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AGENDA



8:30-9:10

Food and Drug Admunistration
Center for Drug Evaluation and Research
DERMATOLOGIC AND OPHTHALMIC DRUGS
ADVISORY COMMITTEE MEETING # 46
July 14 & 15, 1997
Holiday Inn. Bethesda, MD

I

AGENDA
July 14

BLA 96-1408, Regranex®
for treatment of chronic diabetic ulcers
Call to Order:” Welcome and Information

Joscph McGuire, Jr., M.D., Chairman

Conflict of Interest Statement
Tracy Rijey, Executive Sccretary

Open Public Hearing Session 1

Scientific presentations of the open session begin once last open hearing participant has spoken.

9:10-9:40
9:40 - 10:00
10:00-11:15

Introductory Remarks- David S. Finbloom, M.D.

Growth Factors in Wound Healing - Thomas A. Mustoe, M.D., Ph.D.
Standard Care of Diabetic Ulcers - O. Fred Miller, M 3.

Break

Sponsor Presentation

Introductory Remarks - Jacqueline A. Coelln, R.Ph.

Disease Overview - David L. Steed, M.D.

Climcal Efficacy and Safety Results - Janice M. Smieli, M.D.

Gel Product Chéracteristics - Basant Sharma, , Ph.D.

L)

Labeling and Conclusions - Jacqueline A. Céelin, R.Ph. #

n



11:15-12:30

12:30-1:30
1:30 - 2:00

2:00 - 5:00

8:30 - 8:45

8:45-9:15

DERMATOLOGIC AND OPHTHALMIC DRUGS
ADVISORY COMMITTEE MEETING # 46
BLA 96-1408, Regranex®
OMJ Pharmaceuticals

FDA/CBER Evaluation

Drug Substance, Bioavailability and Low Bioburden
Kurt Stromberg, M.D.

Clinical Efficacy and Clinical Safety
Libero Marzella, M.D., Ph.D.

Lunch
Open Public Hearing Session 2

Open Committee Discussion
AGENDA
Wound Healing Discussion

July 15, 1997

Call to Order: Welcome and Introductory Remarks
Joseph McGuire, Jr., M.D., Chairman

Conflict of Interest Statement
Tracy Riley, Executive Secretary

Opcn Public Hearing Scssion 1

Scentific presentations of the open session begin once iast open hearing participant has spoken.

9:15-10:30
10:30 - 10:45

10:45 - 12:00

12:00 - 1:00

1:00-2:15

Tonic 1 -- Standard of Care

Break

Topic 2 -- Discontinuation of Study Treatment for Adverse Events; Study

Masking; and Vehicle Controls

Lunch
e

Topic 3 -- Entry Criteria: Indications



DERMATOLOGIC AND OPHTHALMIC DRUGS
ADVISORY COMMITTEE MEETING # 46
Wound Healing Discussion

2:15-2:45 Open Pubtic Hearing Scssion 1

Scientific presentations of the open scssion begin once last apen hearing participant has spoken.

2:45 - 3:30 Topic 4 -- Wound Assessment
3:30-3:45 Break
3:45 - 4:45 Topic 5 -- Endpoints
4:45-5:15 Topic 6 - Sterility of Product
PARTICIPANTS

FDA
Center for Drug Evaluation and Research
Michael Weintraub, M.D. Director, Office of Drug Evaluation V
Jonathan Wilkin, M.D. Director, Division of Dermatologic and Dental Drug

Products (DDDDP)

Center for Biologics Evaluation and Research

Jay Siegel, M.D. Director, Office of Therapeutics Research & Review
David S. Finbloom, M.D. Director, Division of Cytokine Biology

Libero Marzelia, M.D. Division of Clinical Trial Design & Analysis

William Schwieterman, M .D. Division of Clinical Trial Design & Analysis

Kurt Stromberg, M.D. Division of Cytokine Biology

Jawahar Tiwari, Ph.D. Division of Biostatistics & Epidemiclogy

Karen Weiss, M.D. Director, Division of Clinical Trial Design & Analysis

Center for Devices and Radiological Health -

Celia M. Witten, Ph.D., M.D. 2 birector, Division of General & Restorative Devices
Joanne R. Less, Ph.D. Director, Investigative Device Exemptions Staff
i .



DERMATOLOGIC AND OPHTHALMIC DRUGS ADVISORY COMMITTEE

CHAIRMAN -
McGuire, Jr., Joseph, M.D. 8/31/99
Cari Herzog Professor of Dermatology
& Pediatrics
Stanford University School of Medicine
Department of Dermatology
MSLS Building, Room P-204
Stanford, California 943C:

Hashimoto, Ken, M.D. 8/31/97
Professor and Chair

Departments of Dermatology & Syphilology
Wayne State University

School of Medicine

4201 St. Antoine

Detroit, Michigan 48201

Tschen, Eduardo, M.D. 8/31/97
Clinical Associate Professor

University of New Mexico

Department of Dermatology

Academic Dermatology Associates

1203 Coal SE, Suites B&C

Albuquerque, New Mexico 87106

Buntin, Denise, M.D. 8/31/98
Adjunct Associate Professor of Medicine
Vanderbilt University Medical Center

5651 Frist Boulevard, Suite 515

Hermitage, Tennessee 37076-2054

Cohen, Susan, B.S. 8/31/98
9814 Inglemere Dnive
Bethesda, Maryland 20817

Hannush, Sadeer, M.D. 8/31/98
Assistant Professor of Ophthalmology
Jefferson Medical College

Assistant Surgceon, Comea Service
Willis Eye Hospital

400 Middletown Blvd, Suite 110
Langhorne, Pennsylvania 19047

July 9, 1997

EX \' TARY

Riiey, Tracy

Advisors and Consultants Staff

Center for Drug Evaluation and Research
Food and Drug Administration

Chapman Building, Room 200~

5600 Fishers Lane, HFD-21

Rockville, Maryland 20857 .

