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Dear Ms. Wellman:  

 

Please provide a response to the CMC information request below, by June 

29, 2017, if  

possible:  

 

1.  

Please help us locate the following information in your BLA submission:  

• Complete, annotated sequences of the plasmids “pAAV2-hRPE65v2”,  

“pAAV2PKv2”, and “pAD2HPv2”.  

2.  

Please clarify the relationships and differences between the “PPQ 

Acceptance  

Criteria” listed in you submission “3.2.S.2.5 Process Validation and or  

Evaluation, Table 2-Table 9”, with the “MPR range” and “Filed Range/BLA  

range” listed in your submission “3.2.S.2.6 Manufacturing Process  

Development, Table 30-Table 31”.  

3.  

Please provide a detailed plan of the continued process verification 

studies  

mentioned in 3.2.S.Drug Substance: 3.2.S.2.5 Process Validation and or  

Evaluation, including a study protocol, proposed production scale, and 

the  

control strategy for manufacturing process.  

4. Please provide a detailed plan of the continued process verification 

studies  

mentioned in 3.2.P.  

If you have any questions, please contact me at 240-402-8269 or by email 

at  

 

Nevitt.Morris@fda.hhs.gov  

 

Nevitt  

 

Nevitt Morris  

 

Nevitt  

Morris,  

RN,  

BSN,  

BS  

Consumer  

Safety  

Officer  

Office  



of  

Tissues  

and  

Advanced  

Therapies  

Center  

for  

Biologics  

Evaluation  

and  

Research  

(CBER)  

 

 

U.S.  

Food  

and  

Drug  

Administration  

Building  

71,  

Room  

4207  

10903  

New  

Hampshire  

Avenue  

Silver  

Spring,  

MD 20993  

Phone: (240)  

402-8269  

Fax: (301)  

595-1303  

Nevitt.Morris@fda.hhs.gov  

(Unsigned signature field (Click to sign)) Signature field is unsigned 

 

 

  



THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS 

ADDRESSED  

AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND 

PROTECTED  

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person 

authorized to deliver  

the document to the addressee, you are hereby notified that any review, 

disclosure,  

dissemination, copying, or other action based on the content of this 

communication is not  

authorized. If you have received this document in error, please 

immediately notify the sender  

immediately by e-mail or phone.  

 




