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Dear Kim, 
 
 

To follow-up in regard to your question we discussed via a telecon today, the definition of n in the 
tables of the PI would depend on what n is being reported in each table.  For example: 
For Table 2,  n=number of subjects who reported the adverse reaction listed. 
For Table 3,  n=number of subjects reporting tape irritation. 

Please verify that the definitions for n and N are accurate. 

Thank you, Betsy 
Elizabeth J. Valenti, MPH, RAC (U.S.), REHS/RS 
CDR, USPHS 
Regulatory Project Manager 
Food and Drug Administration 
Center for Biologics Evaluation and Research 
Office of Vaccine Research and Review 
Division of Vaccine Research and Review 
10903 New Hampshire Ave. 
Building 71, Room 3210 
Silver Spring, MD 20993-0002 
(301) 796-2640 
Main Fax # (301) 595-1124 
eFax (301) 402-0004 
elizabeth.valenti@fda.hhs.gov 
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