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MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

DATE: June 5, 2018
TO: Administrative file for BLA 761079
FROM: Benjamin Vali, Regulatory Project Manager

Division of Gastroenterology and Inborn Errors Products (DGIEP), Office of
Drug Evaluation III (ODE III)

SUBJECT: Officer/Employee List for BLA 761079

APPLICATION/DRUG: BLA 761079, PALYNZIQ (pegvaliase-pqpz) injection, 2.5
mg/0.5 mL, 10 mg/0.5 mL, and 20 mg/mL

The following officers or employees of FDA participated in the decision to approve this
application and consented to be identified on this list:

Adeleye, Adewale
Barnett, Paola
Barry, Oumou
Beitz, Julie G
Borders-Hemphill, Vicky
Brunelle, Joslyn
Cai, Fang

Chen, Yeh-Fong
Chin, Stacy
Dinatale, Miriam
Dowdy, Karen
Fan, Ying-Xin
Fitzgerald, Donella
Griffiths, LaShawn
Hon, Christine (Yuen-Y1)
Hughes, Patricia
Joseph, David B
Kim, Clara
Krudys, Kevin
Lavine, Irena
Leibenhaut, Susan
Levenson, Mark
McMichael, John
Meyer, Joette M
Mills, Frederick

Reference ID: 42768889



Nguyen, Michael D
Roca, Catherine
Roman, Dragos
Smith, Kimberly
Smpokou, Patroula
Stockbridge, Norman L
Strongin, Brian K
Tavakoli, Anahita
Thompson, Aliza
Thompson, Susan
Vali, Benjamin P

Van Tassell, Maxwell
Wang, Jie

Wange, Ronald
Williams, Marcia Britt
Yancy, Jacquline
Zander, Judith

Zendel, Laura

Zhang, Weiya

Reference ID: 42768889





