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Good afternoon —

| spoke to an OGCP colleague and we don’t think you need to register. However, it might be a good idea
to let the FDA regulatory project manager of the IND know that you are adding a site if you are functioning
as the sponsor as the CRO.

Kind regards,

Doreen M. Kezer, MSN

Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
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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.
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Hello,
If a new clinical investigation site is being established under a CRO, is it necessary to register/self-
identify the site (aside from BA/BE study self-identification requirements)? Of course the site will be

listed on FDA Form 1572 with the investigator before the trial is to begin.

Thank you,
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