
DRAFT o_f l/24/00 
PUBLIC AGENDA 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR BIOLOGICS EVALUATION AND RESEARCH (CBER) 

ALLEYGENIC PRODUCTS ADVISORY COMMITTEE MEETING 
/ 

February IO,2000 

Holiday Inn Bethesda 
8120 Wisconsin Avenue 

Berhesda, MD 20184 

8:30 am Opening remarks 

8:40 Laboratory of lmmunobiochemistry (LIB) Jay E. Slater, M.D. 
Organizational changes 

New division structure 
Current staffing 

Regulatory activities 
Reference replacement 
Lot release statistics 

9:oo Research report Jay E. Slater, M.D. 
Publications/abstracts/presentations 

Allergen structure and function 
Hyaluronidase mutants 
MALDI-TOF and SDS PAGE analysis of allergens 
Enzyme activity/allergenic&y correlations 

lmmunomodulation 
Hev b 5 mutants . 
Role of LPS exposure and murine hyperreactivity 

Mite stability 

9:45 [Break] 

1O:OO Regulatory proposals 
Potency limits for standardized allergen vaccines Richard Pastor, Ph.D. 



Allergenic Product Advisory Committee 
Agenda (page 2) 

Wednesdav. Februarv IO. 2000 (continued) 

10:45 Regulatory proposals 
Allergen standardization 

Evaluation of previous standardization 
Impact criteria for the selection of new 
Three year plan 

11:30 [Lunch] 

12:30 OPEN PUBLIC HEARING 

I:30 COMMITTEE DISCUSSION 

3:30 ADJOURN 

Jay E. Slater, M.D. 
program 
standardization targets 



ALLERGENIC PRODUCTS ADVISORY 
CENTER FOR BIOLOGICS EVALUATION 

February 10, 2000 

OdY I Dennis R., M.D. 8/31/00 
Professor of Pediatrics 
Allergy & Immunology Section 
Medical College of Georgia, BG230 
1120 15th Street 
Augusta, Georgia 30912 

.- 

MEMBER8 

Shapiro, Gail G., M.D. 8/31/00 
Clinical Professor of Pediatrics 
Northwest Asthma and Allergy Center 
4540 Sandpoint Way, N.E. 
Seattle, Washington 98105 

Wray , Betty B., M.D. 8/31/00 
Professor of Pediatrics and Medicine 
Department of Pediatrics and Medicine 
Allergy-Immunology Section 
Medical College of Georgia, BG-230 
1120 15th Street 
Augusta, Georgia 30912-3790 

Claman, Henry N., M.D. 8/31/01 
Distinguished Professor of Medicine 

and Immunology 
Division of Clinical Immunology (B-164) 
Univ. of Colorado Health Sciences Cntr. 
4200 East Ninth Avenue 
Denver, Colorado 80262 

Saxon, Andrew, M.D. 8/31/01 
Professor of Medicine 
Division of Clinical Immunologyi."--llecgy 
Department of Medicine 
UCLA School of Medicine 
Los Angeles, California 90095-1680 

COMMITTEE 
AND RESEARCH 

EXECUTIVE SECRETARY 

Freas, William, Ph.D. 
Center for Biologics Evaluation 

and Research 
Food and Drug Administration (HFM-71) 
1401 Rockville Pike 
Rockville, Maryland 20852-1448 

COMMITTEE MANAGEMENT SPECIALIST 

Muckelvene, Pearline K. 
Center for Biologics Evaluation 

and Research 
Food and Drug Administration (HFM-71) 
1401 Rockville Pike 
Rockville, Maryland 20852-1448 

Lehrer, Samuel, B., Ph.D. 8/31/03 
Research Professor of Medicine 
Tulane University Medical Center 
Department of Medicine 
Clinical Immunology Section 
1700 Perdido Street 
New Orleans, Louisiana 70112 

Libera, Dolores 8/31/03 
Director of Publications 
Allergy and Asthma Network 

And Mothers of Asthmatics, Inc. 
2751 Prosperity Avenue, Suite 150 
Fairfax, Virginia 22031 

Soto-Aguilar, Maria C., M.D. 8/31/03 
14153 Yosemite Drive 
Suite 203 
Hudson, Florida 34667 

Temporary Voting Members 

Daniel Ein, M.D. 
Clinical Professor 
George Washington Circle, Suite 305 
Washington, D.D. 20037-2346 

Umetsu, Dale T., M.D., Ph.D. 8/31/02 
Chief, Division of Allergy and 

Clinical Immunology 
Department of Pediatrics, Room H307 
Stanford University 
Stanford, California 9430515208 



Temporary Votinq Members (cont.) 

Te Piao King, Ph.D. 
Associate Professor 
The Rockefeller University 
1230 York Avenue 
New York, New York 10021-6399 

Ms. Nancy Sander 
President, allergy and Asthma Network 

Mothers of Asmatics, Inc. 
2751 Prosperity Avenue 
Fairfax, Virginia 22031 
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