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B4R ERELHE, (Asian Cellular Therapy Organization, ACTO)
Fr2019 £ 11 A 7 HZE 11 B 9 B HAMLRETE RN a R
4048 €% (The 10" Asian Cellular Therapy Organization Meeting) °
FEEE T4IMEE Y k3K (The future of cellular therapy) - &%
TR T ANHEED® MR MEE  (hematopoietic stem cell
transplantation) ~ AR CAR-T HHR AR - HAEBESMAIIE
s > DU BRI e AR R ER SRS - EF 8 FEAERE
E¥E(F "Panel discussion Regulation of Cellar Therapy  EZZRA -

A EEFE BRI AR 2 B R E BRI -

FEHHEAXER TR E AR RN TSR
BRI EREEER - AU N EEREEERRE A ER L
AR BEEEREY . RS REENaFESREZERE - KE
55 S HZR S IIERE RS 2020 S S5+ —Erl I aREas e = -

RESEE « TONANPE A4S, (Asian Cellular Therapy Organization,

ACTO) ~ 4HREIEEE ~ CAR-T
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=~ HIiS KB

S B R R A R T A R AT A e R
TS - BTN AR R TR I A AR E TR
ST - IR RRNERE  FER AR S RATAI0RE - &
— S B R R -

FEroltlE - BAEBREEMRAFREZZE - toNHAeEESE
(Asian Cellular Therapy Organization, ACTO)R 2011 4EFRIL ¢ &
& B - B - wBE - PR - Frings ~ B - HIE -~ Sinhr - 9H
B ~ R A HIESE 13 (HER 2 EEBE RN - HHE R
WA a2 FREEEAE - BN EMDEESIRT & - BT
ACTO EREHHATIREEE (Akihiro Shimosaka)f@HE(E - ACTO H4F
RIS - IO & BRI R - S 2019 11 H 7T HZE 9 HAEEH
AANRERITE T+ E M6 BRI 3 (The 10" Asian Cellular
Therapy Organization Meeting) > FREFARADAR I AR (The future
of cellular therapy) - KEBEEEZEFRATSE  WRSEIEHE
H - ARSI EEREET O R - AR GRS HEHE A
R EYIT TPane] discussion Regulation of Cellar Therapy ; i

SN IHEE B SR I S  R R E B -
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HEA
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2~ GREEEE

BHEmNAEERESEE (The 10th Asian Cellular
Therapy Organization Meeting) JY 108 &£ 11 H 7 HZE 9 HFYHA
FUBRERT - & R 3 K A HEARH R e & B ~ B S 2EH

FAL 150 NEEE > ZEE T HICERZAREK (The future of
cellular therapy) ,’ SiEst2MiiskaEiEsk -

EIMmErAEE

BEEE Mt RSB B BT AT A
(conditioning therapy) @ —f&EE UEE@(E%@%&W%@L@/D
B KERMABEAENBRETLEYRFERAESRE
(myeloablative transplantation) EE[EE52E B MMM HE
(reduced intensity stem cell transplantation, RIST)  fEHEUZH
Fi% > R R RS M ErARE R 2w AN S Erdiie S 517
P EREAHBNGER ~ b - EREEMARS - & 2~4 BANFEES
o HEER(EEE R 500/ME B I - [EIREE A EER M A Bk R A RE T
(G-CSF) HfnzZRH MmERAYEE - ZEESAEI AT HUBREEY) 41

cyclosporine ~methotrexate ~ FK-506 B PR 4HREEKEHE (anti-



thymidine globulin, ATG) DU SEEEAEIERIELERE (GVID)
S e
| JERAE Kai-Yan Liuv Efzieds T E HLA FoAl 5 &S M
FEf%FE (Haploidentical stem cell transplantation, Haplo-SCT)
ZESAMBKAERRE (G-CSF) I EHMRAIIERES (ATG) & |
TR - BRSNS — P ENEESHIIEEE  KICY
BEHESR7EEYE (matched) EEEIAYIE (mismatched);
RIBIEE IR T &y RERE (related) BAZEFRJE (unrelated) °
Haplo-SCT 2 BEIEAYEHE HLA SE2&r B bkt R 213k
FREBNEEFREMIGEIT » EBRM MDT  (matched-
unrelated donor transplantation) UCBT (umbilical cord
bloodtransplantation)fHELAFEMEERERIRGR - HRRBETTE
MR AT » FERE Haplo-SCT &SR A S RSB AR - (LA
AMRERZIERY 60% - JEEXAREEHY Haplo-SCT AR EFE ST G-CSF A ATG
(Bl 1) - ﬁ?ﬁ%ﬂﬁ%ﬁ%ﬁ%ﬁ@%ﬁ&%ﬁ%ﬁE’\]BEIJJ’—?E (E2)-
WHE—2K BB LA B & EAVIREE S > 8545558 termination of
“Donor Shortage” is the beginning step for HSCT to cure

