IL-2 Risks  List

RISKS and/or DISCOMFORTS

The IL-2 used in this study may have side effects, some of which are listed below. Please note that these lists may not include all the possible side effects that could be seen with IL-2.  These lists include the more serious or common side effects with a known or possible relationship.  If you have questions concerning additional side effects, please ask the medical staff at your site.
Potential Risks with IL-2

The most common side effects include:

· Flu-like symptoms such as fever, chills, feeling tired

· Nausea

· Rash

· Redness or hard lumps in the areas where IL-2 is injected; the lumps may take weeks to months to resolve.

· Other side effects include:

· Vomiting, loose or watery stools, stomach pain, loss of appetite

· Joint or muscle aches, sweats

· Abnormal liver tests, which may mean liver damage

· Skin peeling or itching

· Sores in the mouth

· Flushing

· Abnormal function of the thyroid gland 

· High blood sugar 

· Anxiety, sleeping problems, change in mood, headache, dizziness

· Abnormal kidney function 

· Swelling, which is caused by leakage of fluid from the blood vessels into the surrounding tissues

· Low blood pressure and fast heartbeat 

· Decreases in the amount of certain elements in the blood (calcium, magnesium, phosphate, sodium) 

· A decrease in the number of red blood cells, which may cause weakness, dizziness, and fatigue

· A decrease in the number of platelets, which help the blood to clot

· Shortness of breath, cough, wheezing and nasal/sinus stuffiness

· Inflammation of the gallbladder
The following side effects have occurred infrequently:

· Severe allergic reactions, with breathing/swallowing difficulties and hives 

· Serious heart problems, which may include angina (chest pain), abnormal heart rhythm, heart attacks or decreased pumping ability 

· Development or worsening of certain auto-immune/inflammatory diseases 

· Serious neurological or psychiatric side effects (for example, delerium,  mania, depression, attempted suicide, loss of consciousness, convulsions, memory loss, swelling of the brain, or nerve disorders, such as disease of the nerve supplying the eye) 

· Damage to an area of the brain or to other organs, caused by low blood supply

· Kidney failure (which may be fatal)

· Worsening of viral hepatitis and liver failure

· Blood clot formation in a vein or artery.

· Pancreatitis.

· Development or worsening of Kaposi’s sarcoma 

· Significant bacterial infections

· Death
There is a risk of serious and/or life threatening side effects when other medications are taken with the study drugs. It is possible that IL-2 may increase the risk of side effects of certain drugs.

Il-2 may lead to a temporary increase in the amount of HIV in your blood.

Sometimes, when people who have received IL-2 are given a certain type of dye for X-ray examinations, a reaction may occur that includes symptoms such as fever, chills, nausea, vomiting, itchiness rash, diarrhea, low blood pressure, swelling, and low urine output.

IL-2 has not been studied adequately in pregnant women. Animal studies do not suggest that IL-2 causes birth defects, but it is not known whether or not this is true in humans.
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