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RE: Patient Profile Viewer, Notice of Pilot Project [Docket No. 01N-0496] ’6‘\

The Food and Drug Administration (FDA), Center for Drug Evaluation and Research
(CDER) is seeking volunteers to participate in a pilot project involving the testing of the
Patient Profile Viewer (PPV) to improve efficiency of the FDA review of new drug
applications [Docket No 01N-0496].

The intent of this memo is to inform the Agency that Eli Lilly and Company is interested in
participating in this pilot, and has identified data to submit to the Agency for the purpose of
the pilot evaluation of PPV.

Please direct all future communications regarding this potential collaboration to Dr. Julia
Varshavsky, Manager, e-Data Management:

Phone: (317) 277-9305

Fax: (317) 276-0550

E-mail: jvarsh@lilly.com

Thank you,

Dr. Jennifer Stotka
Executive Director, U.S. Regulatory Affairs
Global Operations Registration Coordination
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Dr. Stephen Ruberg, Ph.D.
. Director, Clinical Diagnostic Services and Data
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Answers That Matter.
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