gveryone °



{oemy

-NS° G-CSF+ATG based Protocol--Beijing Protocol

G-CSF Sug/kg/d

jle] i sl

Patient VIG VIG IVIG
ATG 2.5mg/kg qd

CsA 1.5mg/kg q12h

MMF 0.5g q12h G-CSF Sug/ka/d

-

109 8 -7 6 5 4 -3 -2 -1 01 02 +1 42 43 4 45 46 47 48 49 #10 +11 +21

I ] I I I W | 1 a4 1
Cylsg/miqd BM PB MTX  MTX MTX
Yeiely qMNC6-8x10‘/l<g 10mg/m? 10mg/m? 10mg/m?
Ara-C Bu0.8mg/kg MTX
2g/m?qi2h  q6h 15mg/m?

1 JEETAEEH) Haplo-SCT &R (BEEREH)

ﬁ © Combination of G-CSF and ATG made Haplo-HSCT

. _ 70-90%
£ [==F  o9% HEE N
s s
E § 28-43%
[ = 3
H z - B
S
Early regimen  G-CSF+ATG protocol
Improving Engraftment Decreasing GVHD
¢ blood 2009 the Huang grounin Beiing firstapplied
; (i CSI -priming of unmanipulated hap-
Velardi A, Blood. 2013 lotdennical blood and marrow grafts and mien-

2 Haplo-HST A2 FF G-CSF J ATG HYEER (sE&REH)

BABERIAIE BRI E S MErIRRELRR - &
AR R SRR ERNEE TR - B8 2 NERAIEE
B ERERTY - € 1983 FESTRER 7000 UBENRA - &

9



EAEMBAEBEESR LA (Taivan Blood and Marrow
Transplantation Registry, TBMIR) » % ZETIHY 2004 &£ > HE
IR S B E A S 1S - TR W/EA L = w BV e ¢k
%80 0 B 7 2010 FEHEER R - E{LRFIIEMERN SRR A > 7E
HERO RTINS -

BERZAR 4410 (EiE MBI A EE T - B RS MmErdiEE
i 42.8% (n=1888) » X EFEHBEI(GHY RIS ES
26.6% (n=1173) » F2RE HLA Z2 )& S sB IRk B (RAVE AR AT

ERARERETEAS 22.7% (n=999) ([& 3) -

(i

ZMEBEMEAMAE (Acute myeloid leukemia, AML) 2 EEE
MM E A RAVEIERE - 281 FiEE B RS merdiiet
fEiE RAVEEE (B R ENE AHEESHIHEN AFRER
50 5% (40.4%, n=1763) o 7 FHEERSFERITH - B S MEriE
BHE Ry 57.8% - EREBIMEAISIES 41.4%;7 FHREEET
H > EEEMBSAEIE & 38.2%  EEEMRAREtiE K 39.6%;7
FERIEEBFEREIZET"R (non-relapse mortality) JFiE - BRI
RS TE R 15.1%  EEEIMErAESIER 34.4% B nESEE

HER ER IR R EPZER -

10



TEE > BE4IIEREREZ (MV infection) DAK B HIFFKRE
HEMEE(L (reverse seroconversion) MERKAFRIE(L » FiEtE
RE EEEAERVES. -

Taiwan BMT registry:
Recruiting number and HSCT type

o 2013 1e
- Auto = Unrelated donor
N 481 4938 561 591 483 So o =
matched related
donor

Tavwan BMT Socety 2019

& 3 Taiwan BMT Registry : &@RiEm ABIH KEEERE (5%
)

KEEHER William Fibbe HiZixEMEEE AR
(Mesenchymal Stromal Cell, MSC) HY'&EHZ o MSCIRE IR HHE
JERRATRE - BN S TIReEr4IRE (multipotent) @ 88 &E {bRAHEHT »
BRE ~ BF -~ BN~ 1A L BRREESE - MSCRIIIERE ¢ (1)
BRE BNENBEYE (2)FRIRIREDUR 40 CDI0~CD105

