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Good morning —
Yes please see the link below.

Replies to Inquiries to FDA on Good Clinical Practice

Kind regards,

Doreen M. Kezer, MSN

Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA

U.S. FOOD & DRUG

ADMINISTRATION

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: Wednesday, June 07, 2017 9:23 AM
To: OC GCP Questions

Subject: OFCP Q&As

Hi, | understand that every day OGCP fields questions from investigators, sponsors, IRBs and other
interested parties. Do you keep an archive of those or is there a website where | can access them?



https://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/RepliestoInquiriestoFDAonGoodClinicalPractice/default.htm



