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Friday, October 27

9:00~9:10 Opening Remarks
Keiya Ozawa
(ACTO 2017 President / The Institute of Medical Science, The Universily of Tokyo (IMSUT))

2:10~11:15 Regenerative Madicine (JSRM-ACTO Joint Symposium)
Chairpersons: Yao-Chang Ghen, Yoshiki Sawa
JSRM-1: Yoshiki Sawa (Osaka University, Japan)
"Development of Myoblast Cell-Sheet Transplantation Therapy “Heart Sheet” for Advanced
Cardiovascular Disease”
JSRM-2: Hiromi Kejima (The Jikei University School of Medicine, Japan)

“Realization of middle ear mucosal regenaration by cullured nasal mucaosal epithelial cell
sheet transplantation”

Koichi Nakayama (Saga University, Japan)

“Scaffold-free Bio-3D Printing for Solid organ fabrication”
Jay Lee (Medipost Co., Lid., Korea)

“Optimized paracrine action of MSC for treatment of alopecia”
Michael Milyavsky (Tel Aviv University, Israsl)

“Raegulation of DNA Damage Response in Human MNormal and Leukemic Hamatopoietic
Stem Cells”

11:25~12:05  Special Lecture 1 Chairperson: Tomomitsu Hotta
Nagahiro Minato (Kyoto University, Japan)
“T cell meets cancer; lesson from checkpoint blockade therapy™

12:15-13:05 Luncheon Seminar 1 sponsored by ROHTO PHARMACEUTICAL CO., LTD. (Satellite Room A)
Takahiro Ochiya (National Cancer Center, Japan) Chairperson: Atsushi Miyajima
“Generation of Liver Progenitor Cells by Small Molecules”

12:15~13:056 Luncheon Seminar I sponsored by Hitachi Chemical Co., Ltd. (Main Hall)

Kazuchika Furuishi (Hitachi Chemical Co., Lid.} Chairperson: Tomaya Sato
“Enabling Global Regenerative Medicine D lopment and Commer ization”

12:15~13:05 Executive Committee meeting (Rm 3201) Chairperson: Akihiro Shimosaka

12:15~15:15 Stem Cell Transplantation Chairpersons: Saengsuree Jootar, Mine Harada

Kai-Yan Liu (Peking University, China)
“Recent Davelopment of Hemalopoietic Stem Cell Transplantation in China”
Jih-Luh Tang (Taiwan University, Taiwan)

“Current Status and Future Perspective of Hematopoietic Stem Cell Transplantation in
Taiwan™

Surade] Hongeng (Mahidol University, Thailand)

“Is Haplo-ldentical SCT a Feasible and Safe Treatment Oplion for Patients with Genetic,
MNon-Malignant Disorders?"
Ho Joon Im (Asan Medical Center Children's Hospital, Korea)
“Graft manipulation in hapleidentical hematopoietic cell transplantation”
Yoshinebu Kanda (Jichi Medical University, Japan)
“The effect of HLA-mismatch on transplant outcome in Japan”
Mickey Koh (St. George's Hospital, Singapore)
“The Evolving Roles of Stem Cell Transplants and Cellular Therapy”



15:30~17:10  Technical Seminar Moderators: Yuji Heike, I-Hoan Oh

17:20~17:45

17:45~18:10

17.20~18:10

18:10~19:10

19:30~

Sebastian Rodriguez (Fluidigm Japan K.K.)
“Robust and sensitive immune monitoring using Helios™ mass cytometry, a CyTOF®
system”
Anant Tucker (Sysmex Corporation)
“Creating Unique Diagnostic Value’
Setsuko Hashimoto (CellSeed Inc.) Chairperson: Toshihiro Maeda
“Developing Regenerative Medicine using Cell Sheet Engineering”
Yumi Matsuzaki (Shimane Universily, Japan / PUuREC Co. Ltd.)
“Purified human bone marrow derived mesenchymal stem cell "REC™
Taka-aki Sato (Shimadzu Corporation) sponsored by Kohjin Bio Co., Ltd.

