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From: Toth-Allen, Jean
Sent: Thursday, October 26, 2006 2:27 PM
To: [purged]
Subject: RE: research coordinators

Dear [purged]:

Thank you for your inquiry regarding the qualifications of research coordinators.

It is not entirely clear what you mean by "non-licensed."  There are obviously a number of positions related to the practice of medicine that require some type of licensure, including medical doctors, nurses, nurse practitioners, doctor's assistants, physical therapists, which would also be essential for many personnel who participate in a clinical study.  There are no FDA regulations that include qualifications for research coordinators.  Regulations address the responsibilities of clinical investigators instead.  Even those requirements do not include mention of licensure, though it is assumed where required by law to perform protocol-required tasks.  However, if the research coordinator is to perform many of the tasks you have given as examples, there are state and local laws that would prevent him/her from performing them.  Sponsors may also specify the qualifications of personnel performing study-related procedures in the specific study protocol.  It is, however, possible for individuals with appropriate background and/or experience to coordinate a study without any license such as those described above and still be adequate for the position.  In this regard I am speaking about maintaining records, scheduling follow-up visits, sending reminders, proof-reading transcriptions, and the like.  (In my opinion, this could even include such specialized tasks as documenting study procedures, as dictated by the clinical investigators, when captured in real time.)  Therefore, whether or not a "non-licensed" individual is competent for the task largely depends on what your institution considers the responsibilities of a research coordinator.

I am sorry I cannot be more specific.  Hope this information is at least somewhat useful. If you need further information and/or have additional questions, please submit them once again to the official GCP mailbox, gcpquestions@oc.fda.gov, in lieu of responding to my personal e-mail address. 
Sincerely yours,

Jean Toth-Allen, Ph.D. 
Good Clinical Practice Program 
OSHC, 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.

-----Original Message-----
From: [purged]
Sent: Wednesday, October 25, 2006 2:28 PM
To: OC GCP Questions
Subject: research coordinators

Are there any limitations on what a non-licensed research coordinator 
is allowed to do?  Can she dispense study drug, perform and document 
study procedures, report SAEs, etc??  My office is considering hiring a 
nn-licensed coordinator and I am concerned about the implications.

Thank you for your time.

[purged]
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