From: OC GCP Questions

To:
Subject: New FDA1572 form : Not available
Date: Sunday, March 03, 2019 12:06:35 PM

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

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.
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Sent: Saturday, March 02, 2019 8:16 PM
To: OC GCP Questions <gcpquestions@fda.hhs.gov>

c I

Subject: New FDA1572 form : Not available

Good evening,

If possible, can you provide input on how clinical sites should handle using an expired FDA 1572
form, when a revised form with New expiration date hasn't been posted in the FDA we site.
The current FDA 1572 form has an expiration date of February 28,2019.

Thank you in advance for the assistance.

Sincerely,
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