“The Leading-edge Applications of Mass Spectrometry in the Drug Discovery and
Diagnosis”

Evening Seminar [ <} sponsored by SHIBUYA CORPORATION (Main Hall)
Mamoru Kokubo (Shibuya Corporation) Chairperson: Hiroyuki Nayama
“Shibuya Initiatives and Activities for Regenerative Medicine”

Evening Seminar [ -2} sponsored by Gene Therapy Research Institution Co., Ltd. (Main Hall)
Shin-ichi Muramatsu (Jichi Medical University, Japan) Chairperson: Katsuhito Asai
“Cell therapy for Parkinson disease”

Evening Seminar 1 sponsored by Miltenyi Biotec (Satellite Room A}
Dirk Balshuesemann (Miltenyi Biolec) Chairperson: Akihiro Shimosaka
“Immuno-Oncology — Activities and solutions offered by Miltenyi Biotec”
Yingzi Ge (Miltenyi Biotec)
“Partner in personalized cell and gene therapy from A to Z"

Best Abstracts (CHA Award) Chairpersons: Yoichi Takaue, Abbas Ghaderi

Speakers Reception (Invitation-only)



Saturday, October 28

8:30~10:30

10:30~12:10

10:40~12:10

MSC (mesenchymal stem/stromal cell) (ISCT-ACTO Joint Symposium) :

Chairpersons: Jacques Galipeau, Akihiro Shimosak;

ISCT-1: Jacques Galipeau (University of Wisconsin, USA)
“MSC potency assays — An 1SCT perspective”

ISCT-2: Oscar Lee {National Yang-Ming University, Taiwan)

“Translational Application of Mesenchymal Stem Calls: Treatment of Spinocerebellar Ataxia
as an Example”

Shinn-Zong Lin (Tzu Chi University, Taiwan)
“Pilot Trials of Adipose Tissue Derived Stem Cells in Treating ALS”
Abbas Ghaderi (Shiraz Institute for Cancer Research, Iran)
“Adipose-derived stem cells: a friend to be watched out’
Shuji Terai {Niigata University, Japan)
“Stem cell therapy for liver cirrhosis - From autologous cell to allogeneic celt -
Tokiko Nagamura (IMSUT, Japan)

“Characteristics and clinical applications of umbilical cord-derived mesenchymal stromal
cells”

Immune-regulation & Therapy
Chairpersons: Jaeseung Lim, Sumimasa Nagal
Jun Ren (Capital University, China)

“Molecular phenotyping of CD8+PD-1+ T-cells in the adoptive T cell immunotherapy
determine the clinical responses”

Seok-Goo Cho (Catholic University of Korea, Korea)
“T cell Immunotherapy for EBV-associated Tumor and CMV Reactivation®
Satoshi Takahashi (IMSUT, Japan)
“Virus-specific T cell therapy in Japan®
Noriko M Tsuji (National Institute of Advanced Industrial Science and Technology: AIST, Japan)

“Double-Stranded RNA in Commensal and Probiotic Lactic Acid Bacteria Boost Protective
Immunity via Interferon-f Production”

Troels Jordansen (Glycostem, The Netherlands)
“NK cell based therapy”

FIRM (Forum for Innovative Regenerative Medicine) Session (Satellite Room A)

[Japanese public-private partnership for standardization of testing methods for the:l
tumorigenicity of pluripotent stem cell-derived cell therapy products

Chairperson: Kejji Yamamoto
Aldhiko Azuma (FUJIFILM Corporation)

“The outcome of discussion on validation test methods of Tumorigenicity for evaluating
pluripotent stem cell-derived products’

Hiroto Bando (Takeda Pharmaceutical Company Limited)

“Consideration for ensuring the quality and comparability of pluripotent stem celi-derived
products’

Hitoshi Naraoka (Astellas Pharma Inc.)
“Evaluation of biodistribution of pluripotent stem cell-derived products”



18:00~18:50

00~18:50

1900~

Luncheon Seminar I sponscred by Takara Bio Inc. {Satellite Room A)
Ken Ohmine (Jichi Medical University, Japan) Chairperson: Keiya Ozawa

“Clinical development of CAR therapy in patients with hematological malignancies:
the current enthusiasm for cutting-edge technology”

Luncheon Seminar IV sponsored by TES Holdings Co., Ltd. (Satellite Room B)
Yoichi Yamada {TES Holdings Co., Ltd.) Chairperson: Yusuke Suzumura

“Clinical practice of bone regeneration by regenerative medicine with mesenchymal stem
cells - possibility of various disease application”

General Meeting
Akihiro Shimosaka (ACTO Chairperson)

Presidential Lecture Chairperson: Willem Eduard Fibbe

Keiya Ozawa (IMSUT, Japan)
“Recent development of CAR-T cell therapy and future directions™

Special Lecturs I ' Chairperson: Shuichi Taniguchi

Willem Eduard Fibbe (Leiden University, The Netherlands)
“Dissecting Heterogeneity and Potency of Mesenchymal Stromal Cells”

