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Gardasil:

What Every Parent Should Know about
the New HPV Vaccine

BY MOIRA GAUL, M.P.H.

Q: Whatis HPV?

A: HPV, or human papillomavirus, is a virus
that can cause abnormal tissue growth in and
on the human body. Over 30 HPV types are
sexually transmitted. Some forms of HPV
are more dangerous than others. While some
types can lead to warts, others can cause can-
cer in certain body tissues.!

Q: Howis HPV infection associated with cervi-
cal cancer?

A: Sexually transmitted HPV is the leading
cause of cervical cancer, shown to be present
in virtually all cases. High-risk HPV types
16 and 18 cause 70 percent of cervical cancer
cases.’

How many people have genital HPV?
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According to the Centers for Disease Control
and Prevention (CDC), about 20 mil-
lion Americans are currently infected with
genital HPV, and approximately 6.2 mil-
lion Americans become infected every year.
Virtually all of those infected with genital
HPYV have been sexually active; an estimated
half, or 10 million, are adolescents and young
people aged 15 to 24 years.* Younger women
(under 25) are more vulnerable to infection,
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and the more sexual partners a person has,
the more likely he or she is to be infected
with genital HPV.®

Q: What is the best way to protect against geni-

A:

tal HPV infection?

According to the CDC, limiting sexual activ-
ity to the context of a “monogamous relation-
ship” with an uninfected individual is the sur-
est way of preventing future HPV infection.®
Therefore, practicing sexual abstinence until
marriage and fidelity within marriage are the
best ways to avoid genital HPV infection.

However, in some cases HPV infection may
result from involuntary sexual activity, such
as abuse or assault, and/or if a woman marries
someone who is carrying HPV. Therefore it
is possible that even someone practicing ab-
stinence and fidelity could benefit from vac-
cines designed to prevent HPV infection.

Q: What does Gardasil, an HPV vaccine, pre-

A:

vent? How much does it cost?

Gardasil has been shown to virtually prevent
infection with two HPV strains, numbers 16
and 18, which cause 70 percent of cervical
cancer cases and two HPV strains, 6 and 11,
which cause 90 percent of genital warts.”

The vaccine is administered through a series
of three injections over a six-month period
at intervals of 0, 2, and 6 months. Compared
to other vaccines, Gardasil is very expensive.
The cost of each injection begins at $120, or
$360 for the series of three shots, but total
costs for administration may be much higher.
Some private insurers and various public in-
surance programs, such as the Vaccines for
Children Program and State Medicaid pro-
grams, will help to cover vaccine costs for eli-
gible families.®

What else should I know about vaccination
with Gardasil?

Gardasil does not protect against other
strains of HPV responsible for 30 percent
of cervical cancers. For this reason, Gardasil
will not eliminate the need for regular Pap
test screening.’ The vaccine does not protect
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against any other sexually transmitted dis-
eases, including Human Immunodeficiency

Virus, or HIV, which causes AIDS.
Is Gardasil safe for my child?

Gardasil has been tested in clinical trials on
over 11,000 girls and women aged 16 to 26
years. In addition, studies have been con-
ducted in girls and women aged nine to 26
years to test for vaccine safety and to measure
immune response. Studies to date have not
shown the vaccine to cause significant serious
adverse events in non-pregnant women when
compared to a placebo.’®" (Gardasil is not
recommended for pregnant women, and fur-
ther studies must be conducted to accurately
assess vaccine safety for pregnant moms and
unborn babies).!?

Side effects that have occurred are related to
problems which take place when the vaccine
is administered. These include fever, nausea,
dizziness, and pain, as well as swelling, itch-
ing, and redness at the injection site."

To date, Gardasil has been shown in clini-
cal trials to be nearly 100 percent effective
at protecting against infection with the four
HPV types (6, 11, 16, and 18) for a period
of five years. It is not yet known how long
vaccine-induced immunity or protection will
last. With time it will be easier to determine
if booster shots will be necessary.'*

What are some reasons why parents might
choose to have their child/daughter vaccinat-
ed with Gardasil, or another HPV vaccine, if
they are taught to practice abstinence-until-
marriage?

