
 
 

 
 
 

 
 

 
 

 
 

CENTER FOR DRUG EVALUATION AND 

RESEARCH
 

APPLICATION NUMBER:
 

213006Orig1s000 

OFFICER/EMPLOYEE LIST 



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

DATE: December 28, 2020 

TO: Administrative file for NDA 213006 

FROM:	 Nenita Crisostomo, Regulatory Health Project Manager 
Division of Urology, Obstetrics and Gynecology, Office of Regulatory Operations 

SUBJECT: Officer/Employee List for NDA 213006 

APPLICATION/DRUG: NDA 213006, Gemtesa (vibegron) tablets 

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

Baugh, Denise
 
Burnett, Friedrich
 

Carter, Lonice
 
Chang, Debuene
 
Daniels, Selena
 

Dunnmon, Preston
 
Falter, Matthew
 

Fashina, Oyinlola
 
Gassman, Audrey
 
Ghafoori, Parima
 

Guo, Jia
 
Hatfield, Kimberly
 

Hillig, Meredith
 
Hirsch, Mark
 
Joffe, Hylton
 

Johnson, Aisha
 
Varghese, Elvy
 
Joshi, Ameet
 

Kolhatkar, Vidula
 
Lin, Daphne TY
 

Lu, Min
 
Lu, Yanhui
 

McLeod-Flynn, Laurie
 
Papadopoulos, Elektra
 

Paudel, Kalpana
 

Reference ID: 4724618 



Seggel, Mark
 
Senatore, Fortunato
 

Seo, Shirley
 
Stockbridge, Norman
 

Tang, Jean
 
Theodorakis, Michael
 

Varghese, Elvy
 
Williams, Marcia Britt
 

Williams, Sharon
 
Yang, Ling
 
Zhou, Lin
 

Reference ID: 4724618 
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Signature Page 1 of 1 

This is a representation of an electronic record that was signed 
electronically. Following this are manifestations of any and all 
electronic signatures for this electronic record. 

/s/ 

NENITA I CRISOSTOMO 
12/30/2020 05:56:04 PM 
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