Special Lecture II Chaimperson: Shinn-Zong Lin

Hideyuki Okano (Keio University, Japan)
“iPSCs-based Cell Therapy and Disease Madeling of CNS disorders”

Plenary Symposium (Gene-modified T Cell Therapy)
Chairpersons: Keiya Ozawa, Kai-Yan Liu
Naoto Hirano (Toronto, Canada)
*CAR therapy: Current status and beyond”
Shinich Kageyama (Mie University, Japan)
“Clinical trials of TCR-gene modified T cell therapy for refractery cancer”
Jinming Dai (Genscript Biotech, China}

“LCAR-B38M CAR-T Cells Achieved High Rate of Continuous Complete Remission (CCR)
in Refractory or Relapsed Multiple Myeloma Patients”

Koji Tamada (Yamaguchi University and IMSUT, Japan)
“Novel slrategy of CAR-T cell therapy for solid tumors”™

Yanghing Zhao {Universily of Pennsylvania, USA)
“Engineering best in class T cells to freat cancers”

Evening Seminar II sponsored by AnGes, Inc. (Main Hall) Chairperson: Makoto Ofsu
Masafumi Onodera (National Institute of Child Health and Development, Japan)
“Stem cell gene therapy for primary immune deficiencies in Japan”

Evening Seminar IV sponsored by Life Science Institute, Inc. (Satellite Room A)
Mari Dezawa (Tohoku University, Japan) Chairperson: Satoshi Morimoto
“Endogenous reparative Muse cells may provide novel therapeutic approaches”

Gala Dinner (Restaurant “‘ESPERANCE” in the St. Luke's International Hospilal)

Special Evening Seminar with Cruising Dinner Chairperson: Akihiro Shimosaka
Katsuhito Asai {(Gene Therapy Research Institution Co., Ltd.)
“Gene Therapy Commercialization Center Plan in King Skyfroni, Kawasaki”



Sunday, October 29

8:30~11:40

8:30~10:30

10:40~11:40

11:50~12:40

11:50~12:40

12:50~13:30

13:30~13:40

Regulatory Science
Chairpersons: Srinivasan N. Keflathur, Yoshiaki Maruyama and Kiyoshi Okada
<Presentation>
Morakot Papassiripan (Thailand)
“Regulation of the Advanced Therapy Products in Thailand”
Chung Liang Shih (Taiwan)
"Regulation of Regeneralive Medicine in Taiwan™
Shiow-ing Wu (Taiwan)
*Regulation of Cell Therapy Producls in Taiwan®
Huan Yang (China)
“The development of cell therapy and nalional regulation in China”
Kyoung Suk Choi (Korea)
“Regulation on cell therapy products in Korea”
Maria Cristina Galli (italy)

“Seientific and Regulatory Issues for Developing Advanced Therapy Medicinal Products:
An European Perspective”

Daisaku Sato (Japan)

“Challenges of Japanese Regulations of Regenerative Medical Products”
Masaki Kasai (Japan)

“Regulatory Irends in regenerative medicine in Japan”

<Panel Discussion>
All presenters

Luncheon Seminar V sponsored by Celgene K.K. (Satellite Room A)
Akihiro Kume (Jichi Medical Universily) Chairperson: Tomoko Ohtsu
“Regulatory issues associated with gene and cell therapy product development in Japan®

Luncheon Seminar VI sponsored by Nikon CeLL innovation Co., Ltd./ Lonza (Satellile Room B)
David W. Smith (Lonza) Chairperson: Takahiro Nakano
Toshiyuki Nakayama (Nikon CeLL innovation Co., Ltd.)

“Global solution to autologous and allogenic commercial manufacturing of cell therapeutics™

Future Direction of ACTO Activities: Reports from Each Asian Country
Chairpersons: Akihiro Shimosaka, Yoichi Takaue
ACTO-Vice Presidents

Closing Remarks
Keiya Ozawa (ACTO 2017 President, Japan)
Wichai Prayoonwiwat (ACTO 2018 President, Thailand)
Akihiro Shimosaka {ACTO Chairperson)
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wATY 4 et ok F L e e R 2 arefficacy 45 1 genetic
2 H = e biomarkers kX 3gp|H effectiveness °

= ~107% 27 p T =57 42 (Stem cell transplantation)

