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Hi ,

Your question was referred to FDA’s Office of Good Clinical Practice.  Based on the limited
information provided in your email, in general, for a clinical investigation that involves more
than minimal risk, informed consent would need to be obtained from subjects in all cohorts,
including subjects serving as controls that receive standard care and do not receive a test
article.  If you have questions about a specific clinical investigation, please contact the
appropriate Center listed on pages 4-5 of the guidance for assistance. 

Best regards,
Janet Norden
Office of Good Clinical Practice, FDA
301-796-1127
janet.norden@fda.hhs.gov

This communication does not constitute a written advisory opinion under 21 CFR 10.85, but
rather is an informal communication under 21 CFR 10.85(k) which represents the best
judgment of the employee providing it. This information does not necessarily represent the
formal position of FDA, and does not bind or otherwise obligate or commit the agency to the
views expressed.

From: 
Sent: Tuesday, August 29, 2017 4:08 PM
To: 
Subject: Question about guidance on waivers of informed consent

Hi. 

I was so pleased to see the recently issued guidance indicating that FDA will allow waivers of
consent for minimal risk research. 

When I first read the guidance, I thought that IRBs could waive consent for research that
includes a retrospective control cohort.  However, in implementing the guidance, I find that
the FDA is requiring the entire clinical investigation to involve only minimal risk.

We have several studies for which we disapproved a request for waivers of consent for the
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cohort of subjects for which the only procedure would be access to their medical record for
collection of retrospective data.  However, the clinical investigation involves more than
minimal risk because other cohorts will receive the test article.

Technically, under the FDA regulations, these subjects might not meet the definition of the
human subject because they did not receive the test article or control as part of a clinical
investigation.  Instead, the investigator is collecting outcome data on standard care
procedures. However, in the past, I have taken a conservative approach when interpreting the
regulations. 

I would like to know your thoughts.  Will the FDA enforce the requirement for informed
consent when the procedures consists solely of collecting retrospective data on patients who
serve as a control and received standard care and did not receive a test article?

Thanks so much!




