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		Abstract

		Is there a constitutional protected right to potentially investigational lifesaving medications? In Abigal Alliance for Better Access to Developmental Drugs and Washington Legal Foundation v. von Eshenbach, 469 F.3d 129 (D.C. Cir. Nov. 21, 2006; Rehearing en banc 495 F.3d 695 (D.C. Cir. August 7, 2007), U.S. No.07-444, cert. denied Jan. 14, 2008 the Court of Appeals held that terminally ill patients do not have a constitutional right to attain investigational drugs prior to FDA approval. Despite such legislation, a patient who is ineligible to obtain an experimental therapy through a clinical trial can apply to FDA for â€œcompassionate useâ€�. That is, even if the eligibility criteria in a study protocol is not appropriate for a specific patient treatment, it may be possible as a special exception. Expanded access, also referred to as â€œcompassionate use,â€� is the use outside of a clinical trial of an investigational medical product. The FDA approval rate for compassionate use therapy is 99 percent. Treating a patient as a special exception entails modifying the informed consent form, sending the request to FDA, and acquiring permission from the Institutional Review Board (IRB). The FDA published a final version on June 2, 2016, entitled â€œIndividual Patient Expanded Access Applications - Form FDA 3926â€�, along with patient and physician information sheets and related guidances for expanded access for experimental drugs. The revised procedure, which also specifically applies to biologics, streamlines the application process for physicians.  

Finally, as indicated, there is no simple definitive solution; yet, perhaps the state â€œright-to-tryâ€� initiatives may serve a substantive purpose by providing a way for patients to assert their needs, to further their self-determination for health care, and to work toward a streamlined federal approach in this area.  

Author Note: To date (November 1, 2017) Pennsylvania along with other 37 states have enacted such legislation. 
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