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Mr. Ammons, 

Good morning. One of the reviewers had the following clarification requests related to NGAM-01: 

 
1. Table 27 of the protocol, pg. 117/11678: 

a. The value given for “Any AEs” is less than the sum of the sub-rows for columns 2 (Children), 5 (3-week 

schedule) and 7 (Total All Patients). Please provide an explanation. 

b. Please distinguish the difference between the numbers in bold and the numbers that are not in bold. 

 

 
2. Please clarify what the values provided in table 14.3.1.10, pg. 1683/11678, represent: 

a. Please distinguish what each of the three values (#, %, #) represent for each column. 

b. Please clarify if a value represents the number of adverse events or the number of patients. 

 
Please provide a response by May 29, 2015. Thanks for your time and please feel free to email or call me if you have 



any questions. 

 
Chris Hooban 

Regulatory Project Manager 

OBRR/CBER/FDA 

U.S. Food & Drug Administration 

White Oak Building 71, Room 4257 

Office: (240)402-8376 

Mobile: (240)762-2266 

Email:   christopher.hooban@fda.hhs.gov 
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