From: Boers Block, Patriciacn beaf of OC GCP Questions
Sent: Fiday. March 11, 2005 10.00 AM

To:[pu
‘Subject: RE: Druginfo Comment Form FDAICDER Site:

Deax Malene,

Under 312.120,

"Sec. 312.120 Foreign dinica suies not conducted undes zn IND.

s e IND.

Al dlinical

(@ Introcucion.

2nIND. In gencral, FD

(1) A description o the investigator s qualifications.

(2) A description o theresearch faclies

snall it 10 FO

wll conducted,

(3) A detiled summery o the protocol and reslsof the-study, and, should FDA request

records;

et ficat

controlled under §314.126,

i avalable; and

principles.

Helsnk

 the sponsor

of Helsn”

of Helsinki"

the: snall it 10 FO

(4) The- Declaration of Helsinki” satesis follows "

the members o the committe. In this regar, sientistsand,

)

investigetor

a depen
1 hope thisinformetion ishelpfu 10 you. Please et me know if | can be of any furhes assistance.

Srcardy,

Paricia. Bears Block
‘Specia Assstan 0 he Director
Good Clinica Practice Programs.
OSHC/Officeof the Commissionar
018273340

20IND (eg. an 1571

cFR 1085

Originel Messege-
From: CDER DRUGINFO

To: OC GCP Questions
‘Subject: FW: Druginfo Comment Form FDA/CDER Ste

Orginal Messege-
From: [purged]
Sent: M

February 28, 2005 103 P
To: dugno@oder fdagor
‘Subject Druginfo Comment Form FDA/CDER Ste

Neme:[purgec]

E-Mal: [purged]

Glinical

15725, s they do not fall under FDA reguiations. |

so.myq
Thark you very much for your time and assisianceinthis mater

Sincerdly,
[purgec]

Sl s,

snesil
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