(19): 1928-1943.

7 Wheeler, C.M. (2011). Less is more: A step in the right direction for Human
Papillomavirus. Journal of the National Cancer Institute doi: 10.1093/jnci/djr354.

'8 CDC. (2011). HPV vaccine information for clinicians-Fact sheet.

9 ¢DpC. (2011). ACIP recommends all 11-12 year-old males get vaccinated against HPV.

20 KFF. (2011). Preventive services covered by private health plans under the ACA.

21 National Cancer Institute. (2011). Fact sheet: Human Papillomavirus vaccines.

2 Hinman, A., Orenstein, W., & Rodewald, L. (2004). Financing immunizations in the U.S.
Clinical Infectious Diseases.

2 CDC. (2007). Immunization Grant Program (Section 317).

24 CMS. (2011). Medicaid Early & Period Screening & Diagnostic Treatment Benefit.

25 KFF. (2009). State Medicaid coverage of family planning services: Summary of state survey
finding.

2 Association of Maternal and Child Health Programs. (2007). The HPV vaccine:
background, coverage, & benefits.

27 KFF. (2008). Kaiser Women’s health survey.

28 CDC. (2010). National, state, and local area vaccination coverage among adolescents
aged 13-17 years-U.S.

29 National Conference of State Legislatures. (2011). HPV vaccine: state legislation and
statues.

This publication (#7602-03) is available on the Kaiser Family Foundation’s website at www.kff.org.

The Henry J. Kaiser Family Foundation: 2400 Sand Hill Road, Menlo Park, CA 94025 (650) 854-9400 Facsimile: (650) 854-4800
Washington, D.C. Office: 1330 G Street, N.W., Washington, D.C. 20005 (202) 347-5270 Facsimile: (202) 347-5274 www.kff.org

The Kaiser Family Foundation, a leader in health policy analysis, health journalism and communication, is dedicated to filling the need for trusted, independent information
on the major health issues facing our nation and its people. The Foundation is a non-profit private operating foundation, based in Menlo Park, California.


http://www.cancer.org/Cancer/CervicalCancer/DetailedGuide/cervical-cancer-key-statistics
http://www.uspreventiveservicestaskforce.org/draftrec4.htm
http://www.cdc.gov/std/HPV/STDFact-HPV-vaccine-hcp.htm
http://www.cdc.gov/media/releases/2011/a1025_ACIP_HPV_Vote.html
http://www.cancer.gov/cancertopics/factsheet/Prevention/HPV-vaccine#r18
https://www.cms.gov/MedicaidEarlyPeriodicScrn/01_Overview.asp#TopOfPage
http://www.kff.org/womenshealth/upload/8015.pdf
http://www.kff.org/womenshealth/upload/8015.pdf

