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Good afternoon –
 
I can only speak to my office. We reference the older 1996 ICH- 6 because the 2015 version is still in
draft.
 
Kind regards,
 
Doreen M. Kezer, MSN
Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
 

 
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: Monday, April 24, 2017 3:37 PM
To: OC GCP Questions
Subject: Latest version of ICH GCP Guideline for use
 
Hello,
 
I was wondering if you could confirm which is the latest version of the ICF GCP guidance
from the FDA should be used? We currently have the 1996 version and a draft version
from 2015 that is a revision 2 that was obtained from the FDA website. Thanks.  
 
Kind Regards,
 






