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202447 H10 H(1 HH)/ Day1 July 10

10:15~11:05
Presentation 1  ¥Ef5H

Presentation 1  Invited lecture

ZA b ATMP BENCBEIS 3 &8+ ¥y 254 : ICH Q2/Q12/Q14 D ¥ % v 7% e 2 43tk &
L T® ANS-007, 73#H @ BioPhorum 7 4 + =*—o¥—_ X UWPDA D GMP 7 % v 7 2L DWTD
Ex

Title : Advanced Analytical Control Strategies for Autologous Cell Therapies and current PDA ATMP
Advisory Board Working Group Initiatives (TR 56-2 Annex 2 for ATMPs, ANS-007, RM Qualification, and

other current initiatives)

HHEE  RT 77 IV AR(TIVRINL =AY =X Z7 4T, SR XM, Zv—an
CTWEHY T/ T 47 T 4L X—)

Presenter : Stephan Kraus(Executive Director, Analytical Science and Technology, Global CT Quality at
Bristol Myers Squibb)

HHe .
=

Abstract :
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11:05~11:55
Presentation 2 E:FHEHETH

Presentation 2 keynote lecture

24 v fiflas KB RERICE T S MEERECo ) R 7 ER
Title : Managing Risk in the Aseptic Processing of Cell and Gene Therapies

HEE Ty P zZ2a~—Y2  (PDARIEE #FH - YY)
Presenter : David Talmage (vice president, PDA)

g Ml X EETTREIR. BREZORRE A3, I E THEDSREZ > 2EBICd 2
BERBREZRELTCHE T, LarLl, T oRE oSS IC B JEREX. EYPniEio
R & S A B 2 i 72 T D B e FFEOREE Mo T E T, C o TR, TSR
B, fiREet. B X OMEEBOfTENCE SR Y T, #ilts X EEHREROBREEFICET ) 2
7 EM O EE AR ICOWCHA L £ 3

Abstract : Cell and gene therapies have revolutionized the landscape of modern medicine, offering
promising treatments for previously difficult diseases. However, the aseptic processing required for the
manufacturing of these therapies presents unique challenges due to the high sensitivity of biological
products and the stringent regulatory standards that must be met. This presentation explores the critical
aspects of managing risk in aseptic processing of cell and gene therapies, focusing on contamination control,

facility design, and human behavior.
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12:40~13:15
Presentation 3 LR

Presentation 3 keynote lecture

£ A v HAERRER IR S KENEICOWT

Title : Regarding safety measures related to regenerative medicine products

S BN BET(EAESEEERRELEERE)
Presenter : Yumiko Nomura(Director, Pharmaceutical Safety Division, Pharmaceutical Department,

Ministry of Health, Labor and Welfare)

WE P25 11 AN OB X b, EERESZ oLz BN, ERESREOWE., G1ER
O LM DMERSEICET 2 ikFIckD - LT, HEEREHAIH 72X LTERIT LN, [
IRp I P PSR B i D R 2 B £ A C SRR IIIRAT 2 AGERIEE 23 EA T, KR O ER b Bli T iz,
HIRESIE & 0 i 10 A L, BIECIE, BRA RBElis Bl a . 22 OREICIE U 72 L2k
BEIN LN TS, HEREBESEHFHORERICOWTINE TCORLA & 5% OEEFIC O W]
Y5,

Abstract @ According to the revised law issued in November 2013, the name of the Pharmaceutical Affairs
Law was changed to the Act on Ensuring the Quality, Efficacy, and Safety of Pharmaceuticals, Medical
Devices, etc., and regenerative medicine products were added as a new category. defined. At the same time,
a conditional and time-limited approval system was introduced based on the characteristics of regenerative
medicine products, and safety measures were also put in place. Roughly 10 years have passed since the
system was revised, and various products are now on the market, with safety measures tailored to the
characteristics of each product. We will provide an overview of past efforts and future challenges regarding

safety measures for regenerative medicine products.
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13:15~13:50
Presentation 4  {H{FE5H

Presentation 4  Invited lecture

ZA P HAERRERS O MEHEEOHEN

Title : Points to consider for reviewing the quality of Cellular and Tissue-based Products

i PE)l SR (EEE S E AR A R A RS N E AR LM E)
Presenter : Atsushi Nishikawa(Pharmaceuticals and Medical Devices Agency, Office of Cellular and
Tissue-based Products, Chief Expert)

PG R 2 KA CORKZEHE I N HHOMEOBEICE W TIE, WA O K R, RE
PE DS K G ZNARIEE . SRR E O V) X 7 EH O, SLE TRICHE T 237 XA — X FIED
BUMER 7 m e Z2NY T = a VORRE, IRICh72 2 BEBHERINDG I LIChb, ZOFTH,
B ORI S OB TT . LETE DG K OB R ARIEE . ARG E © ) X 7 EEL @Y 1%,
KRBFEERO R 73, IRRFEMFFICE VT RGO WEHEHOBYIEZHERT 28lm 2oL Y
2—XNBZIELRCRIEEFETH L, AFHTRZINOIC 7+ —HRAEY T, FELOMHA - K4 v
FEBAREDPHBEITRELEZONIFHICOWTRRS, $7-, EFoBESEH L LT, HEHKD
CAR-T fifa#l oA EH 1T 2 KR ML EREI N L5, CART Ml IcfrE OFE Lo
B EALA VPOV THHENT S

