From: Beers Block, Paricia on beblf of OC GCP Quesions
‘Sent: Monday, April 07, 2003 11:27 AM

To [purgec]

Subject: FW: HIPAA authorizations and IRB responsibilties

Dear Ms. [purged],

¥ auiry

April 14,2003, thelaw, certain small

itiondl guidances, HIPAA for FO/

April 14, 2004 to comply.

1 hope thisinformation heips.
Mot sincerely,

PalriciaM. Bears Block
Special Assstan 1 the Director
‘Good Clinical Practice Program (HF-34)
Office o Scence and Helth Coordination
Officeof the Comissioner/FDA

3300

21CFR 108 isaninformal 1CFR

they too will

~——-Original Message-—-

From:

Sent: Fridy, April 04, 2003 9:30 AM
T

o
Subject: HIPAA authorizations and IRB responsibilties

Dear Good Clinica Practice Program
1 have aquestion regarcing FDA good dinical practice:
regulations and policy speciically related o the HIPAA privacy rule. We
ere currenty providing raiing to our sialf on the HIPAA privacy ruleas

it relatesto the dlinical ials we are esponsible for monitoring. W

where required
that one central IRB we are working with does ot find it necessary to
pon

They
forms and therefore not covered under their jursdiction. They referenced
prive e

We are aware of this reference (see below) and el tht it
only ardressec HHS reguiations. Ou studies are run under 21 CFR (00t 45
(CFR) 50w cid o fe that this ackesse the question for our purposes.

Q

reseerch aclivites n order to satisy recuirements of Department of Heslth
and Human Services (HHS) regulations & 45 CFR part 467

17, of

A
patient

e (HiPAR)
Privacy Ruleat 45 CFR 164508 s oky requied i theahorzation

for human subjects research,

and approved by the IRE.

Becase of the ICH requirement or IRBto review “witien
( 12)

oftia subjects,we thought hat the IRB was reqires 0 review and

Stuation for us?

With Kind Regercs
> [purged)
> 215 6006208

>* crawfordg@iconus.com

‘WorldSecure <iconus.com>" made the following
annotations on 04/04/2003 09:29:43 AM

position of FD/

Thise-mai i or

address If you rence

disriburic

mal

Thnk You

19 your
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