(A4 )

L.

W52

WF5E

[16bk0104044h0002]
YRk 294 5H 30H

TRk 2 8 R EFEMFER KR WA &

EAfEH

% 4 (AR BAEERFEMERESE

(3 EB) Research Project for Practical Application of Regenerative Medicine

BRZSHRES ©  (HAGE) HIEOAREIIHT D iPS fMlahE sk Limiins — MBEORRE Hfs L=
i B AR TR O FEFALAFSE
(€ FB) Translational research for clinical trial in severe heart failure

with iPS cell derived cardiomyocyte sheet

PAFEHRYE  (HAGR) RIRRFPRFEETRIZER 2% 3% 5

e &k K4 (3% §B) Professor Yoshiki Sawa, Osaka University Graduate School of Medicine

e

ES

II.

Wi M R84 H 1A ~ FERE2943 H31H

FRARDOHE (MIEHTFRHRE)

WFEBHRIRE LI L o ME D HE

Fi3c

ABFEIL, FABARSE iPS MALAFZERT (CiRA) 2> SRt & 7= HLA AR iPS L 2 v
T Z @RI EFFES LUK ER &R L, R0 AREETZ xR E LT, iPS
R R ORI S — B OIRBRAFEZIT ) 22 HE LTS,

AR (RIRRFRFEEEFZJIER - DI E AR5 E) . B BRH T
2 ([F] - SeEsp MRy R i) . (88 1A FHTEEdz (IR - Dl & S R/ G B
PP AERR ) | FERRFE LR T HEEER (R - ARG R i) | (S 1T
By (7] - DI A SRR EE) & 1%, BB HLA O 6 JFERE R — BB S L7z iPS
Atk Z W, 74— X —T7 ) —DOREREE VAT M TLHMRICEFEESE, B
BHET A0S — N 2 TERL ST, iPS HIBARIE. MR LIS EA RSN R R D
ZEBHBNTWDN, eI N—7"TlX, HED T A 0 iPS MRz x LT, Ol

1



M~ DSCFE DR R « ZEMEDOREf 21TV & MRRICHE I TRE 2R 2 IR L |
R ITIE O R L 21T > T2,

BIRLU7ARICHOWNWT, v AX—B AR T 2B L. ZRZHWT, BiFEERE LT
IR RIS o — DICHES & | MBI 2 500 in vitro ZRERER
ZITH L & HIT, in vivo ~OBMEIZ X 2 EMOLZ MR ZEITH Th 5,

L

This project aims to apply for the clinical trial that treats for severe heart failure
using iPS cell-derived cardiomyocyte cell sheet.

Headed by Prof. Yoshiki Sawa, we successfully created cardiomyocyte sheet under
assumption of clinical use. Human iPS cells of healthy donors with homozygous HLA
(human leukocyte antigen), which were offered by Center for iPS Cell Research and
Application, Kyoto University, were cultured using a bioreactor of large-scale,
feeder-free and three-dimensional culture system. During cell culture, iPS cells were
differentiated into cardiomyocytes, and were created as a cell-sheet that beats
autonomously. It is reported that differentiation efficiency depends on the strain of
1PS cells, so we screened iPS cell lines that differentiates into cardiomyocytes
effectively, and optimized its culture condition.

Master cell bank (MCB) of selected iPS cell line was prepared. Based on the
package of non-clinical safety study plan, we are conducting in vitro and in vivo

safety assay including cell proliferation assay and cell transplantation assay using
MCB.
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