From: OC GCP Questions

To:
Subject: Outdated Form FDA 3674 on Website
Date: Thursday, March 08, 2018 10:50:00 AM

Attachments: ]

Good morning —

The new version of the form is still under review by the Office of Budget and Management. Therefore, it is
okay to use the expired form.

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.

rrom: I

Sent: Thursday, March 08, 2018 10:45 AM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject: Outdated Form FDA 3674 on Website

Hello,

The downloadable smart form FDA 3674 is expired as of 2/28/2018. Is there a current form that |
can be provided with for submission with our IDE annual report?
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