Abstract : In reviewing the quality of products submitted for approval after completing clinical trials, we
review product specifications and testing methods, stability considerations and shelf life settings, risk
management of exogenous infectious substances, and parameter settings in the manufacturing process. A
wide variety of items will be checked, including appropriateness and process validation results. Among these,
the appropriateness of product specifications and testing methods, stability studies and shelf life settings,
and risk management of exogenous infectious substances are important for quality control of investigational
products, not only at the time of approval review but also at the time of clinical trials. This is an important
matter that will be reviewed from the perspective of confirming the appropriateness of the In this lecture,
we will focus on these issues and discuss the points at issue in the review and the things that developers
should keep in mind. In addition, as an example of an actual review, we will introduce review issues and

points specific to CAR-T cell products, as autologous CAR-T cell products have been approved in Japan.
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14:35~15:10
Presentation 5 At

Presentation 5  Invited lecture

ZA TV B - MIEER. B iE R O RS A O Ht

Title : Promoting manufacturing infrastructure for regenerative/cell therapy and gene therapy

A SERT IR (REAPEREA)

Presenter : Rena Koudera (Ministry of Economy)

g o - T - RRE O RLE RN O LI, A - MiEER, B rnRoMEDOHLE b
s, v F v —iFE, CDMO 5o pERHEE & O ESRHT OIS 2 U<, #osENCHl g BE i
ERAMT DI WL T 2,

@ DI N

Abstract : The advancement of manufacturing technologies such as cell culture, processing, and
purification is said to be the key to the development of regeneration, cell therapy, and gene therapy. We will
build a foundation for cell-related manufacturing technology in Japan through the promotion of industries

such as venture companies and CDMOs, and the development of elemental technologies.
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15:10~16:00
Presentation 6 iR

Presentation 6  lecture

£ A P MR & GBS IR R O R T R I
Title : Comparability Considerations for Cellular and Gene Therapy Products

WEE TV E ) a— Fyv( R IATART REBXORa Y T T4 T v AL BFIBCE S X
UA v 7YY=y R, ra— U HHIREE YRR, BIO CGT &4 2 2 7 4 — 2 H[FHER)

Presenter : Andrew Chang, Ph.D.( Vice President, Quality and Regulatory Compliance, Regulatory Policy
and Intelligence, Global Regulatory Affairs, Novo Nordisk; Co-Chair BIO CGT Manufacturing Task Force)

HE s X EEEE (CGT) #EiE, tho 7k CinBEARE RS EZBEL. AL oT
RS 2 ATREMED B B FHTH R R O SORICE LT 2 R L T E J,  HeE A REME R
2. B OWIHERS 2 S iht, AEEKE T TRCOEYHKEFOMBN R T4 734 7 VEHIC
EoTHMOCTHETHY, CGTHBTIHFFCHE LRV ET, oS LEYyT—v a3 v Tid, 8iETm
+ A DZ %D CGT 85 o M I ReM: % FHii 3~ 2 BR o F [ FHHICHE mi 2 2 <. el n]aed: % G 3
LERICCOH LI ZFADEEFIC L > TH 726 I N2FHOBEICESELYCES, o7 LE v T
—va v T, IS OIS 2720 DfFREE W OREL 5,

Abstract : Cell and gene therapy (CGT) products comprise a rapidly growing field of innovative medicines
that hold the promise to treat and, in some cases, cure diseases that are otherwise untreatable.
Comparability assessments are crucial for effective life cycle management of all biological products from
the early stages of development through commercialization and post-approval, and can be particularly
important for CGT products. This presentation will focus on considerations for evaluating the
comparability of CGT products before and after changes are made in their manufacturing processes, and
to highlight the unique challenges posed by this new class of medicines when assessing their comparability.

A few solutions for addressing these challenges are proposed in this presentation.
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16:00~16:50
Presentation 7 iR

Presentation 7 lecture

24 b CGT WO BRHERZMZ 2 13 =V P2 —F—Dflke 7 —2AZA 27 4
Title : How To Be Inspection Ready for CGT Products : An End User Perspective and Case Study

WHE =X — XAy aVapVT v I TITNV T4y JHBHNAT FR AT — Y =KX —)
Presenter : Peter Qiu(EXTERNAL ADVOCACY LEAD, APAC AT ROCHE GENENTECH)

HE  Zo#E#ETIE. CGT #5cxd 2 FDA OKERITERICE W T, MXHEHFONRERE AT
LeE Y AT LTD FDA ORMAEFZ2ED, B 7u 77 00MELZHHAL 3, Z OETIL,
CGT #h&EEig A ic CGT B icxd 2 FDA ofRE2 &0 X 5 ICHEfiT 3 IconWToRERLHAE L
ERc

