(A4 )

WFFERAJE RS

WFFERSEH 4 &

e ek KA

ESID TR I

5y HARFFE

PrIEiRE S

WHIERHFE Sy 1

P ik K4

[161k0201030n0003]
Rk 29 4 5 H 31 H

FOpk 28 £ ZGEHFJE B ¥ Bk R W OE E

(HAGE) ERIRATZEIRBRHEE AT FE 2
(¥ F&) Project Promoting Clinical Trials for Development of New Drugs

(AAEE) HHAME ARSI B3 23538 B 52 0 Rk A2 o — Ml
(& F&) Autologous cultivated oral mucosal epithelial transplantation for severe ocular

surface diseases

(HARE) AR SLER R RZFBEEANTER, T RE AR
Bz SMAETE
(3 F&) Kyoto Prefectural University of Medicine, Department of Ophthalmology

Professor, Chie Sotozono

Rk 26 4 5 A 13H o~ SFpk 294 3H 31 H

(AARGE) B B FE OREIE FR o — b ofld & FFEBHsE . B aiR 320 S b2
(3% F&) Manufacture, research and development of cultivated autologous oral mucosal
epithelial sheet, and support of clinical trial

(AAGE) AWEMENE N SemER IR E, fAAERRRSFAEE =&k 4 1EfF
(¥& FB) Foundation for Biomedical Research and Innovation, Division for
Regenerative Medical Product Development.

Division Chief, Masahiro Go

. BROBME (RIEHERE)

AR ED 5 BLEHEMEIRKERE & FHIN DR BRI, AR LA T AL ORIIC L HEZ
BNEEZH < L LIEBRR O A BB TR G 0T BUE AR RInRRIEN 72 0» -
Too WHIERRFEMEH O ITEAIEIR R IR B OB BIEHRE & L TR B R D ERR R — MR %
BH3E. 2002 £4£IZHEAR THIO TRARICHE) L7z, #IE2:5 2008 4 12 H £ T4 72 5] 86 Fit 24 64

1



ELTZL bR AR T 4 THEICLY, HAMEIRREEERICAHTOLZ 2L E L (BT
%ﬁﬂ%@ ABFZETIE ICH-GCP HEHLOD iR ﬁﬁ%%ﬁﬁéﬁm\t%%ﬂﬁﬁfﬁn®ﬁm\é

(BRI B D& E 13 C, Joitk E%B#omﬁ%mHQPE%®%ﬁﬁ%&LTP%E%DM
*ﬁﬂﬁiﬂi‘/“‘ NEAE A S Lo, SeESED =R A (EAEEN - (bSME . Stevens-Johnson JEfERE,
JERHE) 1B\ T, MAIREE, SR s bICREME-, & 2 CEM 3 EIRER O St
ZAERL L, Fpk 28 429 H 13 HIZ PMDA <t S (ERK) % 5EMi L7z, SEdElER B K ﬁ&:‘
5T OBMMAEEE AR PR ER o — b & Jeii R IR H o Mlaki i & o ¥ —lc CilE L,
TRBRIZ b FTRE 72 JFA B K OV - VB BT E DOt 21T - 72,

Among various corneal diseases, a group of diseases collectively known as ‘corneal stem cell
deficiency’ can lead to severe loss of vision. In such cases, conventional corneal transplantation
procedures have proved unsuccessful, and there is currently no effective treatment to rescue the
remaining vision. We developed autologous cultivated oral mucosal epithelial transplantation
(COMET) as a novel treatment modality and succeeded in the transplantation for the first time in
the world in 2002. As a preclinical trial, 86 transplantations for 72 cases were performed, and
our retrospective study of those cases demonstrated the remarkable efficacy of COMET for
treating severe and devastating ocular surface diseases. In this project, based on our previous
results, an ICH-GCP-compliant clinical trial was formulated and subsequently approved by the
Japanese Ministry of Health, Labour, and Welfare as a prospective human stem cell clinical
study. During the period in this project, thermal and chemical burn, Stevens-Johnson syndrome
and ocular cicatricial pemphigoid have been treated using COMET as advanced medicine B, and
the results showed COMET was effective for booth corneal reconstruction and conjunctival
reconstruction. With regard to clinical trial, the PMDA consultation was conducted on
September 13, 2016. All COMET sheets were produced at cell procession center in the
Foundation for Biomedical Research and Innovation. As a non-clinical study, raw materials,
production system for cultivation and the methods for quality assurance were investigated.
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