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% 7 JE APAC ##f2 7th APAC Program__(Draft)

Our Mission: To expedite the launch of innovative medicines for the peoples in Asia
Tuesday, April 10, 2018

MC : A. Matsubara (JPMA) Updated 2018.03.19
08:30 » 08:40 Opening Remarks Y Hatanaka JPMA
08:40 » 08:55 Congratulatory Speech G Penty IFPMA
Keynote Lecture
08:55 » 9:40 | Regulatory Science and Work together for the global patients T Kondo PMDA
R Madicine Iaitiative’s N
09:40 » 10:00 < Break > (Photo session)
10:00 » 10:10 | Introduction of the entire program |H Hirate IPMA
10:10 » 12:15| RA Session : Regulatory landscape for "Access to Innovative Medicine” in Asia
10:10 » 10:50 | 1 Further dissemination of GRM J Sato (Chair) PMDA
+ Report 1: GRM CoE Workshop (20 min) YC Un TW-FDA
* Report 2: Local Training (Sminx 2) BusakornyKC Wong  PReMA/SAP]
+ Performance Indicators to evaluate GSubP implementation status (10 min) H Kawaguchi RA-EWG
10:50 » 12:05| 2 "Conditional Early Approval (CEA)"™ Systems in Asia John Um (Chair) Duke-NUS CoRE
M Shibatsuji (Co-Chair) PMDA
* Explanation of this part (5 min) O Inagaki JPMA
+ Presentation: Introduction of *Japanese CEA" System (15 min) M Shibatsu)i PMDA
+ Presentation: Introduction of *Malaysian CEA" System (10 min) Rami Z NPRA
Panel Discussion with Short Presentations (S minx 3)
Short Presentation: View on CEA systems from each economy SH Kim NIFDS
YC Un TW-FDA
Discussion How to secure early access to innovative medicines, Juliati D NADFC
& Summary: which are approved by CEA systems (30 min) Ramli Z NPRA
12:05 » 12:15 |3 Summary of RA-EWG activities in FY2017 (10 min) S. Hatakeyama JPMA
12:15 » 13:15 < Lunch >
13:15 » 15:25| ATIM Session: Promoting Efficiency in GMP Review and Change Control
13:15 » 14:05 | 1 Site Master File (SMF) S Sakural (Chair) PMDA
+ Summary of the consensus at 6™ APAC session, with inviting reviewers (10 min) |S Sakural PMDA
* Comments from each reviewer and comments from the industry side (25min) |EllenC TW-FDA
30000 MFDS (T8D)
Rumondang S NADFC
Suchart C TH-FDA
+ Comments & questions from the audience (Smin) |Busakorn L PReMA/JPMA (TBD)
+ Condusion (recommendation for convergence in Asia) (10 min) S Sakural PMDA
14:05 » 15:25 | 2 Post-approval Variations F Honda (Chair) PMDA
EK Kim (Co-Chair) NIFDS
+ Difference analysis in change control in Asia: from JPMA (10 min) |T Nakagawa JPMA
« Presentation: Overview of Challenges in Implementing Post-Approval Variations Sannie C SAPL
(15 min) EBlenC TW-FDA
« Key-points of post-approval vanation (Regulatory Authontes in Asia) (30 min) EK Kim NIFDS
Juliati D NAFDC
Suchart C TH-FDA
Discussion (20 min)
Summary of the discussions (S min) |F Honda PMDA
15:25 » 15:45 < Break >
15:45 » 17:45| DA Session: How to establish drug discovery ecosystem in Asia
15:45 » 17:25| 1 Presentation (100min) |WKChi (Chair)  DCB (Taiwan)
A Hasuoka (Co-Chair) JPMA
+ Opening (S min) |A Hasuoka JPMA
+ Update on pillar S initiative *natural compound-based drug discovery® (15 min) Nares D TCELS (Thailand)
* Presentations by 4 panelists from Asian (80 min) N Kohno AMED
P Wang Yabao
N Nishimura Mee Univ
CH Wu DCcB
17:25 » 17:45| 2 Panel discussion & Summary (20 min)
Possibility of "Drug Discovery Ecosystem in Asia® all presenters
Challenges to realize "Drug Discovery Ecosystem in Asia®, etc.
17:45 » 17:55 Closing Remarks H Naito JPMA
18:15 » 20:15 < Reception >

