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In fiscal year 2016 (FY2016), in addition to the pharmaceutical affairs consultation on R&D strategy regarding
nonclinical safety test, we completed the face-to-face consultation with PMDA on the protocol for the clinical trial
(trial phase 1) of iPS cell derived-platelet allotransfusion products. Megakaryocyte cell lines for clinical trials were
successfully established from YZWJ strain, a 1% ranking homozygous HLA haplotype iPS cell stock clone
manufactured by CiRA. A master cell bank was produced and was subject to safety tests of virus and others by
testing service companies. However, megakaryocyte cell lines derived from YZWJ strain were determined to be
unusable in clinical trials due to a manufacturing deviation event of the strain. Therefore, the overall development

became evident to be delayed for 18 months or more.

Main achievements in FY2016:

(1) With respect to the culture, platelet release and purification processes applicable to production for the Phase I
clinical trial, manufacturing process protocols were determined using the research-use megakaryocyte stock, and
the face-to-face consultation with PMDA was completed.

(2) Clinical trial phase 1/ lla protocol was fixed, and the face-to-face consultation with PMDA for the protocol was
completed.

(3) Production of master cells from the clinical trial-use megakaryocytic cell line was completed (due to the
aforementioned reason, determined as of nonuse).

(4) We published papers on novel drugs used in the manufacturing process, the platelet GPIb-alpha cleavage



inhibitor KP 457 for maintaining platelet functionality, and thrombopoietin (TPO) mimetic small molecule drug
TA-316 as a recombinant TPO substitute.
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