From: Homme, Carolyn - OC
‘Sent: Thusstay, November 04, 2004 921 AM

To: [purged]
Subject: RE: PRIM& R Meeting Questions

Der M. [purge)

Thisisin response to your November 2 e-mal to Dr. David Lepay. |

1

andwill

Answer:

Investigators” contained in 21 CFR 54, requiredlinical

investigetors?

In answer to you quesion,

dl interests.

conflictso interes,

Anser:

Guidance for - The purpose of

and clinical investigat

For other typesof esabishments the Officeof
1 hope thisinformation s helpfl
Sincerely,

Carolyn Hommel
ssumer Safety Officer

Good Cliica Practice Program

Office of Science and Heslth Coordination

Office of the Commissioner

U.S Food and Drug Adminisiration (HF-34)

5600 Fishers Lane, Room 9C24.

Rockville, MD 20857

Phone: 301/627-3340
Fax 30/827-1169

(RPM),"

——Original Message-

ooy,
To: depey@ocfdagov
Subject: PRIMER Mesting Quesions

Der Dr. Lepay:

21CFR1085,

R

position of FD)

Experts”

investigetors?

“Thank you for your time.

Sincerely,

[purged]

dter

ITY STATEMENT: Thi

theFDA. |

Chapter 4 of the RPM pertaring to "Procediures for

in  use, dissemination, cisirbution, forwarding, printing, or copying of this e mail

“reply to sender only”

shown sbove
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