(301) 443-5455 FAX (301) 443-0699

MEMBERS

Mindel, Joel, M.D. 8/31/98
Director, Neuro-Ophthalmology

Mt. Sinai Medical Center

Annenburg Building 22-14, Box 1183

New York, New York 10029-6574

Rosenberg, William, M.D. 8/31/98
Professor and Chairman

U. of Tennessee, Dept. of Dermatology

956 Court Avenue, Room E-332

Memphis, Tennessee 38163

Wilson, M. Roy, M.D. 8/31/98
Dean, College of Medicine
Charles R. Drew University of Medicine
and Science
1621 East 120th Street
Los Angeles, CA 90059

Duvic, Madeleine, M.D. 8/31/99
Professor of Dermatology

University of Texas Medical School
64, Fannin, MSB 1-186

Houston, Texas 77030

Kilpatrick, Jr., S. James, Ph.D. 8/31/99
Professor of Biostatistics

Medical College of Virginia

Virginia Commonwealth University
1101 E. Marshall Street

Sanger Hall, Room. B-1-039-A
Richmond, Virginia 23298-0032

S 2 ¢ :
Parker, Frank, M.D. _ 8/31/99
Professor and Chairman <
Department of Dermatology

Oregon Health Sciences University

3181 SW Sam Jackson Park Road, L-468
Portland, Oregon 97201
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Drake. Lynn, M.D. 8/31/00
Deputy Chairman

Department of Dermatology

Harvard Medical School

Massachusetts General Hospital

50 Blossom Street, WEL-224

Boston, Massachusetts 02114

I

Ockin, Milton, M.D. 8/31/00
Clinical Professor

Department of Dermatology

University of Minnesota

2733 Huntington Avenue South
Minneapolis, MN 55416

Seddon, Johanna, M.D. 8/31/00
Associate Professor of Ophthalmelogy
Epidemiology Unit

Massachusetts Eye and Ear Infirmary

243 Charles Street
Roston, Massachusetts 02114

July 9, 1997
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DERMATOLOGIC AND OPHTHALMIC DRUGS
ADVISORY COMMITTEE MEETING # 46

Special Government Employees, Consultants and Guests

Wilma F. Bergfeld, M.D.
Head. Clinical Research
Department of Dermatology
Cleveland Clinic Foundation
9500 Euclid Avenue
Cleveland, OH 44195-5032

O. Fred Miller, I, M.D.
Geisinger Medical Center
North Academy Avenue
Danville, PA 17822-1406

Eva F. Simmons-O'Brien, M.D.
Assistant Professor of Dermatology &
" Internal Medicine
Johns Hopkins University School of Medicine
550 North Broadway, Suite 1002
Baltimore, MD 21287-0900

Philip T. Lavin, Ph.D.

Boston Biostatistics Research Foundation
615 Concord Street

Framingham, MA 01702

Diane Cooper. Ph.D., R.N.

Nurse Scientist

Department of Nursing Service

Bay Pines Veterans Administration Medical
Center

Building 24 151 W

10,000 Bay Pines Boulevard

Bay Pines, FL 33504

h

Lawrence B. Harkless. D.P.M.
University of Texas Health Science Center
Dept. Of Orthopaedics/Podiatry Service
7703 Floyd Curl Drive

San Antonio, TX 78284-7776

Benjamin A. Lipsky, M.D.

Director, General Internal Medicine Clinic
VA Puget Sound Health Care System
Antibiotic Rescarch Clinic

1660 South Columbian Way

Seattle, WA 98108-1532

David J. Margolis, M.D.

Asst. Professor Department of Dermatology
Hospital of the U. Of Pennsylvania

2 Rhoads Building

Philadelphia, PA 19104-4283

Clinton M. Miller, 1]
2205 Mount Royal Drive
Castle Rock, CO 80104

Thomas A. Mustoe, M.D., Ph.D.
Northwestern U. School of Medicine
Divisi. .. of Plastic & Reconstructive Surgery
707 North Fairbanks Court, Suite 811
Chicago, IL 60611

David R. Thomas, M.D.
Assoc. Professor, Division of Geriatrics
University of Alabama at Birmingham
933 19th Street South
SH-19, Room 219
Birmingham, AL 35294-2041
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Sponsor Participants

I

R.W. Johnson Pharmaceutical Research Institute
Route 202, P.O. Box 300 .
Ruaritan. NJ 08869-0602

Jacqueline A Coelln, R.Ph. Director, Regulatory Affairs
Janice M. Smiell, M.D. Associate Director, Global Clinical R&D
Basant Sharma, Ph.D. Senior Director, Pharmaccutical Development

University of Putsburgh Medical Center
200 Lothrop Street. Suite A-1011
Pittsburgh, PA 15213

Dawvid L. Steed, M.D. Professor of Surgery

Open Public Hearing Participants

Ellen G. Redding

Advanccd Tissue Sciences, Inc.
10933 N. Torrey Pines Road
La Jolla, CA 92037

Stephen ilarlin, M.D.
Medical Director, The Wound Clinic

2000 Sproul Road
Broomall, PA 19008

American Diabetes Association
Statement
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