At~ H 2 kai-Yan Liup # &3R4 ¢ R n #7 %2 4542 (HSCT -
hematopoietic stem cell transplantation) 2z Z;= > ¢ 2008+ 1
"1p 2201667 30p ¢ R F 21, 8845 HSCT » H ¢ T6%-E_
allo-HSCT( R #8445 ) % 24%z p #8# 45 (auto-HSCT) - #allo-HSCT
P HID-HSCTGRBp R 2 HE 2 g s izdwPe 540 )2 e 5 F > o
2008# 2_29. 6%+ % $2016% + X & 1351, 7% > A HID-HSCT 2. »x % fe
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HLA-mismatch 2 #% fE#rig = 2 B3 > A 247 & B HLA <0
mismatch(? ¥ &) ¢ % ”&Eiw e #4548 (HSCT) e 25 & > @ H 22
LeFaifa%z 2B SCTHIF>4 2 m g LR T 47 p
* Japan society of Hematopoietic Stem Cell Transplantation
FWo - BAF A £ ¢ RRH 3E S w2 x fo HLA-A, HLA-B,
HLA-DR s mismatches 7 B -2 % unrelated HSCT # > %7 & class
I * HLA mismatch # 3 EF B L&+ > A gHPFTHFR > Bd 375

I MEP s A F B(GVHD, graft-versus-host disease)= i
# %k £ 47 > HLA mismatch 8237 % & HLA-A, HLA-B, HLA-C,
HLA DRB1 allele mismatch é;a“i"m =~ » HLA allele mismatch %
antigen mismatch % %835 F P B E A o

# K St George’ s "Z‘f o2 Mickey Koh #F 4 &% w2 #5 {5 {riw e |5
Ak dd o RARALTIDFLHAH BRI G pHS R M
e B A - By * 222w Alwie hp KA LL~ E 7 o
B o e CAR-Tcells &% wr & 35 T-cell, p & l&ii wF2 (Natural
Killer, NK cells) ~ Cytokine induced #< =+ m?2 (CIK) A¥+miE
Ay A ok > A AR MH F B3R H potency B AL 7%
2% >%¥ 0 P autologous CAR-T cells ¥t3¢ 7 I s Hy A fs
S F Rk d N HET U S ATUIE R T
autologous # T Pﬁﬁé;ﬁl 82 ¢ * (3rd party allogeneic setting ° )

12



=107 28 b =@ fizine

& § 37 =% (Mesenchymal stem cell, MSC) 3734 ¢ © 43t
b b BER A irmie > B iRme 4 2 505 A 1 i
ST A et R % O B IR kR T kTR
A A ARE o R IRE BB i e R B RE B KR
4

; o

kp oo 2 e Frpliik Oscar Lee 4 4 # 14 adipose
tissue derived mesenchymal stem cell (ADMSC)>t-E &l:ig 7 &5 4 38
B o Bpom Mt et dTiR G PR a2 L RS VLR E R EE G
it > 23 B § F ¥ Purkinje mre 2 4 o

% ié?\%* etk K Pe kR4 % R piRdnie 2 gk e R Jp %
iﬁb‘_fﬂdﬁﬁ it & (Amyotrophic Lateral Sclerosis, #rif 2 ) » H #
kp BT ER w2 g% 5 intracerebral (i c. ) %
intravenous(i.v. )= i jf* 3% ¥ B & g 4 s B 2 Pz 2 ¥ ARE d 4

P » Nigata = § e Shuji Terai #&dR 2 * izlwoe K )5% "
o Ao 2l p e D R > 2003 £ pF Terai ?{%i&
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AL (s AR (TR Tl R K e it % B e
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macrophage 2. % I (&% » 31 EAFg v 2_ 22 L o

p &AL %~ & Tokiki Nagamura #4232 & p %% 2 & B iz oo
(umbilical cord mesenchymal stromal cells, UC-MSCs)z. §&/k :&
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SR mime o F A AR F RN 4 T R s 3 aE & F S
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Akihiko Azuma 3% 2 FIRM 4 ir $F % # &t #2 w2 2 & (pluripotent
stem cell-derived products)Z. % J&+(tumorgenecity):i& {7
validation test’ @ #3355 izfd validation - =% &:&{7 5 ¢ e
L kFFT FFaE = firisk, » 5 % residual pluripotent stem
cells, transformed cells 2z i3 % % A micro environment &7
transformation > FIRM ¢ 4 4t 8 (7333 o

