From: Hommel, Carolyn - OC on behlf of OC GCP Questions

‘Sent: Weanesdy, Febxuery 01, 2006 1:07 PM
To: [purged]

‘Subject: RE: question re: access to medical records by industry sponsor

Dear Ms [purged]
Quaifes for a sty adiinicd ti However, the question of 2
“The regulaions pertaining to record keeping by the linical investigator are found at 21 CFR 312.62(5). |
. al tothe P control for the physician, the individual's
gen o much eqired. (Asarule, in order the
the ICH E6 "Good Clinical n general. While"source data and” 3 151 a0 1.52), e
S0, in answer to your irst quesion, L history.

BecauseFDA

By theway,

1 hope thisis helpful
Sincerdly,

Carolyn Hommel

Office of the Commissioner
U.S Food and Drug Administration (HF-34)
5600 Fishers Lane, Room 9C24

Rockville, MD 20857

Phone: 30U827-
Fax. 301827-1169

sulficient

-Origiel Meszge-
From:
Sent: Tuesty, Jorary 24, 2006 5:10 PV
To: gepauestions@@oc da

‘Subject: GP question re: access to meclical records by industry sponsor

Dear GCP.gov,
Anindustry sponsor is indicating to oneof our
Principd Investigator'stha it is"implied” in FDA

GCP, that o ensure incusionvexclusion digiilty.
ALL Medical Histories (including ALL Primary care
physicians/Pediatric records” PCP'S) must be made.
avalable o thei siudy monitorsto determine.
eligibility o sujects.

“That meens the P1 going to each tresting
physiciavhosptal n the istory of apatient and
requesting apcess o those medical records and copies;
which are then mece available o the sponsor' s study
monitors.

1f theindusiry sponsox Protocol failsto pecify thet
ALL prior mesical histories from private
physicianshospitais, etc must be obtained for the
Study monitor,istha areasonable expectation?

Is the sponsor corret tht thereis an “impliedt
FDAIGCP duty to gain copies of ANY AND ALL prior PCP.
records regerdless of relevance o the siudy 21 yes.
isthere aspecific FDAICFR ite that specifies this?

Thenk you,
[purged]

FDA, and doesnot

) and the nurses notes.

. and history of subject”
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