Risks List for Informed Consent
General Disclaimer

The drugs 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 additional study drug side effects please ask the medical staff at your site.

Use of Combination Antiretroviral Drugs

The use of potent antiretroviral drug combinations may be associated with an abnormal
placement of body fat and wasting. Some of the body changes include:

e Increase in fat around the waist and stomach area

e Increase in fat on the back of the neck

e Thinning of the face, legs and arms

e Breast enlargement

Nucleoside Analogue

Lactic acidosis and severe hepatomegaly (enlarged liver) with steatosis (fatty liver) that may
result in liver failure, other complications and death have been reported with the use of
antiretroviral nucleoside analogues alone or in combination. The liver complications and death
have been seen more often in women on these drug regimens. Some nonspecific symptoms that
might indicate lactic acidosis include: unexplained weight loss, stomach discomfort, nausea,
vomiting, fatigue, weakness, and shortness of breath.

Emtricitabine, FTC/Tenofovir Disoproxil Fumarate, TDF (TRUVADA™)
Gilead Sciences

No new or unexpected side effects are observed with the FTC 200 mg/TDF 300 mg combination
tablet than those observed when each drug is given separately.
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