TBC: To be confirmed, TBD: To be dedded






— ~ BPIPOFIRM &EEHEFZER

® HEfH 4 H 11 H 10:00~11:00
G - RS H ARG AR E AR 10 1 1004 =
® [ 528\ BHENS): B HE=FIRM §) > $5KFE > ARATTHI > Foiask

T NIRRT RICEDETT - BHFR 2% -

H AT 4= B a8 4H 4% (Forum for Innovative Regenerative Medicine, FIRM)
2011 T - HATE BHEHH 242 Z HARBINAHRRR - Z4ESBOr BN 2
VG2 e PR A BRI SE R U R B I R B - #E e DA 2 5N T AR E
B R Z B A B EERE AR RACHR IRz S8 LE B RS A P A= B RS 7 T
A R H AR AN S Kz > FIRM 7RER H AP EAT S H4E - (T “‘“ﬁ
NME N FHEERE 2R TT 5 B ESR B ARG Er s Es
R st Rt & IR » HATE & &P H =554 (FUTIFILM Vice
President and Chief Technical Officer) °

Bﬁﬂﬁibf‘-ﬁﬁ. ~EREFRENBICANI-FIEREH

P
GOREER miESt L
IO ¥ A AT —
WA/ B REE - EREESHEDRER ERFZE
SRRSO B LY
FIRM® BEEMRSNR

BEEMERLED NS EEEEE
BB - EROMBLRE
N3-Sl - RIBDED a3 1R E EEE T CORNE
RS HRR (R ERBRAA AR (BEERGORLHD
BERGEOBARS ARIRT DiER)

3 EXBRBN
A SR W @R R T IR B
- li AR lalz:ﬂs maﬂ:

islﬁill-'iﬂ WHE EDRN

s HKED RARUBRMHEABERL)

\" *~ /

WEEERSUE/IP- /9D ‘ﬁ 4

W EHEOFNE

HAREREEL > ERZPCR https:/firm.or.jp/about2
A BEHEE/ NHBPIPO)H R E B T EFREH A FIRM FHE =g RHEZFAE
Hesk o SRR KT & » 5T 7 M — 2 W & B 0V R 2 Rt FAC
RS > A BT » LEEIIR S ~ BlEamE - Rl a e S EE) -
feiEs HE LEE%Q?*EE@IML DEArTAE R E e S S ER g L EE
Flzs » WP THES (107 9 Al #E5 FIRM %ﬁD/J NAH 2R A BRI G
LR B R R E U\%ﬁﬁf; TR RATAR -

9



AN

EEEW

2

EHORFEE T BEEAR

10



\

= -~ 281 APACRM ¥ 1 [EAE

® [ 4 H 11 H 12:30~18:00
o tE:: HREAMBAGHEGA 2 MR
o S G- B P WE HE - EE

ER T FREIRHY APACRM RIR FIRM AT ey nril& 56 1 e A4 Ba i E
H HFE (e HE S 25 B R E S RO ARV BRSO LR R 5 - /INETRAEAZOR
GEHGEEL O AT RS - gRAKEEMNSE(E ~ H > 7~ 058 H)
FESE FOERUERA AN 20 S+ 88 7 A B8 SR 38 e SO AR o AR 1T i B
s o /NHAAE & o R B R A A B R LA G BRI VR > [RIRF A B EEE
AR CDE RS R & feaTam -

The 1st APACRM members (2018.04)

11



% 1 J&@ APACRM =%
L I 15T APACRM

[Asia Partnership Conference of Regenerative Medicine Associations)

Our mizzion: To expedite the launch of regenerative medicine and celfgene therapy for people in Asia

Date and time: Wednesday, April 11, 2018 11:00 ~ 12:00 (Lumch}, 12:00 ~ 18:00 (Conference), 18:30 ~ [Reception) (J5T)
Location: Mihonbashi Life Science Building,

2-3-11, Nihanbashi Honcho, Chuo-ku, Tokyo 103-0023, Japan,

Lunch: 3rd Floor Conference Room, Conference; 2nd Floor Conference Rioom, Waiting Room; 3rd Floor Conference Room,
Reception; 10th Floor

Sponsor: FIRM (Forum for Innmovative Regenerative Medicineg)

Lunch

| 11:00-12:00 | Lunch at 3rd Floor Conference Room 313

Program (Draft)

