From: Beers Block, Patricia on behlf of OC GCP Questions.
Mondy, June 30, 2003 7:44 AM
To: [purged]

‘Subject: RE: HIPAA Questions

Dear Ms [purged],

“Thark you for your inquiry regarding HIPA f

Officeof Civil Rights (OCH

Addtional guidances HIPAA for FD)
1 hope this information helps.
Sincerely,

PatriciaM. Beers Block
‘Special Assistant to the Director

Good Clinica Practice Program (HF-34)
Office of Science and Health Coordination
Officeof the Commissioner/FDA
301-827-3340

they toowill

OCRwebsite

HIPAA,

21CFR 1085, but rather isan informal 1CFR

-----Original Message----

From [purged]

Sent iy, Ane 27, 2008 1114 AM
G ocpes

Subject: HIPAA Quesions

> quesions:
>

> 1. What isthe deinition of a”Hybrid Organization"? Under wha conditions
>an

> an investigatorlprivate physician apply for waiver from HIPAA as ahybrid
> organization?
>

> 2. Whatisthe responsibiity on the prt of the sponsor of linical rials
> toinsure tha the

ly have policies
> and procerures

> in place to insure compliance?

>

> 3. Should there be documentation of training on HIPAA for CRAS, and study
> site personnd?

>a. i you
> could plesse
>daborate onthis.

5. Doesthe IRB atement for
> study subject's

> review and s this to beinduded in the Informed Consent or whereitis

> under separate cover

> from Informed Consent?

> Thanks,
> [purged]

position of FD)

HIPAA aft

OCR websit
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