p » HirotoBando#F £ »>*FIRM#%# ¢ » 2 i A 343540 Fx % 1PSC
(pluripotent stem cell-derived products);ZL R T LR
M (comparability) iz B3t d 2016 & FFE 4o m pt 48 5 E 1PSC
A2 ERAZLY LR - BRYE FIFH 5 2% f hdynamic
and complex #vEm% » 71 SR RA 2 HH R R
identification test, purity test, %% iE42h 1mpurity test,
* kg H 3| ¥ & 7 chphysiologically active impurity test,
safety assessment, potency test % " T ZEa FHHENERY
",f transformed cells, & 4 it 71 1PSC % 7 i mE R LR
LR B ATR R 2 Pl HE o

p & Astellas Pharma = # 2. Hitoshi Naraoka £ # 482 1PSC
Z2_Dbio distribution \‘af—xr« ?FJ? 24 > # FIRM 2 biodistribution -]
21 ERIR ATREEE (BRIP4 IPSCH » Pz TIRER {2 4
G2 GRS o B 2L p A& PUDA, £ B FDA, B cH EMA 3
[SSCR (International Society for Stem Cell Research)#*t
biodistribution test ZZ 2 A B > a HH S %~ 305 qPCR 2
=% _p w1 biodistribution ® & f§ H % R ;i@ * ch jE o

z ~10 % 28 P F = Plenary Symposium

CAR-T W ichk =~ 5 ~ € EB:> d **3 % (Novartis) 7 CAR-T
( chimeric antigen receptor T cell ) % # A % Kyrmiah
(tisagenlecleucel )»+ 2017 & 8 * 30 p E®E £ ® FDA .4 »
w T FEE L R e L RH ) R R 0 R S 3
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pALn ~ F&#E Koji Tamada 3% 4 4o e 57 B H & % (solid
tumor):i& 7 CAR-T /o » 2 £+ CAR-T A B cell hematological
malignancies 7 ¥ »c% » p = £ B FDA #.8 CD 19 CAR-T &
lymphoblastic leukemia (ALL)% non-Hodgkin lymphoma (NHL)-&_
X s e e H_CAR-T fia solid tumor :B iR fd# 2 = % » 11U
Tamada #c#2 ® Iy * next-generation CAR # > H @& CAR-T cell ¥
" A 4 multiple immune-regulatory factors @ ] : cytokines
and chemokines & & H it 43 & solid tumor P end F fmPe ¥ 11 & 4
FOARE R A BIEF KM e 0 A7 H L5 gene-modified
T cells producing cytokines and chemokines #_ A k% E 2z * =

p & Jichi %5%‘? ~ & 2_ Ken Ohmine ##23% 2 »CD19-specific CAR
T 43 & %448 % 2_ acute lymphoblastic leukemia (ALL) ~chronic
lymphocyte leukemia # Non-Hodgkin" s lymphoma & % #z:> CAR T
LA R e DA o

p & IMSUT ¥ Fefe & Keiya Ozawa 3F 4 » ¥ £ R 7EL Flio R 2 T
ke RF A SR o A BA KLY ¥ ¥ Shematopoietic
stem gene therapy % AAV vector gene therapy @ @ IR ¥ &
2R TR 0 A& % gene-modified T cell therapy: @ Hx &
% CAR-T cell therapy %2 TCR (T cell receptor)-T cell therapy
= p A~ Jichi %5;5‘,: + %‘?“ﬁfifa?l‘%i ¥ NHL 5 * &7 CDI9-CART-T
cell therapy > @ # CAR-T /n% 2 & i®* ¢ > 3 cytokine release
syndrome (CRS)#% neurological toxicity @ # % CAR-T € # = 3=
B % solid tumor 2 h A e

‘e £+ Ontario A % ¢ 2 Naoto Hirano 3 4 CAR-T =3
FeAp g > livingdrugs” > ¥ L A A T REY T O RAZPEFER > (X
STk E o Sk o anti-CD19 CAR T 2z w7 J5 % ¥ B cell
malignancies 7 fu2017& 8 ¥ % WFDA+: /&% & Kymriah (CTLO19)
VOH LR 3% & 38 X 2. B-cell acute lymphoblastic leukemia
(ALL) i+ # a2 W% - B e Flnodified ehim e o 2 &
e £ ¥ f o CAR-T * *vis % solid tumor 2 »c il frip iy — &in
T e 3T £z+ R ] solld tumor # %3] immunosuppresive
tumor microenvironment 2. F¥ 4% » & & 4% encoded CAR-T %] 3
suboptimal signaling domain Lﬁﬂ?&é %o At CAR-T 2
efficacy B2 & & #44% -
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