
FOOD AND DRUG AD1\;IINISTRATIQN 

TRANSMISSI,BLE SPONGIFQ~ ,E’WQ’&i&OPAT.JjJE~S 
ADVISORY COMMITTEE 

Holiday Inn, Ballroom 2 
2 Montgomery Village Avenue 

Gaithersburg, MD 20879 
February 20,2003 

AGENDA 

Thursdav. February 20,2003 

OPEN SESSION 

8:00 a.m. 

8:lO a.m. 

8:20 a.m. 

8:25 a.m. 

Administrative Remarks, 
William Freas, Ph.D., Executive Secretary 

Presentation of Plaques to Former Members 
Lester Crawford, D.V.M., Ph.D. 

, Deputy Commissioner, FDA 
Opening Remarks 

Suzette Priola, Ph.D., Acting Chairperson 

Update #1: Implementation vCJD Guidance - Blood Supply 
after Implementation of European Donor Deferral 

Overview of Blood Supply Monitoring 
Alan Williams, Director, Division of Blood Applications, 
OBRR, FDA 

Blood Supply Monitoring 
DHHS: Capt. Lawrence McMurtry 

Acting Executive Secretary, DHHS Advisory 
Committee on Blood Safety and Availability 

ABC: Celso Bianco: M.D. 
Executive Vice President, ABC 

ARC: Peter L. Page, M.D. 
Senior Medical Officer, ARCBS-BHQ 

NYBC: Robert Jones, M.D. 
President, New York Blood Center 

AABB: Kay Gregory, MS, MT (ASCP)SBB 
Director Regulatory Affairs, AABB 
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Thursday, February 20,2003 (Continued) 

9:55 a.m. 

1O:lOa.m 

lo:30 a.m. 

lo:45 a.m. 

11:15 a.m. 

12:45 p.m. 

1:45 p.m. 

2:05 p.m. 

Questions for Presenters 

OPEN PUBLIC HEARING 

BREAK 

Update #2: BSE Epidemiology and Food Chain Controls 
David Asher, M.D., OBRR, FDA 

Topic #1 : Consideration of Labeling Claims for Transmissible 
Spongiform Encephalopathy (TSE) Agent Clearance in Plasma 
Derivatives 

Introduction 
Dorothy Scott, M.D., OBRR, FDA 

Virus Removal from Blood Products; Validation, Label Claims 
andPossible Paradigm for Removal .of ‘TSE Agents ’ 

Mahmood Farshid, Ph.D., OBRR, FDA 

TSE Agent Clearance Issues 
Dorothy Scott, M.D., OBRR, FDA 

Risk Analysis for TSE and Plasma Derivatives 
Steven Anderson, Ph.D.. OBE, FDA 

European Perspective on TSE Agent Clearance in Plasma 
Derivatives 

Sol Ruiz, Ph.D., Division of Biologicals and 
Biotechnology, Spanish Medicines Agency 

LUNCH 

Commrttee Discussion ; __ _ 

TSE Clearance Studies - : Scientific Presentations from Industry 
Henry Baron, MD 
Senior Director - Prion Research, Aventis Behring 
(Speaking on behalf of the Plasma Protein Therapeutics 
Association) , 
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Thursday, February 20,2003 (Continued) 

3:35 p.m. 

4:15 p.m. 

4:30 p.m. 

OPEN PUBLIC HEARING 

BREAK 

4:35 p.m. 

5:35 p.m. 

Questions to the Committee 

Committee Discussion and Vote ,),,/ ,,~ 8 _, .jj , __ _ 

ADJOURN 
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Freas, William, Ph.D. 
Center for Biologics Evaluation 
and Research, FDA, SACS, HFM-71 

1401 Rockville Pike 
Rockville, MD 20852-1448 
TEL: (301) 827-1295 
FAX: (301) 827-0294 

Langford, ! 
Center for 

and Rex 
1401 - _’ 
Rock 
TEL: 
FAX: (301) 827-0294 

Sheila D. 
Biologics Evaluation 
tar+, FDA, SACS, HFM-71 

KOCKbh Pike 
xille, Mb 20652-l 448 

(301) 827-l 294 
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Acting Chairperson 

Priola, Suzette A., Ph.D. 01/31/05 
Investigator 
Laboratory of Persistent and Viral Diseases 
NIH/NIAID 
Rocky Mountain Laboratories 
903 South 41h Stree 
Hamilton, MT 59840 

t  

Bailar, John C., III, M.D., Ph.D 
Professor Emeritus 
Department of Health Studies 
University of Chicago 
5841 South Maryland Avenue, 
Chicago, Illinois 60637-1470 

