
BLA STN: 125781/0 

Applicant: Sarepta Therapeutics, Inc. 

Submission Receipt Date: September 28, 2022 

Action Due Date: May 26, 2023 

Proper Name: delandistrogene moxeparvovec-rokl 

Proprietary Name: ELEVIDYS 

Indication: Treatment of ambulatory pediatric patients aged 4 through 5 years with 
Duchenne muscular dystrophy (DMD) with a confirmed mutation in the DMD gene. 

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

1. Emmanuel Adu-Gyamfi, PhD, CBER/OTP/OGT 
2. Atul Bhattaram, CDER/OTS/OCP/DPM 
3. Lilia Bi, PhD, CBER/OTP/OGT 
4. Dennis Cato, CBER/OCBQ/DIS/BMB 
5. Theresa Chen, PhD, CBER/OTP/OPT 
6. Benjamin Cyge, CBER/OCBQ/DCM/APLB 
7. Rachel Duddy, MS, CBER/OTP/ORMRR 
8. Maryna Eichelberger, PhD, CBER/OCBQ/DBSQC 
9. Denise Gavin, PhD, CBER/OTP/OGT 
10. Varsha Garnepudi, MS, CBER/OCBQ/DBSQC 
11. Christine Harman, PhD, CBER/OCBQ/DBSQC 
12. Andrew Harmon, PhD, CBER/OTP/OGT 
13. Simleen Kaur, MSc, CBER/OCBQ/DBSQC 
14. Shiowjen Lee, PhD, CBER/OBPV/DB 
15. Jiang Liu, PhD, CDER/OTS/OCP/DPM 
16. Heather Lombardi, PhD, CBER/OTP/OCTHT 
17. Anthony Lorenzo, CBER/OCBQ/DMPQ 
18. Carrie Mampilly, MPH, CBER/OCBQ/DIS 
19. Peter Marks, MD, PhD, CBER/OD 
20. Melissa Mendoza, JD, CBER/OCBQ 
21. Narayan Nair, MD, CBER/OBPV/DE 
22. Tao Pan, PhD, CBER/OCBQ/DBSQC 
23. Kimberly Schultz, PhD, CBER/OTP/OGT 
24. John Scott, PhD, MA, CBER/OBPV/DB 
25. Vishnu Sharma, PhD, CDER/OTS/OCP/DPM 
26. Abigail Shearin, VMD, PhD, CBER/OTP/OPT 
27. Rosa Sherafat-Kazemzadeh, MD, CBER/OTP/OCE 
28. Ramani Sista, PhD, CBER/OTP/ORMRR 
29. Sukyoung Sohn, PhD, CBER/OTP/OGT 



30. Lisa Stockbridge, PhD, CBER/OCBQ/DCM/APLB 
31. Brian Stultz, MS, CBER/OTP/OGT 
32. Triet M Tran, PharmD, CBER/OCBQ/DIS/BMB 
33. Cong Wang, PhD, CBER/OBPV/DB 
34. Xiaofei Wang, PhD, CBER/OTAT/DCEPT  
35. Nadia Whitt, MS, CBER/OTP/ORMRR 
36. Iwen Wu, PhD, CBER/OTP/OPT 
37. Lei Xu, MD, PhD, CBER/OTP/OCE 
38. Carolyn Yong, PhD, CBER/OTP 
39. Boguang Zhen, PhD, CBER/OBPV/DB 
40. Hao Zhu, PhD, CDER/OTS/OCP/DPM 


