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ADDENDUM TO CLINICAL REVIEW MEMO - LABELING REVIEW

The applicant has made a series of changes to the draft package insert in a series of
amendments in response to information requests resulting from review by the CBER
Advertising, Promotion, and Labeling Branch, Drs. Omokaro, Pierce of the Div. of Hematology
Clinical Review, and Dr. Peng of the Div. of Hematology Research Review. The draft package
insert submitted by the applicant on 15 October 2015 (attached) has been reviewed by me
from the clinical perspective and has been found to be satisfactory.

RECOMMENDATION:

Based on the clinical review memo prepared by Dr. Omokaro of the Div. of Hematology Clinical
Review, as edited by Dr. Bindu George and myself, and my review of the draft package insert
submitted on 15 October 2015, the BLA may be approved from the clinical perspective.



