From: OC GCP Questions

To: ]
Subject: IRB Guidelines
Date: Monday, July 01, 2019 1:25:45 PM

Attachments: -

Good morning —

| can give you information (resources) from an FDA perspective. Please see the links below.

FDA IRB Regulations - eCER — Code of Federal Regulations

Selected FDA GCP/Clinical Trial Guidance Documents | FDA Please scroll down to the middle of the
page for the IRB and Informed Consent quidances.

Please remember the OHRP follows 45 CFR 46 regulations and FDA follows CFR Part 56 for IRBs. The
regulations are similar but slightly different.

Kind regards,

Doreen M. Kezer, MSN

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

ADMINISTRATION

U.S. FOOD & DRUG

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: Monday, July 01, 2019 10:52 AM
To: OC GCP Questions <gcpquestions@fda.hhs.gov>
Subject: IRB Guidelines

Good morning,

I am a newly adviser to the institutional review board
While searching
for guidance, | came across the link:

https://www.hhs.gov/ohrp/regulations-and-policy/requests-for-

comments/guidance-for-institutions-and-irbs/index.html. However, this
seems to be a draft from August 2016. Is there an update draft? Can you

also lead me to any resources regarding IRBs?


mailto:gcpquestions@fda.hhs.gov
https://www.ecfr.gov/cgi-bin/text-idx?SID=e7ecfefdc4380c6cf81ee5b7b0af006a&mc=true&node=pt21.1.56&rgn=div5
https://www.fda.gov/science-research/guidance-documents-including-information-sheets-and-notices/selected-fda-gcpclinical-trial-guidance-documents#IRBs
https://www.hhs.gov/ohrp/regulations-and-policy/requests-for-comments/guidance-for-institutions-and-irbs/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/requests-for-comments/guidance-for-institutions-and-irbs/index.html

I would like to learn the proper and compliant way an IRB should be run

and make sure that |||} 3 s 2/ioned with that.

Any assistance would be greatly appreciated.

Thank you!






