From: [purged]

Sent: Thursay, October 28, 2004 8:26 PM
To: DLepay@OC.FDA GOV

Ce: [purge

Subject: Re: FDA Medical Device GCP

Dear Dave,

Thank aquick reply. 1 understood Sincel donot DRH E-mail detabase,

Thenk you agein,
Carole

“Lepay, David" o 7 ()
<DLepay@OC.FDA GOV>

200410127 19:41 22 [purged]
Questions <GCPQUestions@OC, FDA.GOV>
o [pur

22 Re: FDA Medical Device GCP

Dear [purged]
CDRH

Richter's E-mail?

P standerd for devices. Richter

"DA/CDRH repto this IS0 GCPnitiative.

Y ou may want to contact Kimber for additional ThelSO FDA tothe ICH GCP
Hopethisisthe information you are seeking,
Sincerely, Dave Lepay

David A. Lepay, MD PhD
Senior Advisor for Clinical Science and Director, GCP Programs, OSHC, Office of the Commissioner, US FDA

sent BlackBer et

~——Original Messagy
From: [purged]

“To: gepquestions@ocfa gov <GCPQUEstions@OC, FDA.GOV>
CC: [purged]

Sent: Wed Oct 27 04:52:44 2004

Subject: FDA Medica Device GCP.

Hello from Tokyol

My nameis purged] and | am from [purged]. At present | am on
detail s a[purged] unil Sept 2005,

Currently, | am training in the Office of Medica Devices and
Evaluation (my counterpart office). Jepan has new regulations on
Medica Device GCP that willtake effect this April 2005. The subject
‘came up about any differencesin US FDA and Jepan's GCP.

“Tomy knowledge as a device reviewer since 1990, CDRH doesnot have any
policy or guidance specific 10 a document named GCP. However, we
follow the IDE Regs which is one of e referenced “GCP documents'
along with other reguiations like Informed Conse, Bioresearch
Moritoring, etc, My Interet searchesled meto your webiite. After
reading al the available informion carefully and geting a copy of

the GCP guidance document, it appears to be harmonized if o idertical
toICH DI

does ot include CORH.

1 need your confirmation on this matter or if you have any other
De

“GCH

Itwould make my assignment alitile it easier
Any help will bemuch appreciated. Thank you so much.

Best regards,
[purged)

FDA guidar

However,

 we (FDA) have sought

Othenwise, FDA G

21 CFR Parts 812, 814, 50, and 56.
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