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What are HPV Vaccines?

HPV vaccines protect against certain cancers caused by
human papillomavirus (HPV) infection. HPV infection can
cause cervical, vaginal, and vulvar cancers in women and
penile cancer in men. HPV can also cause anal cancer, throat
(oropharyngeal) cancer, and genital warts in both men and
women. There are currently three HPV vaccines available for
use in the United States. This fact sheet summarizes what

we know about the safety of Gardasil, one of the available
HPV vaccines.

How Do | Know HPV Vaccine is Safe?

Aswith all approved vaccines, CDC and the Food and Drug
Administration (FDA) closely monitor the safety of HPV
vaccine to identify adverse events and side effects. Pre-
licensure clinical trials and data collected after the vaccine was
made available show that it is very safe.

Adverse event: a health problem that happens after vaccination
that may or may not be caused by a vaccine.

Side effect: a health problem that has been shown to be linked to
a vaccine by scientific studies.

What Are the Side Effects?

HPV vaccine is very safe, and it is effective at protecting against
some HPV types that cause cancer. Vaccines, like any medicine,
can have side effects. Many people who get HPV vaccine have
no side effects at all. Some people report having very mild side
effects, like a sore arm from the shot. The most common side
effects are usually mild.

Common Side Effects of HPV Vaccines

* Pain, redness, or swelling ¢ Headache or feeling tired

in the arm where the shot e Nausea
Wwas given ® Muscle or joint pain
e Fever

Understanding HPV Vaccine Safety Studies
and Monitoring

It is important to understand the following when reading about
HPV vaccine safety studies:

Anyone can report side effects and adverse events.

CDC and FDA maintain a vaccine safety monitoring system
called the Vaccine Adverse Event Reporting System (VAERS).
VAERS accepts reports from anyone, including doctors, patients,
and parents. While VAERS provides useful information on
vaccine safety, the data have limitations. It is generally not
possible to use VAERS to determine whether a vaccine caused
an adverse event.

HPV vaccine has many of the same, mild side effects as other
vaccines.

Common, mild side effects reported during HPV vaccine safety
studies include pain in the arm where the shot was given, fever,
dizziness and nausea. These are similar to side effects seen with
other vaccines.

Some preteens and teens might faint after getting the HPV
vaccine or any shot. People should sit or lie down for about 15
minutes after getting a shot. This can help prevent fainting.

CDC has carefully studied the risks of HPV vaccination.
HPV vaccination is recommended because the benefits, such
as prevention of cancer, far outweigh the risks of possible
side effects.

Benefits Potential Risks

Cervical, vaginal, and vulvar
cancer in women

Pain, redness, or swelling
~~~~~ in the arm where the
shot was given

Anal cancer in men and
women

Likely oropharyngeal cancer
in women and men
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http://www.cdc.gov/vaccinesafety/Activities/vaers.html

What Do the Studies Say?

Scientists at CDC and FDA continuously monitor the safety of

HPV vaccine. While monitoring activities help identify possible

side effects and adverse events, they do not prove the side effects

were caused by Gardasil.

® Monitoring by CDC and FDA in 2009 revealed most side

effects reported after receiving HPV vaccine were non-serious,
including: fainting; dizziness; nausea; headache; and pain,
swelling, or redness in the arm where the shot was given.

Formal studies have also looked at whether or not specific adverse
events can be linked to Gardasil:
® A2011 study found women and girls who received Gardasil
were no more at risk of allergic reactions, anaphylaxis (severe
allergic reaction), Guillain-Barré Syndrome (GBS), stroke,
blood clots, appendicitis, or seizures than those who were
unvaccinated or who received other vaccines.

® A 2012 study that looked at when adverse events occur found
Gardasil may be associated with skin infections where the
shot is given during the two weeks after vaccination and
fainting on the day the shot is received.

® A 2013 study that included almost 1 million girls found
Gardasil was not associated with blood clots or adverse events
related to the autoimmune and brain systems.

® A 2014 study that included over 1 million women found
Gardasil was not associated with venous thromboembolism,
also called VTE or blood clots.

Several studies have shown that there is no relationship between
Gardasil and autoimmune disorders:
® A2012 study and a 2014 study both found women and
girls who received the Gardasil shot were not more likely
to develop autoimmune disorders than those who were
unvaccinated.

® A 2015 study found women and girls who received Gardasil
were not more likely than those who were unvaccinated to
develop multiple sclerosis (MS) or other similar diseases.

Gardasil is not recommended during pregnancy. However, some
women may receive the Gardasil shot before realizing they are
pregnant. There have been several studies that found pregnant
women who received Gardasil did not experience any problems:
® A 2015 study found no safety concerns for pregnant women
who received Gardasil, or for their babies.
® The Gardasil Pregnancy Registry, maintained by the
manufacturer, received many reports of pregnant women
who were vaccinated, and found no evidence that the vaccine
affects fertility, pregnancy, or the health of the baby.
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