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treatment, the therapy can be given safely outside the clinical trial setting, no other alternative 
therapy is available, and the drug developer agrees to provide access to the drug. The FDA 
refers to such a program as an expanded access program (EAP). EAPs can be used in a 
wide range of therapeutic areas including HIV/AIDS and other infectious diseases, cancer, 
rare diseases, and cardiovascular diseases. There are several types of EAPs allowed in the 
United States. Treatment protocols and treatment INDs provide large numbers of patient’s 
access to investigational drugs. A single-patient IND is a request from a physician to the FDA 
that an individual patient be allowed access to an investigational drug on an emergency or 
compassionate use basis. 
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