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Telecon Summary:  
CBER sent an information request (IR) regarding the ) results 
submitted to the BLA on February 23, 2015. MCM responded on April 9, 2015 (125563/0.6). A follow-up 
IR was sent to MCM on April 17, 2015. The purpose of this telecon is to provide clarification regarding 
the follow-up IR.  
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Telecon Body: 
CBER stated that the purpose of this telecon is to provide any required clarification regarding the follow-
up  assay IR comments that were sent to MCM on April 17, 2015. MCM stated that the proposed 
change in  specification (from  for the clinical lots to  

 for the commercial lots) is based on the results obtained and re-analysis that have been 
completed and asked for CBER comment.  CBER responded that a determination regarding the change in 
specification will be based on complete data and the pending responses to CBER’s request for additional 
information.  
 
MCM stated that they are in the process of compiling responses to the April 17, 2015 information 
request and asked to provide additional information to CBER in the form of a presentation in the next 
two weeks. CBER responded that holding another meeting to discuss this topic in two weeks is 
premature in that they would first need to receive and review written responses to CBER’s information 
request. CBER requested that MCM submit responses as an amendment to the BLA as soon as possible. 
MCM stated that they are concerned because multiple investigations are ongoing and they may only be 
able to respond to some of the April 17, 2015 comments at this time. CBER indicated  that the sponsor 
could provide written response to the comments as the information becomes available. CBER stressed 
that it would be especially important to receive, as soon as possible, a timeline indicating when the 
information requested by CBER will be submitted. CBER agreed that, once CBER has received and 
reviewed the information that is currently available as well as the timeline for submission of the 
remaining responses, future discussion or a potential presentation from MCM may be necessary to keep 
CBER informed regarding the ongoing investigations. MCM stated that they intend to put together a 
written response to submit on April 24, 2015 because the late cycle meeting (LCM) is scheduled for May 
5, 2015. CBER stated that it is unlikely that this issue will be addressed before the LCM and that CBER 
will work to review the information submitted in a timely manner.     
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