High-Risk Template Statement for Adult Consent Form

Effective February 20, 2002, the high risk statement is no longer required in the Informed Consent Document.  However, if appropriate, the following statement can be added if subjects are at high risk for complications or side effects because of their underlying condition or disease (e.g. AIDS patients, cancer patients, etc.) are to be included in the research.

Patients asked to be in this study have a bad disease.  Because of your illness or the treatment you may normally receive for your illness, you may have problems or side effects that may be very bad or even cause death.  This may occur even if you are not taking part in this study.  We do not know if taking part in this study will make you better, worse, or unchanged. 
High-Risk Statement for Child’s Assent Form

(Age 7-12)

Patients asked to be in this study are sick.  We don’t know if being in this study will make you better, worse, or unchanged. 
High-Risk Statement for Parental/Guardian Consent:

Patients asked to be in in this study have a bad disease.  Because of your child’s illness or the treatment your child may receive for this illness, your child may have problems or side effects that may be very bad or even cause death.  This may happen even if your child is not in this study.  We don’t know if being in this study will make your child better, worse, or unchanged. 
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