From: OC GCP Questions

To:
Subject: sNDA require inspections of clinical investigators
Date: Tuesday, July 10, 2018 11:57:00 AM

Attachments: ]

Good afternoon —

Generally, some of the clinical investigator sites are inspected when an NDA is filed. There is a clinical
investigator inspection list (see below) but you would have to populate the fields to get a search result.

Clinical Investigator Inspection Search

Kind regards,

Doreen M. Kezer, MSN

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

(pJY 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.

rrom: I

Sent: Tuesday, July 10, 2018 11:30 AM
To: OC GCP Questions <gcpgquestions@fda.hhs.gov>
Subject: sNDA require inspections of clinical investigators

To whom it may concern,

When filing sSNDAs does the FDA inspect clinical investigator sites as part of the approval
process? If yes, where can | find the summary of these clinical investigations. Thank you in

advance



https://www.accessdata.fda.gov/scripts/cder/cliil/index.cfm



