From: Hommel, Carolyn - OC on behaf of OC GCP Questions
‘Sent: Monday, October 24, 2005 1:27 PM

To: [purged)

Cc: CDER DRUGINFO

Subject: 1572 question

Dear Ms: [purged):
Your e-mal questions submitted on the*Druginfo Comment Form were forviarded to me for aresponse.

‘You asked if anew 1572 must be completed when a protocol is amended. No; the clinical investigator does ot have to "update” the 1572 that

just

Asyou probably know, the sponsor

So, whenmusta toreflect new or

I 1572 (eg. a IRB discontinuing the use of aliical lab),

1 hopethisis helpful.
Sincerely,

Carolyn Hommel

U.S. Food and Drug Administration (HF-34)
5600 Fishers Lane, Room 9C24
Rockville, MD 20857

Phone: 301/827-3340
Fax 301827-1169

number for the study protocol

affect the sefety of subjects, the scope of the invesiigation, or the scientific quality of the sty (21 CFR 312.30(b)), o the addition of anew investigator (21 CFR 312.30(c). If anew investigator is added,

50 that the sponsor can appropriately update the IND. The 1572 tself does not need to be revised and signed by the investigator.

opinion under 21 CFR 10,8 isan informal 21CFR1085(K)

rigina Message-—---

From: CDER DRUGINFO

‘Sent: Sunday, October 23, 2005 12:56 AM

To: OC GCP Questions

‘Subject: FW: Druginfo Comment Form FDA/CDER Site

——Originl Message——
From: [purgec]

Sent: Friday, October 21, 2005 11:04 AM

To: druginfo@cder.fdagov

‘Subject: Druginfo Comment Form FDA/CDER Site

Name: [purged)
E-Mal: [purged]

Comments: Please clarify requirements for completing box # 7 on the Form FDA 1572. Do protocol c

judgment of

it. represent the formal position of FDA, and does ot bind or ‘commit the agency

#,title, and Amendment

for ease of recognition of why 1572 is updated?

. But

ty do

anew "updated 1572" every time aprotocol is amended.
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