BB (4)BEFREHEIHITIEE - MSC FERRBRE

11



(IFN-7 , INF- @ ) E#oR(E > EMRERHPTEE R K ERTEHZER
S E - Dz ?Jﬁﬁﬁ%ﬁ?ﬂ%&iﬁﬁiﬁfﬁé’]

+ CAR-T JHRGRRAVERE

H 2017 FEE] FDA Z(FCAYE#E CAR-T (chimeric antigen

wf

receptor) #Efh tisagenlecleucel (Kymriah®) &fe{BaME/ HEME
B 4ffgEtEMEEAImR (B-All) DIKR®E 2,3 G5 MEaRE
Y2 TEE MR B AR (DLBCL) - HARWFEER CAR-T V1%
e T HARIWCOKZ Koji Tamada SBERIEEIHESR CAR-T ZEWHR
RAVESTE B IRV IE A EEIR - (E2 A —EfRE] - 21 - 1 ERR
MRME FEER R WIS R LB E RS MR A 2 (5 M anti-
CD19 CAR-T GHFZEZ|SEE4REE (complete remission, C(R) > Zi&
A —HERST RSN - ARG HEES 3. HATHY CAR-T 28
MHEBRENS ERE SREAMBEREESEIE (cytokine-
release syndrome) MEFHM ;4. BREAHREELFHEN QP BEE
FESIET

Koji Tamada EEFZRIMIFEERAA S HIHT—HEY CAR-T £iig - £

CAR-T 4HFE ™) IR interleukin-7 (IL-7) HICCL19 - BESHER

12



T E SRR RRE « IERUiIeS - WHE(E T diiEBEI=iERE
HHREsRZZHUERERVRER (& 4) -

Generation of CAR-T cells producing IL-

7 and CCL19
CAR
2A: auto-cleavable o CAR
linker sequence -7 oo £ )
” [ ]
-7 l ° CCL19
CAR-IL-7xCCL19 Teell

pecton 2A survival
T cell/DC

accumulation

T cells transfected with
CAR-IL-7xCCL19 vector

Conventional (7x19 CAR-T cells)
CAR-T cells | Not detected

| 1o can s ——ﬂ

'mi
400 tpe/emi) Production of IL-7 and
e | CCL19 from CAR-T cells
onventiona ccug
CAR-T cells | Not detected 3

[mg e _— }

0 S0 100 150 (pg/ml)

K. Adachi et al. Nature Biotech. 346-351, 20128,

4 BUEHTET DI interleukin-7 (IL-7)F1CCL19 HY CAR-T 4Rt

(FEEE®)

=~ HfEREAR
HEBEHABIUIITHREANEEZLEEERSGESHE
(Pharmaceuticals and Medical Devices Agency, PMDA) HY

Daisaku Sato f1-40= T HARSHD &E AR K HE - HARS 2014

13



£ 11 B 25 HEHlEEEEREZeZE (Act on the Safety of
Regenerative Medicine) » MREHNDEE L B S REEEIRITIT ;
HEET B g B M TIEAGEE mA  HEERERRR L (8
fEZE# L) (Pharmaceutical and Medical Devices Act, PMD Act) °
HUARR SRHYBE SR Ao AR S AR G ey e ol M bs T A B E
oy HE e
H AR AR S EET L E @ T (B 5) - HER

ZATERET HEEERERENT A T BERRLSE  FHE
DB s S 2Tt e R Y - DABER EEEHY B4 0 4R (RN EIRTZR
TR~ BT ER BRI RE (class IID)~ H (class 11D~ &

(class 1) Efg - Bl eHEEZEEITRIEEES (Health
Science Council, HSC) AZE - [ERFt & ERAH HSC FtiiE bl
ST G L PR ER MBI ERT 4R - J0tE—2K > DR
EIEE ~ BT VETTE RS MR @4 T E RN
BRI - MAREERT BT  EMRERELE -

