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Hi Jim:  

Could you please respond to the following Information Request (below) as 

soon as possible:  

 

Clinical Information Request:  

In the table below, which assess the T-cell immune response,  

 

For Study 102, the table refers to a "low response", suggesting that the 

measurement system might be "low", "medium", and "high".  

For Study 301, the table refers to a "weak" response and a "moderate" 

response, suggesting that the measurement system might be "weak", 

"moderate", and "strong".  

For Study 303, the table refers to a "positive" response, suggesting that 

the measurement system might be "positive" and "negative".  

What is the relationship between low and weak and positive? Is there any 

chance of standardization across these studies, for the purposes of this 

table?  

Tests  Study 101 (n=12)  Study 102 (n=11)  Study 301 (n=21)  Study 302 

(n=9)   

Human PBMC Interferon-. Responses to AAV2 and RPE65 by ELISPOT at BL, 

Days 14, 30, and 90  No T cell response to AAV capsid and RPE65  Six 

subjects with low response at single time point  Three subjects with weak 

to moderate response at single time point  Five subjects had positive 

response at single time point   

 

Source: Section 2.7.4.4 Cell-mediated and humoral immune response with 

modification Please acknowledge receipt of this email Information 

Request. Thanks 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  

 

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.  




