From: OC GCP Questions

Sent: Thursday, July 10, 2014 10:04 AM
o: I
Subject: RE: co-PI FDA 1572

Dear [redacted],

FDA's regulations do not define a co-investigator, only an investigator (clinical investigator — Cl) and subinvestigator. If
the interventional radiologist is not taking a primary role in the study (where he/she conducts all essential aspects of the
study for at least some study subjects) but instead only a supportive role, he/she should be designated a subinvestigator
and listed in section 6 of the Form FDA 1572 (1572). If the interventional radiologist will be conducting all essential
aspects of the study for at least some study subjects, then he/she should be designated a CI for the study and would then
need to complete and sign a separate 1572. For the latter scenario, it would still be possible for both Cls to work together
to support each other with the conduct of the study, for example doing follow-up visits for subjects that are designated as
the subjects of the other CI. If they are both Cls and do choose to support each other in the conduct of the study, they
should each name the other as a subinvestigator for their study on their respective 1572s so the study sponsor is aware of
their mutually supportive roles. We would also expect them to list as their specific study subjects those subjects for whom
they conducted most of the essential study aspects.

Hope this information is useful. If you need further information and/or have additional questions, please feel free to contact
us once again at the official GCP mailbox, gcp.questions@fda.hhs.gov. You may also find it useful to access the set of
redacted GCP e-mails found at
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/RepliestolnquiriestoFDAonGoodClinicalPractice
/default.htm since we find that many questions and concerns are repeated over time.

Sincerely yours,

Jean Toth-Allen, Ph.D.
Office of Good Clinical Practice
Office of the Commissioner, US 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.

From: [redacted]

Sent: Thursday, July 10, 2014 8:44 AM
To: OC GCP Questions

Subject: co-PlI FDA 1572
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