


 
Sincerely,
 
Bridget A. Foltz, M.S., MT(ASCP)
Health Scientist Policy Analyst  

Office of the Commissioner (OC)
Office of Good Clinical Practice (OGCP)
U.S. Food and Drug Administration
bridget.foltz@fda.hhs.gov

        
 
This communication is consistent with 21 CFR 10.85 (k) and constitutes an informal communication that represents my best judgment at this
time but does not constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind or otherwise
obligate or commit the agency to the views expressed.

This e-mail message is intended for the exclusive use of the recipient named above. It may contain information that is protected, privileged,
or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If you are not
the intended recipient, any dissemination, distribution or copying is strictly prohibited. If you think you have received this e-mail message in
error, please e-mail the sender immediately at bridget.foltz@fda.hhs.gov

 
 
 

From: 
 

Sent: Sunday, February 04, 2018 11:31 PM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject: Query about Medical Expert
 
Dear USA FDA team,
 
 
Is it acceptable for the Director of the Clinical Trial Centre of one big hospital participating in a Phase III trial to be
the Medical Expert for the same trial. The Medical expert is not one of the investigators participating in the trial,
only the Director of the CTC at the hospital where the trial is ongoing.
 
I could not locate guidance related to the role of the Medical Expert except that the ME can be from Sponsor or
CRO.
Thank you
 
Regards

 
 
 




