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INTERIM GUIDANCE ON PROTECTING THE RIGHTS AND WELFARE OF HUMAN SUBJECTS IN RESEARCH INVOLVING “USUAL CARE”

Clinical and health services research involving “usual care” is common in the Department of Veterans Affairs (VA).  Subjects in such research receive the same “usual” interventions for their conditions as patients at their VA facility who are not involved in research.  
VA regulations and the Federal Policy (Common Rule) for the Protection of Human Subjects at Title 38 Code of Federal Regulations Part 16 (38 CFR 16) specify the following:
In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies that subjects would receive even if not participating in the research). 

-- 38 CFR 16.111(a)(2)
IRBs should consider the following guidance in evaluating the risks and benefits of “usual care” studies: 
1. Protocols for clinical or health services research that involves “usual care” should include a narrative section that clearly differentiates risks of the study intervention(s) from risks associated with the “usual care” (whether representing one “arm” of a study or “usual care” delivered to all study subjects).
2. Risks associated with interventions that do not constitute “usual care” clearly “result from the research.”  IRBs should always consider these risks in reviewing research, and these risks should be addressed in the informed consent process as required under 38 CFR 16.116 and 16.117.
3. Risks that are associated solely with “usual care” do not “result from the research.”  The informed consent process should advise subjects to review the risks of such  “usual care” with their health care providers.
4. Should an IRB question a protocol’s characterization of “usual care” or its associated risks, the IRB should seek clarification from the investigator [38 CFR 16.109(d)] and, if warranted, from qualified experts [38 CFR 16.107(f)] and document its determination(s) accordingly.
Do not hesitate to contact ORD should you have any questions.