ISt HAEBREEGRIRE " ELEREEIA D Act 0 2
R EL TR ER RSN ERSCEFE R ET &

ERAHEAEBFEELEN ' A RE KRS & AR

14



(Conditional and Time-limited Authorization) ; (& 6) » HIHE
mn b 6 A F2 TR BRI e e Ve RE PR BUE - T B Bk i
HISE T ARV - EFFTERAARR 7 FR5EH ETHRERN
Bz WIRR e BREE R EESEEFHEER e W
REENBAPRAI R R BT 7e e R LIS R BT - s H ]
s o ma e H BTE 8 — A R KRV BT E - 40 2015
% EHY Hear tSheet® ~ 2018 FEAZERY Stemirac inj®k 2019 4%
AERY Kymriah® o

RN e BREE fn Z HEPRIE T - AR 2015 4 4 HiE(T "5k
B E %t (Sakigake Designation System) > HiEERHFRE
B oL o A A BB IR E B M se B U8 £ - BE
7 (Designation) ZEMBAIE 1 HANAERENEAGEE
(diseases in dire need) ZEEdn @ BGZIEINGEE GE L BIFE
& (innovative therapy) ; 2. B ERBISANEE » AFHAELT
FAEE ~ HEE 3 IRIRIRER IR B F Bl EG PR 5\ B TR A B R
(Prominent Effectiveness) ZEEhn° BRA " JolBIEE 4% | AUEEE
FoREFRURi S PEEE IS » MR ERAAES - ZERCE Y - EFE © B
) (EEEEH2EAEES 1ER)  BREE (FEFHEH 12
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ER%ERE6EA) F

A GRS ST e T - -
Two Acts Regulating Regenerative Medical
Technology & Product (2014 ~)

Regenerative Medicine

Production and marketing of
regenerative and cellular
therapeutic products by firms

All medical technologies using
processed cells which safety and
efficacy have not yet been
establashed

r .
.y —._Enacted on =
‘ 25 November 2014 =
,.V 1 \ vazs
v, \ _
\ The Act on the Safety of The Act on Pharmaceuticals and
& Regenerative Medicine Medical Devices (PMD Act)
\. Medical Care or / Commercial Product
\Academlc Research Purpose, Marketing Authorization Purpose

M Mm4m
5 HAR 2014 £ 11 A 25 HEEWEFEEERNEHEER

(FEEEH)

16



Conditional and Time-limited Authorization
of Regenerative Medical Products

Conventional Regulatory Approval Process

Clinical Clinical trial
research {Confirmation of efficacy and safety)

Re-Application (or Expwation)
within max. 7yrs

Clinical | Weh®

Relief system

Regulatory System that Facilitate Early Patient Access

6 Conditional and Time-limited Authorization (EEEFEHR)

g~ ERRERE

HEREE SR ERECKEN Yukiko Shinya BISH&HEH
FE B AHBAHRA < EEin Z (EERRE - M S E B AR E X
M BELRITEHEREN (Medical Fee)(EfE - ABERERMNE]T
B B S B R R M VR E R A Em it - BEIEEE
2019 £ 10 HVEEEAEWEEE I E R - Ay I IEE ST B R 7T
LV HSE (Temcell HS Inj®) EA 8TEHE - A7I7V 7

£ (Stemirac Inj®) {EF&E 1496 EHIE -~ Kimriah®BE& A 3349 &

17



HEMK2Z7 YT VEE (Collategene Intramuscular Injection
4mg®) EF&F 60 BHIE -

WA E EEL B KA EERERRER
= material” ZBE" technical service” ([& 7) - AL EEIEES
WER material” - EERBUENITHERAVER  REIREE
7 technical service” -~ HERBHMEWE = E WK
# o7 material” 1" technical service” AYEMHEFIERE > 1#
R material” - BREEIFERITTESMAR - BEMEGEE(ER
B AR S HERRTTER - s Em#E R “technical
service” - EERENEINAK - NEEEERES - BN EH
RHEEER - KBS ERETHE (B 8) -

AR A ER R ERGERNSERRNE - ZAEER BT
EEE AT ERIREE ST & L ERAVAIEE - iEs] EERKER
FEHER R AN S EREmE T ESEN » FrlE iREHIERA
FRAZAEHVREENE] € B RS HVEEAE - ERETERH TRt
(e ERe  (Central Social Insurance Medical Council,
CSINC) R - MfFI7E ] E 4R S A0 BE A BRIt EEE T — 2R
BEEL | SRS E RS EFEEERE 2. BIEE

18



RAIRE SR e R AR R ERIEANE EENEE
BERRAE 3. B E Tt I KA E e 1L —(ERT R ERIE B
BB RTEfEESR 4. BRI R HIE&ROER 4 TR 4

%5 pharmaceutical EEmoRHIE 28 A YA B 4B &8 v J (B R A -

7 BESMHNERFIEESE FEER)

19



Characteristics of pricing for special treatment
material and technical service

(a8
% Special Treatment Material @& Fee for technical service“ .

