From: Lee, Bonrie on behaf of OC GCP Questions.
Sent: Werinestay, October 25, 2006 1200 PM

To: [purged]

Subject: RE: Non-physician investigetors

Dear [purged], To my knowledge, the regulations ardress your question only in very generdl terms: That is:

Sec. 312.50 Generdl responsibities of sponsors.

‘moritoring of

Sipart

sponsor shall select

©
(1) A signed nvestigetor statement (Form FDA-1572) containing.
(v) A commitment by the investigator that he or she:

(c) Will per o

the sponsor shal

(g) Will ensure th all associates, colleagues,

(vii) A lst of the names of

inthe conduct of

' would qualif
1 hope thisis helpful toyou.

Sincerdly,

Bomie

BomnieM. Lee

Associate Director for Human Subject Protection Policy
Good Clinical Practice Program, FDA

rged)
Sent: Thrsday, October 19, 2006 4/59 PM
To: OC GCP Questions
Subject: Nonphyscian investigators

Good aternoon

‘Are there any FDA regulations that prohibit non-physician investigators

from requesting diinical services within an institution? For example,
MD

aDEXA sczn
part o the study team to order this test?
Thank you

[purged]

ensuring

inorder

investigational

ith respect

Sate, .., whether aM.D. would be required. Further, | suppose that an IRB

oy the M.D. could order

‘conducting or

21 CFR 1085, but rather is an nformal 21.CFR 1085 judgrment of

position of FDA,

mmit the agen

FDA andall

tothe rug. Addtional
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