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Hi Jim and Paul:  

 

Please respond to the following CMC Information Request by next 

Wednesday,  

September 27, 2017. Please acknowledge receipt of this Information 

Request email.  

 

Spark BLA 125610  

 

CMC Information Request:  

 

1.  

Please reset the acceptance criteria for the ‘In vitro relative potency 

of  

 assay’ used in Drug Product release to  

considering  

the  data from all lots manufactured to date. There is no  

clinical/manufacturing/comparability data to support the proposed  

specification limit .  

2.  

Please provide verification reports for the following compendial methods 

to  

show suitability of the methods for rAAV-hRPE65 Drug Product Release:  

a. Test for Particulate Matter:   

b. Extractable Volume:   

3.  

Please provide an update to the ongoing validation studies for the ‘In 

vitro  

relative potency of  assay’ that is used for Drug Product  

release.  

4.  

The PPQ lots (  DP) were put on stability studies in November of 

2016.  

The 3-month and 6-month real time stability data were submitted to the 

BLA.  

Please submit the 9-month real time stability data to the BLA when 

available.  

Please note that the expiration date of your product may be based on the  

available real time stability data at the time of approval, if approved. 

Please also  

note the expiration date may be extended through BLA supplements with  

additional stability data.  

Thanks,  

 

Nevitt  
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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.  

 




