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Following introductions, FDA stated that they needed some clarifications regarding their 
processing: 
  
1.                  FDA asked the Sponsor if plasma is added to the RBCs. The Sponsor 
stated that  ------------------------------(b)(4)-----------------------------------------. FDA stated that 
they have to specify in the BLA application what surrogate they want to use –       --------
------------(b)(4)-------------------- and validate acordingly. 



  
2.                  FDA asked the Sponsor the centrifugation speed they use. The Sponsor 
stated that they use (b)(4) to precipitate the RBC fraction.  
  
FDA stated that if they are planning to use the ---(b)(4)--- surrogate they don’t need to 
demonstrate the effect of --(b)(4)-- and centrifugation on the distribution of 
microorganisms in the surrogate sample.   
  
The Sponsor requested additional clarification regarding points 7, 8 and 9 related to 
sterility information, requested in the AI letter dated October 28, 2011. FDA provided 
adequate clarification. 
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