From: OC GCP Questions

To:

Subject: FDA Form 1572 new form after expiration date inquiry
Date: Friday, February 15, 2019 1:54:43 PM

Attachments:

Good afternoon —

| am not sure when the new 1572 form will be completed and posted as this form is generated in the
Center for Drugs (CDER). Usually around the time of expiration. However, it is still okay to use the
expired form until the new form is posted.

Kind regards,

Doreen M. Kezer, MSN

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

ip2Y 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: Friday, February 15, 2019 1:35 PM
To: OC GCP Questions <gcpguestions@fda.hhs.gov>

c.: I
Subject: FDA Form 1572 new form after expiration date inquiry
Good morning,

| hope today finds you well.

The current FDA Form 1572 on file on the FDA’s Forms website expires in less than 2 weeks
(28Feb2019); when will the new 1572 be posted?

Thank you so much for your time,
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