MC: Dr. Fusako Mishigaki (\Vice Chair, Steering Committee of FIRM) Updated 2018.03.01
12:00-12:30 <Phato session®
12:30-12:40 Opening Remarks Mr. Yuzo Toda (Chairman of FIRM)
12-40-12-50 Introduction of APACEM Dr. Fusako Mishigaki (Vice Chair, Steering

Commities of FIRM)

Keynote lecture: Three speakers from . . o . .
Chair: Dr. Yoshikazu Morishita (Chair, Public

12:50-14:05 i i
Academia and Regulatory authority Affairs Committee of FIRM)
scheduled
12-E0-12-15 Manufacturing Technologies for Cr. Stave Oh (Bioprocessing Technology
) ' Allogeneic Stem Cell Therapies. Institute, A"STAR)
13-16-12:40 (TBD) Dr. Yashiki Sawa (Director, The Japanese

Society for Regenerative Medicine)

Regenerative Medicine Product

13-40-14-05 Regulations in Japan Cr. Kiyohito Makai (Ministry of Health, Labour
) ) -Enhancing the development of and Welfare)
Advanced Therapy —
14:05-14:25 <Break=>
Chair: Mr. Hajime Miyamoto (Vice Chair,
14:25-16:25 Presentation from Industrial association . J_ U I:
Steering Committee of FIRM)
14:25-14:45 Mr. Ning Wu, CMBA (China)
14:45-15:05 Dr. Bryan Choi, GSRAC & CARM (Korza)

Status-sharing presentation by each

15:05-15:25 participant on market and regulatory Mr. Balu Marasimhan Manchar, ABLE (India)

16:25-15:45 environment surrcunding Regenerative | Mr. Wong Kum Cheun, SAPI (Singapore)

Medicine and CelliGene therapy

15:45-18:05 Dr. Oscar K. Lee, BPIPO (Taiwan)
16:05-18:25 Mr. Masanobu Kimura, FIRM (Japan)
16:25-16:45 <Break=>

12



Chair: Mr. Kunihiko Suzuki (Vice Chair of
FIRM}

Speskers: Indusinal Association

Mr. Ming Wu, CMBA (China)

Dr. So Ra Park, GSRAC & CARM (Korea)
Mr. Balu Marasimhan Manohar, ABLE (India)
Mr. Wong Kum Cheun, SAPI (Singapore)

Dr. Oscar K. Lee, BPIPO (Taiwan)

Mr. Masanocbu Kimura, FIRM (Japan)

168:45-17:45 Round table

Round table by all participants toward a
cooperative framework for regulation

harmonizatien over the region .
Speakers: Requiatory Authoriy

Dr. Jeewon Joung, Korea FDA (Korea)
Dr. V. G. Somani, CDSCO (India)
Dr. Hsin Jung Lee, CDE (Taiwan)
Dr. Yoshiaki Maruyama, PMDA (Japan)

17:45-17:55 Summary Mr. Kunihiko Suzuki (Vice Chair of FIRM)
17:55-18:00 Closing remarks Mr. Mobuyuki CO=sakabe (Vice Chair of FIRM)
18:30-20:00 <Reception>

CMBA (China Medical Biotech Association), CARM (The Council for Advanced Regenerative Medicine), ABLE [Association of Biotechnology
Led Enterprises). SAP (Singapore Association of Pharmaceutical Industries). BPIPO (Biotechnology & Pharmaceutical Industnes Promotion
Office, Ministry of Economic Affairs), COSCO (Central Drugs Standard Controd Organization), CDE (Center for Drug Evaluation)

13
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Research Laboratories, and SMaRT
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international
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CeLLular
(—)Cellular Dynamics Japan £5} ( Dynamics

® i - 4 A 13 H 14:00~14:30
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Large volumes:

Blood sample iPSC line iPSCs replicate indefinitely
vPe e
oif A
™ )
m
E
Ed
n.‘,i’,éﬁﬁ?{'{. Delivering advanced, iPS
B Cell-derived products worldwide
Large volumes:
iP5 Cells Replicate Indefinitely Manifactire of fsvwe ol

types in any quantity
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Busienss Interests

Science-Research-use devices (NGS ~ R-TPCR ~ LC-MS ~ TOF-MAS ~ microscope, €etc.),
Glass & Plastic Consumables, Reagents and Culture Media

Healthcare-IVD

IT Solution-Diagnostic Imaging Software
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