(A4 )

L.

[16im0302516b0103]
WAk 2945 H 31 H

Rk 28 A E 0 & OGEMF 2R BH O3 Rk R oW 5 E

N E

=X 4 (ARG BERSBOIFEECRRFE  WHERCRRIERRI SR 7 1 7T L (A-STEP)

(J€ #E) Medical Research and Development Programs Focused on Technology
Transfer
Adaptable and Seamless Technology Transfer Program Through
Targetdriven R&D (A-STEP)

WIFEERSSiRRES «  (AARRE) BM TR OBEZ BRI E L7z Injectable cell scaffold DFERGREAER

(& FB) Non-clinical studies of Injectable cell scaffold for the therapy of

limb ischemia

WFFEBHSEHH 2 & (BAGE) 7 v BHAS4 QOL BF%ERT ArkR  $REBEn
AT &k K4 : (3% 3#B) Gunze Limited, QOL Research Center, Director of the center

II.

Masakazu Suzuki

M B 274 H1H ~ 2843 H 31 H

FRROBE (MR I8 E)
Fax

Tk, R T B %% BRI & 2 A8 B A RTE D2 R 289 5 720 @ Injectable
cell scaffold ICS)ZBHFE L., ~ U AF ML FHET VI T, O MAEFT AR & TIREEIEm
HIEN R 2 BRI AR L TV D, AP TIRERARISHICmT T, ICS fliE, Rl O\, RE
LEVEDORES, & OIEBMEIRGEZ Lk LI O R 2 AR & LT\ 5,

INETORBRNG, ICS OAYMEICEZDEKE LT, FEMEOFENREI NI LB 5070h-
T X7z, WHR 28 SR IWMEAE & feaiiAl L 72 JUBh C ICS 2 /E R L, ApE et Ad M L7, £72. A
IENRTTITREN TN D ICS 1TV T, 2 FRORERBRZITO, WL Lz Lz, &5
(ZHERRIREABR & LT, ICS ' MHEZMI CH MBI AEMRE M ESED 2 &L a2m L,

EEARRABR (A T, PMDA SEHEBISHBR OXT RS 2500, Zatk, wE, A2EiconT, B

FT =2 DOFRME, ZUEIZHONWTHFE 2T,

‘>B¥
et



We develop Injectable Cell Scaffold (ICS) to amplify the effect of angiogenesis therapy by
mononuclear cell transplantation on the critical limb ischemia and we have already confirmed
its effect on angiogenesis amplification and inhibition of lower limb necrosis in mouse critical
limb ischemia model. For the purpose of clinical application, this research aims at the
development of ICS, standardization of evaluation test, examination of storage stability, and
implementation of non-clinical studies to ensure reliability assurance.

From the previous studies, it has been found that the contribution of raw material properties is
great as a factor which contributes to the effectiveness of ICS. In 2016, ICS was prepared with
raw material optimized physical property values and production stability was evaluated. For
ICS already demonstrating effectiveness, storage test was conducted for 2 years and the change
in physical properties was analyzed. Furthermore, as a non-clinical study, we showed that ICS
improve the effect on angiogenesis amplification in the case of human mononuclear cells.

For clinical trials, we received the advice from Pharmaceutical Affairs R&D Strategy by PMDA

on the satisfiability and validity of existing data regarding safety, quality, and effectiveness.
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