Evaluated as 2 material itself Pricing rule is not open to public
Pricing rule is open to public Not taking in account for the business profit

Evaluation of price every two years No regular re-evaluation
Manufacturer has chance to Revaluation process based on the
express their opinion for the opinion from academic society
price

B 8 ” material” FI” technical service’ HIE(EEIVEM (5

EEH)

i~ AR RV SR
AR Gz —(E TR a R A ZEES - HAE
NREZBRARSEEEEIA - HEEE - Frii - B - FE AR
E’ﬂfi%ﬁiﬁﬁlﬁﬁ—ﬁlﬁl%ﬁ%‘%éﬂiﬁ@fﬁ%%%ﬁ - B BEBRED
(advanced therapy medicinal products, ATMPs)HYGMPZEK - H
BEANRE AR AR S TE ) CD34+/MSC H B4 SRR -
RERSZEENERBN - BEZ PICS/GP €& - RItHRHA
PICS/GMP TE/RIREIEEmBIEZ FOK - RIBLER - ATMPs {4 LAZEm

B H ATNPs Z BUSTRHKAE PICS/QUP Hi& - fE 6% - Hioe 24

20



SR AR BT & N BB M BIRESTRI(GTP) » S7E
R e ~ TFERIAT G e S TE s - B - ISR BRaRy
24 VRIS - 72 E BRI SRR A T R R R B
B (RISBERRE LSS - RAEREER - B/NRIERE - MRS
BRI SRR B RE AR T EAE - B AT S B
HAARE LI - AR - SR 638 T E [
U S RRES BT » 34 NI T M F S B R A BT - (I B

i

FEHFTE VAU ARE o A iR B RREE RN e FA Efem
B ZEHEHREE - 58 BEIDAE 6 HAMWAEK
BREERTET - (D34+ K MSC A HHVIIDEREEN - NMFE
WEAFTBHI < EFEE R E Y - BB T T E R AR ]
BT AR PR ER IR B - BeffT o] DATE 12 Lo iR A B IE R B R Rl
WM E R » (A E BRI R R IR 5 e FF R
EERE S B

BUEE RIS ATMPs 135 A A6 ¥ 8% o (Gene  therapy
medicinal product) ~ BBHHMIEEEE K (Somatic cell therapy
medicinal product) Sz 4H &% T f2 E &= (Tissue engineered

product) > BXEE ~ BB RO AR &=~ investigated ATMPs FE

21



% OMP Ak &T > EEEAAFEIEE] investigated ATMPs (RIBAEIFREAVE
H (AT ELEE B AT BEIFETT) » AR ELEEE 2SS GMP B

& o HARFZRTZER investigated ATMPs {8 BRI AR

Ty
St

{5580 (Good Gene, Cell & Tissue Practice @ GCTP)ZRERME

&r

a

5% - HAST A GCTP b QP EA Y - BERES RIS EF A
B EEE BB N IR 0 (in-house  CPF)E(H]
TR RSN AHREEREE L0 (contract -out  CPF)#EFTHIREREEE » FT
4 CPF #FERFE MHLV 573789 GCTP #dt - FERAFRFR TR ZE S
WEEE RS T —EERKTE P 1R - EERERTIERE
B investigated ATMPs > fARTHE R A SRR/ - BUREH R
A QP #RE - EEEEHEESN  MERBERFSERRK
A E A R HZRERY FDA ZREHE - RHREMBUNENEE g%
K754 hospital-established GMP - 55 » H AR AER AR EE
DT QPR E/NEME (Minimal manipulation) @ H ABEERIG
y—E4y - TIE IS E S HMERRAAE - 55 - (D34+/MSC Bz
(HRRFELLE E R T LT BUE B REREITEE  JEA
&5 B Y FyiEe BB R -

22



A~ S E AR RS ST

BN g kg =SS T IUEERERR | WSS
(Cell Processing Unit, CPU) - db/BE RKERIEEAEER MAE
JEENEE R\ B R HIMMRRFHE S IR 5278 (Takanori Teshima)
BEARN G LR - BRI B — - %ES
BIREEARIR GiEE - 0 RIDEE AR S M
R AR a2 eI -

