
Risk Lists for Informed Consent

General Disclaimer

The vaccine used in this study may have side effects, some of which are listed below.  Please note that these lists do not include all the side effects seen with these drugs.  These lists include the more serious or common side effects with a known or possible relationship.  If you have questions concerning the additional study drug side effects, please ask the medical staff at your site.

Human Papillomavirus Quadrivalent Types 6, 11, 16 and 18 Vaccine, Recombinant (Gardasil)

Merck & Co., Inc.

The following serious side effects have been associated with the use of gardasil:
· Hypersensitivity (allergic) reactions, such as rash, fever, flu-like feeling, blisters, facial swelling, or even problems breathing.  These reactions, in severe form, may be life threatening.

· Guillain-Barré Syndrome (a form of paralysis)

In addition to the serious side effects listed above, additional side effects include:

· Soreness, tenderness, itching, redness, bruising, or swelling at the injection site

· Headache
· Fever
· Nausea and vomiting
· Dizziness

· Fainting may occur after receiving the injection, which may result in falling with injury. Shaking, stiffening and other seizure-like activity have also been reported. 
· Tiredness
· Chills
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