Risk Lists 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 the additional study drug side effects, please ask the medical staff at your site.

Risks of Antibacterials

Some medications used to treat TB may be associated with diarrhea (loose or watery bowels), including bloody diarrhea, which may be serious.

Isoniazid (INH)

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

Serious and sometimes life threatening liver damage may develop even after many months of treatment. Older age, already having some liver disease, drinking alcohol regularly and using injection drugs are all associated with an increased risk of developing liver damage. Woman, particularly black and Hispanic woman, or if they are pregnant or recently gave birth to a baby, may also be at increased risk of life threatening liver damage. If you develop any of the following symptoms, you should call your doctor right away: 
· Unexplained loss of appetite

· Nausea and or vomiting

· Pale colored stools

· Yellowing of the eyes or skin

· Pain in the upper abdomen

· Dark urine

Additional side effects may include:

·  Tingling and numbness in the hands and feet

· Memory loss, confusion, trouble sleeping, changes in behavior or mood

· Unsteadiness or dizziness

· Seizures
· Low blood counts

· Rash and itching

· High blood sugar
· Joint pain
· Lower vitamin B6 levels( A  vitamin that helps with many functions in your body) 
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