R e T >~ SRS AT (Ce 11 Processing Unit, CPU)E
P A B PR B (5 - BELEL A AR RN B R 2 A4
BELGE hOELL - EAEEY) - B3R B A HATREY GCTP
HE PR 2 X PIDA A BAFEE - IR B
e Gt PN O A itb Rl T Ay S i Al
FEIRARE A - BB RS R A2 -

I RC R BRI ERES &SR EIAR % 85
HSEAE BB R AN © FF S R BB R A 1E - [ R
B AIE RT3 - EFRAR BN A BRI E R AN
BREIING - FI BRI B AR T - |
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S

DR

- FFERESIERIEEE - WERBEEEZ SO -

B R AN e R 2 50lT SR R B EE B AT ELRTRIE
FOER SEEMESS I8 E T > W BBt E R R M E miVEE
KEELGEC B WILEFFE T AROR B ERVE AR gk
BEREFABFE LR BREREEE NS - BERZBUTHEE
S EEE BEREREE Z— » SFE SRR MAERCEE TR
BT N TR B B 5% - BRI EIRTEK & SRR
ok o DUREBRERSOR I RE BRI RS R B aoRTARE) - 2
BOERBIG AN - SR TEIREE R - UH 2020 FFonNAHHD e
HEFHRHEoESER  FESHEERGE N HEREEREER
BB EE R N o= AN RIS TR -

EEFEERERRE AR EENS - (FRRERRZ 2%

DInZR A B REEIEENIE - SBEBNFHERREEAR -
ARSEEHE N EFRESEE - 2T A EBEHEHE
BRI AR S E AR - FERERRER e H

TR Foa RN Bl E A B BB e RO BRI TR
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A ERES BN AE A SESNESREE  RIRERRH
BN o HERFAEBREE v mE - 2 AN - REEED
HE " EAREEREERG(EX) ) WHEE 6 HTAH B8

HERFRERERSFETEN] - BABRENIE REUE FEHE
Al st ARFEN 2 RS B - Ehtaeirmit
FINLURE - R RS BB B R ER b AE

BRI T B H —BUL o BABRERI NS FRAGERE

M

FAERERERDGR  WREEREE T - EHAT T BAEREA
BVEHEGREI(FEZEK) ) MRILARY)  RNEERFERmAEEIERAE
HigE B H s D AR e Z BN A BRAVAN - HERILEE mAY
B~ e BER (RIER ARSI -

- AR EEERFEHE K HEERER

B A 3 A B v FE R R BB B T AT RS R
RE o B 2011 FARZBEII S Z AR 1% - BIRe B R T ErE
> RBP4 AR R B R B R AU IEE 2 35 1 - HERRE H BT
AR A BRI - AR R E RN SRR
Bl 5 AR E a0 - R BB AR R EEE TR A ARG © L
B BB REIKE KB A R R Z R - TR IR
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RIS E AR E S R AN e E R B R 5L
IR 2 2 MIFEROE ) » Mo B BRI HUR 12 R RSB A
FEBB I ERHES - AR SRR Z e BT E R LAF]

EERER R ANFISEAREED WiSENT S EET
SRR -

26



{h ~ Fffsk

> e

(1)

1) GMP requirements and applicability formvesﬁgat;onal MF
Wwith principles of GMP vs. requirement to manufacture in a G
licensed/certified facility ; T

2) The traditional phases of clinical trials and drug development paradigm may
not be very relevant in the context of ATMPs — how to apply GMP?

3) GMgiiirements foff” lucts in clinical trials, marketed and those provided: ‘
in g <! practice — iS. = a difference?

- = L .. —
Morakot Yoshiaki
Papassiripan Maruyama

Wpan
Thanand

SmpeE © W\ WE[ IR

i s R

RERERESA > BHARFREARZER

SEHRERAENEBOY
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Thursday, November 7

9:15-

9:15-10:55

10:55-11:15

11:15-12:05

12:15-13:05

13:15-13:45

13:45-14:15

14:15-14:35

14:35-14:55

Opening Remarks (Main Hall)

Takanori Teshima
(ACTO2019 President/ The 10th Asian Cellular Therapy Organization Meeting
Hokkaido University, SAPPORO, JAPAN)

