From: Lee, Bonnie on behalf of OC GCP Questions
Sent: Wednesday, April 10, 2002 3:09 PM

Tor [purged]

Subject: RE: Clinical Trial Questions

[purged,

Thank you for on our Web site. hard to make it friend!

For your questions about Chapter 11, | suggest that you contact Paul Motise at PMotise@orafdagov.

Astoyour to hich to conduct 1 would suggest thet K the subject” rather than a subject * Asyounote, o longer be fluent in language that was "native” to them
Your question about whether there needs to be an additional IRB approval of the CATI depends upon its relationship to the protocol and whether it was, in fact, reviewed and approved as part of the protocol (including the CRO performing the assessment). It would seem logical if it were part of the protocol, for the IRB d just part of it. 1 called and left avoice message, suggesting that you call with of thisissue. | toyou.
My best,

Bomie

BomnieM. Lee

Associate Director for Human Subject Protection Policy
Office for Good Clinical Practice

Offiice of Science Coordination & Communication, HF-34
Food and Drug Administration

5600 Fishers Lane, Parklawn, Room 9C24

Rockville, MD 20857

Telephone: 301-827-1259

Fax: 301-827-1169

E-Mail: BLee@oc.fdagov

————Original Message--——
From: [purged]

Sent: Wednesday, April 03, 2002 7:00 AM
To: gepquestions@oc.fda.gov

Cc: [purged)

Subject: Clinical Trial Questions

Good Morning! Love the Web sitel
My questions-

When using a CATI system (Computer Assisted Telephone Interview) to
directly interface with the patient - isthe CRO performing these
assessments (QOL) need to have an aditional IRB approve their work?
“The Investigetor, protocol and PIC hes been approved by their own IRB
for the study - which includes contacting the patient by telephone.

Wewill ATI study for that the
design of this protocol to store the respondents information shouid be:
documented per the 21 CFR Part 11, Guidance. Wewill be uploading the

ioninto an Oracle Clinical isvalidated. The
question i how much validation is required on the CATI protocol/screen
development? We validate - and | understand this may be a difficult
question to answer!

When using aCATI system for international calling - If the screen isin
the patient’s native language and the QOL s collected verbally by the
interviewer (bilingual) what documentation do we need to have n
herdcopy?

Theplanisto log printed out and

after each interview. However, it has been suggested that datawill not

be printed out. Datawill be tranferred electronicaly to the clinical

database. | thet way hardcopy questionnaires will not haveto be

printed in multiple languages or completed during the study. Isthis

appropriate not to have a source hardcopy document reflecting the data
i « and the

and entered

intothe CATI system)

We

in Engl i icated another
arefinding that many of the international patients dolist French or
thei but they speek Inf

L act
havelost their y. Whet dowe
doiin those situations?

Can you point me o any guidance documents that will expand my knowledge
in the stendards for electronic data capture? (eCRFs and CAT! systems)

Thanks for all your help!

[purged)
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