From: OC GCP Questions

To:
Subject: GCP Inquiry [GroupMail]
Date: Thursday, November 30, 2017 9:39:00 AM

Attachments: ]

Good morning —

From an FDA perspective, the protocol should be followed as written. A protocol amendment is possible
but this should be discussed with your regulatory authorities in your country, the sponsor, as well as your
ethics committee.

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: Wednesday, November 29, 2017 11:47 PM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject: RE: GCP Inquiry [GroupMail]

Dear Team,
This is not a FDA-regulated study.

Regards,

From: OC GCP Questions [mailto:gcp.questions@fda.hhs.gov]
Sent: 29 November 2017 19:37

To:
Subject: GCP Inquiry [GroupMail]

Good morning
Is this an FDA-regulated study?

The OGCP Group

From: Ino


mailto:/O=FDA/OU=FIRST ADMINISTRATIVE GROUP/CN=RECIPIENTS/CN=GCPQUESTIONS
mailto:gcp.questions@fda.hhs.gov

Sent: Wednesday, November 29, 2017 1:03 AM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject: GCP Inquiry

Hello,

We are a CRO based out of-and currently supporting a Investigator Sponsored Study. The study
is done in routine clinical practice and no where any intervention is done with regards to subject’s
treatment. We have specified the timing and frequency of radiological assessment (for efficacy
assessment) of the tumor in the protocol which in routine practice is not strictly adhered to leading
to deviations in the timelines. In this regard we have following queries:

Since the study is in routine clinical practice, can we make a master waiver for the deviation in
radiological assessment timelines and report it to the ethics committee?

Should we go for protocol amendment to document the deviation?

What are the criterials for protocol addendum and can we go for the same?

Thanks and regards,
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