Session 1: Transplant of HSC and ESC-derived cell (Main Hall) Chairperson: Kaiyan Liu
Shuichi Taniguchi

Junichi Sugita
“Myeloablative conditioning based HLA-haploidentical peripheral blood stem cell
transplantation using posttransplant cyclophosphamide™

Bor-Sheng Ko
“Hematopoietic Stem Cell Transplantation in Taiwan: Analysis from the Nationwide Registry”

Kaiyan Liu
“Haploidentical stem cell transplantation: Beijing protocol G-CSF-based experience”

Hossein Baharvand
*hESC-derived Dopaminergic Transplants Function in a Primate Model of Parkinson's Disease”

Coffee break / poster viewing (Training room 302)

Special lecture (Main Hall) Chairperson: Tokiko Nagamura

Willem Fibbe
A Mechanistic Approach to Mesenchymal Stromal Cell Therapy”

Luncheon Seminar 1 (Main Hall) sponsored by Bristol-Myers Squibb K.K. Chairperson: Takanori Teshima
Hiroyoshi Nishikawa
T cell suppression in the tumor microenvironment”

Luncheon Seminar 2 (Training room 305)  sponsored by MSD K.K. Chairperson: Shuichi Taniguchi

Rafael de la Camara
*CMV infection control after hematopoietic stem cell transplantation-ECIL guideline update”

Presidental lecture (Main Hall) Chairperson: Masahiro Imamura

Takanori Teshima
*Intestinal microbiota are associated with outcome of hematopoietic stem cell transplantaion”

Coffee break / poster viewing (Training room 302)

Technical Seminar 1 (Training room 305)  sponsored by TerumoBCT, Inc. Chairperson: Takahiro Naka

Wenyan Leong
“Scaling Cell Therapy: Bridging the Gap”

Technical Seminar 2 (Training room 305)  sponsored by Sysmex Corporation

Masatoshi Yanagida
*T cell function test by Molecular Imaging FCM™
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15:05-16:25  Session 2: Engineered T cells for cell therapy (Main Hall) Chairperson: Yoshiro Niitsu
sponsored by Miltenyi Biotec B.V. & Co. KG Daigo Hashimoto

Hong Zhan
“Automated CliniMACS Prodigy Platform for CAR T cell therapy trials®

Bryon D. Johnson
"Use of the Miltenyi CliniMACS Prodigy Device to Generate CD19/CD20 Bi-Specific
CAR-T cells for a Phase | Trial to Treat Adult NHL®

Takeshi Hosoyama
“The evolving role of automated and closed system in manufacture of cell and
gene therapy products”

Session 3: Challenges for the Industrialization of Regenerative Medicine Safety Assurance and
Automated Production with Isolator System (Training room 305) sponsored by Shibuya Co.

Chairperson: Hidetoshi Shibuya
Masahiro Kino-oka
"Automated Manufacturing of Therapeutic Cells Based on Isolator System”

James E. Akers

"Assurance of Microbiclogical Safety in the Manufacturing of Cell-derived
Regenerative Medicines”

16:35-17:25  Evening seminar (Main Hall) sponsored by Novartis Pharma KK, Chairperson: Hideo Harigae

Masafumi Onodera
“Where GMP/GCTP starts from in Ex vivo gene therapy?”

18:00- Speakers' dinner  (Royton Sapporo Hotel “Highness™)  MC: Peter Shane
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2nd Day Friday, November 8

9:00-10:40  Presidential Symposium: CAR-T (Main Hall) Chairperson: Takanori Teshima

Hideki Goto
*Chimeric antigen receptor T cell therapy in hematological malignancies”

Koji Tamada
*Next generation technologies of CAR-T cell therapy”

Yongxian Hu
*BCMA CAR-T therapy against heavily treated multipie myeloma®

10:40-11:00 Coffee break / poster viewing (Training room 302)

11:00-12:30 JSBT-ACTO joint symposium: Celluler therapy for cancer (Main Hall) Chairperson: Yoshiyuki Yamaguchi
Yoshihiko Hirchashi

Masumi Tsuda
“Rapid induction of cancer stem cells on double-network hydrogels and therapeutic application”

Toshiyasu Qjima
“Cancer vaccine therapy using iPS-derived dendritic cells”

Nobuaki Suzuki
“Heat-shock protein 70 DC therapy for patients with hepatitis C virus-related
hepatocellular carcinoma: phase 1 & phase 2 clinical trial”