Genital HPV infections are currently very
prevalent in sexually active men, women, and

adolescents as indicated above. Studies ex-
amining immune system response to the vac-
cine have shown higher levels of immunity
produced during adolescence than at older
ages. Gardasil can only produce a protective
immune response in a person who has not
already been infected with the four genital
HPV strains covered by the vaccine.

If choosing to have their child vaccinated,
parents should request that providers pres-
ent a clear, accurate, and unwavering mes-
sage to their adolescent about the multitude
of health benefits of abstaining from sexual
behavior. Parents can also request that pro-

viders conduct an individualized risk assess-
ment for a child, discuss possible risks of side
effects from the vaccine with any pre-existing
conditions, and help to facilitate discussion
about the many health risks and consequenc-
es associated with adolescent sexual activity.

In this sense, vaccination during adolescence
could provide a unique opportunity to rein-
force a risk avoidance or abstinence message
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as the best form of prevention against HPV
infection, as well as the many other negative
outcomes associated with adolescent sexual
activity.

Parents who conclude that their daughter is
at low risk for contracting HPV may decide
to allow her to make the decision herself at
age 18 or older.

Should boys be vaccinated with Gardasil?

While previous studies have included testing
young boys’ immune response to Gardasil,
clinical trials studying the effects in boys and
men are not yet completed. Consequently
the vaccine has not been licensed for use
in boys and men by the Food and Drug

Administration.

Vaccinating boys and men could directly
provide benefit as it should protect against
infection with HPV types 6 and 11 which
are responsible for causing over 90 percent of
genital warts. It should also indirectly benefit
women as men are carriers for HPV types 16
and 18, as well as types 6 and 11.

Q: What do medical experts recommend re-

garding vaccination and state-mandated
vaccination as a condition for school atten-
dance?

The Centers for Disease Control and
Prevention’s expert body on immunization,
the Advisory Committee on Immunization
Practices (ACIP), has recommended routine
vaccination of 11- and 12-year-old girls. This
recommendation is based upon the medical
fact that vaccination must precede infection
with HPV strains 6, 11, 16, and 18, in order
to confer immunity, and upon national statis-
tics that a large number of American youth
become sexually active by age 15. Engaging
in sexual activity places adolescents at high
risk for acquiring HPV infection.

A large part of the medical community has
either directly opposed or urged caution to-
wards mandatory vaccination for a number of
reasons. Current clinical trial data only exists
for five years of results, meaning that longer-
term immunity from the vaccine has not been
demonstrated yet. The vaccine doesn’t fulfill
general criteria for compulsory vaccination
as a condition for school attendance, in that



the virus is 7oz spread through casual contact
that places children in the school setting at
higher risk for “catching” the virus. Finally,
the high cost of the vaccine may make it un-
affordable for families who do not qualify for
coverage through public or private insurance

programs.

Q: Does FRC support mandatory HPV vacci-

A:

nation?

No. We feel that a mandate infringes on the
right of parents to make decisions regarding
their children’s medical care. Since genital
HPV is not spread by casual contact, there
is insufficient public health justification to
require vaccination for school attendance. A
mandate may also lead parents to believe that
the vaccine is the only available way to reduce
the risk of cervical cancer and HPV infec-
tion, which is untrue.

Q: Is an opt-out policy enough to protect pa-

A:

rental rights?

No, an opt-out policy would likely mis-
lead parents to believe immunization with
Gardasil is necessary to protect their child’s
health while in the school setting. Parents
could feel pressured into going with the ma-
jority and not opting out. In this sense, the
opt-out policy would be coercive and violate
the right of parents to be the pivotal decision
maker regarding their children’s health.

Where can I go to obtain further medical in-
formation and advice about vaccination with

Gardasil or HPV vaccines?

The following organizations are recom-

mended for resources concerning HPV and
HPV vaccines:

* Family Research Council, www.frc.org

 American College of Pediatricians,
www.acpeds.org

* Focus on the Family, www.family.org

* Medical Institute for Sexual Health,
www. medinstitute.org.
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