Groton Laboratories
Pfizer Inc

50 Pequot Avenue

New London, CT 06320

.4 . Global ' Research & Development

DATE: December 13, 2001

TO: Dockets Management Branch (HFA-305)
Food and Drug Administration
5630 Fishers Lane / rm. 1061
Rockville, MD 20852

FROM: Mary Lenzen
Philip Ross

SUBJECT: Federal Register Docket No. 01N-0496, CDER 2001146
Patient Profile Viewer; Notice of Pilot Project

Dear Dockets Management Branch,

This is a request from Mary Lenzen and Philip C. Ross, Ph.D. of Pfizer, Inc to participate in the
pilot project involving the testing of the Patient Profile Viewer. The notice of this pilot project is in
the Federal Register as Docket No. 01N-0496, CDER 2001146 Patient Profile Viewer: Notice of
Pilot Project.

As a condition of the pilot, Pfizer will supply CRT (Case Report Tabulation) datasets from clinical
studies with the understanding that this will not replace any regulatory requirements for submitting
CRTs.

One of the requirements for this pilot is familiarity with the CDISC standards. Ms. Mary Lenzen
from Pfizer has been involved in CDISC (Clinical Data Interchange Standards Consortium, Inc.)
since 1999. She is a member of the SDS (Submission Data Standards) team and was responsible
for producing 2 of the 10 domains: Demographic and Disposition. Mary Lenzen has actively
participated in every SDS face to face meeting since 1999 with the exception of the October, 2001
meeting in Utah. She has attended every teleconference since 1999. Her contributions to CDISC
were acknowledged in the Drug Information Journal, vol 35, pp. 853-862, 2001,"Clinical Data
Interchange Standards Consortium (CDISC) Standards and their Implementation in a Clinical Data
Management System".

Dr. Philip C. Ross was the Information Technology lead in support of electronic CRT submissions
to the FDA for the past 2 years at Pfizer. He supported the submission of guidance-compliant
electronic CRTs for a number of filings and post-filing responses, including CRTs provided for
Relpax, Vfend, Geodon, Zithromax Accelerated Dosing, Norvasc Pediatric, and Cardura XL. Dr.
Ross has participated in the CDISC SDS team for the past 2 years.
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We understand the number of participants in this pilot will be limited. We do hope that at least one

person from Pfizer will be selected for this pilot project. Please feel free to contact either one of us for

any further information or questions.

Respectfully,
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Mary Lenzen

Manager, Clinical Data Standards

Clinical Data Acquisition & Management
Pfizer Global Research and Development
50 Pequot Avenue / MS-6025-A6219

New London, CT 06320

Phone: 860-732-8436

Email: mary_e_lenzen@groton.pfizer.com

Philip C. Ross, Ph.D.

Information Technology Business Lead, Clinical Research
Connecticut Clinical and Regulatory Informatics (Groton/New London)
Pfizer Global Research and Development

194 Howard Street / MS 6024-302

New London, CT 06320

Phone: 860-732-4467

Email: philip_c_ross@groton.pfizer.com

Randy Levin, MD, Associate Director for Information Management, Center for Drug Evaluation and
Research, Food and Drug Administration

Pfizer Global Research and Development:

Mohan Beltangady, Vice President and Worldwide Head, Biostatistics and Reporting

Anthony Gazikas, Director, Clinical and Regulatory Informatics

Walter S Hauck, Executive Director and Worldwide Head, Clinical and Regulatory Informatics
Adrian R Otte, Senior Vice President of Development Operations

Jeffrey H. Schwartz, Vice President and Worldwide Head, Clinical Data Acquisition & Management
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