Jun Ren
“Clinical significances of autologous adoptive T cell Immunotherapy from
20-years experiences updates and consecutive perspectives”

11:00-12:30  Session 4: Hematopoietic stem cell transplantation (Training room 305) Chairperson: Yao-Chang Chen

Simrit Parmer
Pham Manh Tuan
“Hematopoietic stem cell transplantation in pediatric leukenia at Blooe Transfusion
Hematology Hosipital in Ho Chi Minh City: Current state and developmental direction”

Simrit Parmer
Post-Transplant Relapse - Epidemiology & Biologic Strategies

Ramkumar Mandalam
"Development of Romyelocel-L, Universal Myeloid Progenitor Cells to Decrease Infections During
Prolonged Neutropenia in Patients receiving Myelosuppressive or Myeloablative Therapy”

Hee-Je Kim
“Risk-adapted Allogeneic BMT based on MRD monitoring in adult AML:
Experience of Catholic Hematology Hospital in Korea”

12:40-13:30 Luncheon Seminar 3 {Main Hall) sponsored by Takeda Pharmaceutical Company Limited
. Chairperson: Katsuto Takenaka
Koji Tamada
*Recent advances and future perspectives of CAR-T cell therapy”

Luncheon Seminar 4 (Training room 305) sponsored by Pfizer Japan Inc.  Chairperson: Shuichi Taniguchi

Hirohisa Nakamae
“importance of MRD in the treatment of acute lymphobiastic leukemia”
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Kiyohiro Hokin

fjé;z;o'] 5:20 JSRM-ACTO joint symposium: Tissue engineerig (Main Hall) Chairper'son: Ung-il Chung

Tetsutaro Kikuchi
“Progress of regenerative medicine based on construction of 3-dimensional organs”

Atsuhiko Hikita
“Regenerative Therapies for Cartilage”

Norimasa Nakamura
“osteochondral regeneration by tissue engineering approach”

Chung Ung-il/Tei Yuichi
“Development of skeletal biomaterials through 3D control of shape”

Koichi Nakayama
“The Kenzan method: from bench to bedside”

Simrit Parmer
“Cord blood T-regulatory cell therapy for the future”

Myung-Kwan Han
“Efficient generation of bone and cartilage using human embryonic stem cells”

Mickey BC Koh
“Future and Trends In Celular Therapy™

ACTO committee meeting (Training room 305)

Welcome Reception (Sapporo Beer Garden) MC: Kaoru Kahata
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3;40-]4:55 Session 5: Gene therapy (Training room 305) Chairperson: Keiya Ozawa
s Saengsuree Jootar
Yutaka Hanazono
“Universal and non-viral genome-editing therapy of X-SCID in a mouse mode!”
Suradej Hongeng
*Cell and Gene Therapy Activity in Thailand”
Masahumi Onodera
"What we have learnt from stem cell gene therapy for primary immune deficiencies”
Technical Seminar 3 (Training room 305) Chairperson: Ayako Nomori
. ) sponsored by Hitachi Chemical Co., Ltd.
Yoshifumi Yoshida
“Enabling Global Regenerative Medicine Development and Commercialization”
Coffee break / poster viewing (Training room 302)
Poster award ceremony (Main Hall) Chairperson: Akihiro Shimosaka
ISCT-ACTO joint symposium: Trends in cellular therapy (Main Half) Chairperson: Mickey BC Koh
Akihiro Shimosaka




3rd Day Saturday, November 9

9:00-10:00  Session 6: Points to consider in Cellular therapy regulation and pricing issues  Chairperson: Kiyohiro Hokin
{Main Hall) Norihiro Sato

Daisaku Sato
*Regulatory reform and challenges of the Japanese cell and tissue regulations”

Yukiko Shinya
*Experience in Health Insurance Planning, Prefectural Medical Plan etc. in Ministry of

Health, Labour and Welfare Clinical experience in St. Luke's international hospital”

10:00-11:20 Session 7: Panel discussion Regulation of cellular therapy {Main Hall) Chairperson: Kellathur N. Srinivasan
Kiyoshi Okada

Choi Kyoung Suk
Kellathur N. Srinivasan
Maria Cristina Galli
Morakot Papassiripan
Shou-Mei Wu

Yoshiaki Maruyama

11:20- ACTO report/Closing Remarks (Main Hall)
Akihiro Shimosaka
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