01/31/05 

MC2007 

Wolfe, Sidney i\/l., M.D. 01/31/04 
Director 
Public C,itizen~Hea~th Research.Group 

* 
Public Citizen 
1600 20th Street, NW 
Washington, DC 20009 

DeArmond, Stephen J., M.D., Ph.D. 01/31/05 
Professor 
Department of Pathology, HSW-430 
University of California School of Medicine 
San Francisco, California 94143-0506 

Ferguson, Lisa A., D.V.M. 01/31/04 
Senior Staff Veterinarian 
U.S. Department of Agriculture 
APHIS, Veterinary Services 
Emergency Programs 
4700 River Road, Unit 41 
Riverdale, MD 20737-1231 

Consumer Representative 

Walker, Shirley J. 01/31/04 
Vice Presi‘denf of Health & 

Human Services 
Dallas Urban League, Inc. 

L 4315 South Lancaster Road 
Dallas, TX 752 16 

Non-Votinq Industry Representative 

Gambetti, Pierluigi, M.D. 
Professor and Director 
Division of Neuropathology 
Case Western Reserve University 
2085 Adelbert Road 
Cleveland, OH 44106 

01/31/05 
Petteway, Stephen R., Jr., Ph.D. 01/31/05 
Bayer Corporation 
Pharmaceutical Division 
Biological Products 
85 T.W. Alexander Drive 
Research Tnangle Park, NC 27709 

Johnson, Richard T., M.D. 01/31/06 
Professor of Neurology 
Department of Neurology 
Johns Hopkins University School of Medicine 
600 North Wolfe Street, Meyer 6-l 81A 
Baltimore, MD 21287 
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Belay, Ermias D., M.D. 
Medical Epidemiologist 
Centers for Disease Control and qrevention ‘L I 
Division of Viral & Ricketsial Diseases 
1600 Clifton Road, NE 
Bldg. 6, Rm. 125, Mailstop A-39 
Atlanta, GA 30333 

Bias, Val D. 
Co-Chairman, Blood Safety Working’Group 
National Hemophilia Foundation 
7700 Edgewater Drive, Suite 710 
Oakland, California 94621 

Bolton, David C, Ph.D. 
Head, Laboratory of Molecular Structure and Function 
Department of Molecular Biology 
New York State Institute 

for Basic Research 
1050 Forest Hill Road 
Staten Island, NY 10314-6399 

Bracey, Arthur W., M.D. 
Associate Chief, Pathology 
Department of Pathology 
St. Luke’s Episcopal Hospital 
6720 Bertner Avenue, MC 4-265 
Houston, TX 77030 

Gaylor, David, Ph.D. 
Principal Scientist & Vice President 
Sciences International, Inc. 
13815 Abinger Court 
Little Rock AR 72212 

Hogan, R. Nick, Ph.D. MD 
Assistant Professor of Ophthalmology, Pathology, Neurology, and Neurosurgery 
Department of Ophthalmology 
University of Texas Southwestern Medical School 
5323 Harry Hines Blvd 
Dallas, TX 752358895 

Khabbaz, Rima F., M.D. 
Associate Director for Epidemiologic Science (Acting) 
National Center for Infectious Diseases 
1600 Clifton Road. N.E. Mailstop A30 
Atlanta, Georgia 30333 

Williams, Elizabeth S., D.V.M:, Ph.D. .; 
Professor, Department of Veterinary Service 
University of Wyoming 
1174 Snowy Range Road 
Laraime, WY 82070 
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Henry Baron, MD (speaking on behalf of PPTA) 
Senior Director, Medical and Scientific Is sues 
Aventis Behring 
H6 Quai de la Rapee 
F-7561 Paris Cedex 
France 

Celso Bianco, M.D. 
Executive Vice President. 
America’s Blood Centers 
725 l!jth Street, NW 
Washington , DC 20005 

Robert Jones, M.D. 
President 
New York Blood Center 
310 East 67’h Street 
New York, NY 10021 

Capt. Lawrence McMurtry 
Acting Executive Secretary, 
DHHS Advisory Committee on Blood Safety and Availability 
Office of Public Health and Science, Rm 734E 
Department of Health.and Human‘Se@ic,es 1 : .._, 
200 Independence Avenue, S.W. 
Washington D.C. 20201 

Peter L. Page, M.D. 
Senior Medical Officer 
ARCBS-BHQ 
1616 N. Fort Myer Drive 
18’h Floor 
Arlington, VA 22209 

Sol Ruiz, Ph.D. 
Biotechnology Section Head 
Division of Biologicals and Biotechnology 
Spanish Medicines Agency 
28220 Majadahonda 
Madrid - Spain 


