From: OC GCP Questions

To:

Subject: CFR guidance for Biologics

Date: Tuesday, May 02, 2017 12:30:00 PM
Attachments:

Good afternoon —

FDA regulations for drugs and biologics are found in 21 CFR 312. Please see the link below.

CER - Code of Federal Regulations Title 21

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: Tuesday, May 02, 2017 12:18 PM
To: OC GCP Questions

Subject: CFR guidance for Biologics

Hello,
Is there a CFR specific to biologics (i.e., general provisions, biologics application, administrative actions,
responsibilities of sponsors and investigators, IRB review and approval, records and reports, ICH GCP

standards, etc)?

Thank you.

Best ’uzgwwé',



https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRsearch.cfm?CFRPart=312



