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
Immune Reconstitution Syndrome:   In some people with advanced HIV infection, signs and symptoms of inflammation from other infections may occur soon after anti-HIV treatment is started.   

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:

· Increase in fat around the waist and stomach area 

· Increase in fat on the back of the neck 

· Thinning of the face, legs and arms 

· Breast enlargement

Nucleotide Analogue

Lactic acidosis (elevated lactic acid levels in the blood) and severe hepatomegaly (enlarged liver) with steatosis (fatty liver) that may result in liver failure, other complications or 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, cramps, muscle pain, weakness, dizziness and shortness of breath. 

Tenofovir Disoproxil Fumarate (Tenofovir DF, TDF, VIREAD®)
Gilead Sciences

The following side effects have been associated with the use of tenofovir:

· Upset stomach, vomiting, gas, loose or watery stools  
· Generalized weakness
· Dizziness 
· Depression

· Headache

· Abdominal pain 

· Worsening  or new kidney damage or failure

· Inflammation or swelling and possible damage to the pancreas and liver
· Shortness of breath 

· Rash 
· Allergic reaction: symptoms may include fever, rash, upset stomach, vomiting, loose or watery stools, abdominal pain, achiness, shortness of breath, a general feeling of illness or a potentially serious swelling of the face, lips, and/or tongue
· Bone pain and bone changes such as thinning and softening which may increase the risk of  breakage 
· Muscle pain and muscle weakness
NOTE: If you are infected with both Hepatitis B and HIV, you should be aware that                           your liver function tests may increase, and symptoms associated with hepatitis (an acute inflammation of the liver) may worsen if tenofovir is stopped.  

    Page 1 of 2                                                               Revised 6/2010                                 Based on package insert dated 3/2010                                                                                                                                                    
PAGE  
   Page 2 of 2                                                             Revised 6/2010                            Based on package insert dated 3/2010


