


individual for pertinent questions about the clinical investigation and the subjects'
rights, and whom to contact in the event that a research-related injury to the subject
occurs. (21 CFR 50.25(a)(7).) This information should include contact names (or
offices) and their telephone numbers. FDA recommends that the individual or office
named for questions about subjects' rights not be part of the investigational team.
Subjects may be hesitant to report specific concerns or identify possible problems to
someone who is part of the investigational team. In addition, the consent process
should include information on whom to contact and what to do in the event of an
emergency, including 24-hour contact information, if appropriate.22

If contact information changes during the clinical investigation, then the new contact
information must be provided to the subject. (21 CFR 50.25(a)(7).) This may be done
through a variety of ways, for example, a card providing the relevant contact
information for the clinical investigation.

The draft informed consent information sheet guidance can be found at
https://www.fda.gov/RegulatoryInformation/Guidances/ucm404975.htm
 
I hope this information is helpful to you. If you need further assistance, please feel free to
contact the GCP mailbox at gcp.questions@fda.hhs.gov .
 
Best regards,
 
Sheila
 
Sheila Brown, RN, MS
Policy Analyst
 
Office of Special Medical Programs
Office of Good Clinical Practice (OGCP)
U.S. Food and Drug Administration
Tel: 301-796-6563
sheila.brown@fda.hhs.gov
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This communication does not constitute a written advisory opinion under Title 21 CFR 10.85, but rather is an
informal communication under Title 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.
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