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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 December 1, 2020
To Administrative file for BLA 761171

FROM: Rebecca Cohen, Regulatory Health Project Manager
Division of Oncology Products 3, Division of Regulatory Operations for
Oncologic Diseases, Office of Regulatory Operations

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

Ayalew, Kassa

Barone, Amy

Biable, Missiratch (Mimi)
Borders-Hemphill, Vicky
Candauchacon, Maria
Carroll, Virginia

Cuff, Althea

Diggs, Felicia
Donoghue, Martha
Fahnbulleh, Frances
Fedowitz, Michele

Ford, Latonia M.

Hallett, William
Lalmansingh, Anika

Li, Xiaoxue

Li, Yangbing

Lowery, Ashleigh
Marur, Shanthi
McWilliams, lan

Reference ID: 4710086



Mena-Grillasca, Carlos
Nguyen, Robert
O'Donnell, Susannah
Pallavi Mishra-Kalyani
Pierce, William (CDER)
Qiu, Zhihao Peter
Roelofs, Brian

Wu, Yun

Zhao, Hong

Reference ID: 4710086
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REBECCA L COHEN
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