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Proceedings 
 
FDA expressed appreciation for the follow-up data on survival on three of the ten subjects with 
potentially informative censoring.  There was brief discussion of a new sensitivity analysis proposed by 
Amgen.  FDA did not endorse the analysis, but stated that Amgen should conduct whatever analyses 
they think will be informative.  Amgen expressed their intention to submit the analysis to the BLA and to 
present this sensitivity analysis to the Advisory Committee.  At FDA’s request, Amgen agreed to submit 
sufficient details of the sensitivity analyses so that they may be reproducible. At this time, FDA does not 
intend to reproduce these analyses.  
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