Abstract : In this presentation, Peter will provide an overview of FDA's pre-license inspection program for
CGT products including systems covered during an on-site inspection and examples of observations under
each system. The presentation will share experience on how to prepare for FDA's inspections for CGT

products for CGT manufacturing sites.
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20247 H 11 HQ HH)/ Day 2 July 11t

9:00~9:50
Presentation 8 ¥R

Presentation 8  Invited lecture

Z A Fov s iPS Ml dr skt ST G5 0 T3AL i@ g <

Title : Towards industrialisation of iPSC-derived allogeneic cell therapy

WEE c~Av T F o~ (BExSArb Ay b 7—2 UK)

Presenter : Mdrcia Mata, PhD (Associate Lead Scientist — Technology & Process Innovation - Cell and

Gene Therapy Catapult)
HE: X-—U—-F: sz v2o 0727 %2—iPSCiEft. NK /31t RAEERZR, X7 -7 71
ANLL Rt GPSC) HiskDiaREE . TRIAWEMEEREICHN S 2 [H# o | FFEEREREL LT

Tub T, wE. BRI O 0BRENHIHIIT — 21 X 0| iPSC M3k o R 22 TR
THEILHPRINE LT, ThoDRERIIABELEEFEMZNRELTEY, 109 U LoaHE
Oz NI & T2 HREWE N H 2720, TR ZANDOE=X ) Y IBRELN, Ny FRED ) 27588
32, —MRicA =7V CHIRMEICZ LW ©H 266k D 2D BEHRBECITEL TWE LA, [AHE
% iPSC HIREE ORI EEN 13, KRBEELER T o, I WA BECcax RO T F v
P74 — LD o TES, FRIC, 2O X5 &7 v X00HHRHEHENE. 7o 2 X 28
fiE L, BXEHic X 2 i ER ZHEHET 2 720 ICARRTF, 2 TlE, CGT Catapult 25, T b DEE
IRBEE T ERANIROE R CEF IR T 2 201, IRERS V., HEb S, flE T
ot ZCETC, HE0EE FEOFRED WL O ED X HITHULL TW» B 2o T, iNK DFEHi
b7 m e RICEREZ Y TTRAL 5

Abstract : Key Words: Stirred tank reactors, iPSC intensification, NK differentiation, Allogeneic, Scalable
Induced pluripotent stem cell (iPSC)-derived therapies can serve as “off-the-shelf” allogeneic treatments
for a wide range of chronic indications. Exciting early data from clinical trials have recently shown iPSC-
derived immunotherapies can be safe and effective. These therapies target large patient populations and
can require high doses of =109 cells making them unsuited to traditional 2D culture-ware that are typically
open and poorly scalable technologies with limited in-process monitoring and increased risk of batch failure.
The commercial success of allogeneic iPSC-derived therapies relies on the development of controlled,
robust and cost-efficient processing platforms for large-scale manufacture. In parallel, analytical
characterisation of such processes is essential for process understanding and to drive quality-by-design

development.
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Here, I will present examples on how CGT Catapult is working on addressing some of the manufacturing
challenges within the field, towards scalable, automated and controlled processes in order to bring these
advanced therapies to patients in a cost-effective manner, with a focus on an iNK exemplar differentiation

process.
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9:50~10:40
Presentation 9  FrAlEEE

Presentation 9 Special lecture

2 A Fov DA EEOBFERREE & next stage

Title : My experience and next stage of myocardial regenerative medicine

AEEEE B CRBROR AR AR E 2 R U FERHE R A R FHEER RIREZRbiR)
Presenter : Yoshiki Sawa, M.D., Ph.D. (Specially Appointed Professor,Division of Health Scienc
Osaka University Graduate School of Medicine Director,Osaka Police Hospital)

HE : Eiftth ezl z 2 HRIcE T, @EEFEMELIET 20cid, R0k EE R HEL o
TwEd, oz, iPS MlgxHvizFEERR L, Hizak AR RIC D  Hiz BBk o %
~OPERAIEE V. HEORD oz AR IR 2 EBREH ORI X T 7

W13 20 45T < DA EEREEOBIFICHLY flATH Y . HOHZEMIEZ VR RRBR 2 T o728 2
5, DEEEAEE L, BHERA R NV L0020 £ Lz, LIRS E 1 ERTE > T 72 1579
® DCM H# 723 LVAS 2> & O FEBLIC I L 72, DAk, 50 fER 2 6f RICERRIF R 23 T, £ OffR % b
L, iPS MfE Sk OHEL LA 2 V72 DA RE OB & 10 E2E L, EiEFEReL ¥ 2
ZP)—=H A VAR EDOREBR G ON T T T, REIC, FEKY: CIRA 2> 5 X 7= B AR H
iPS #lifEA o HE) 3 2 GEA v~ ORI O SRR UERE - KERTEE, Kot iPS fMildokr%
HE 2 ORIEHRF AR L E Lz, 2020 45 5 KBRS % HPCIc AL o it 5% < 16 Fifi 32 8 7R 5 23 F e &
N, PEINTOSEFSKT L, WFhbIERICGES LT3, KIRKFRENVFv—TH 274
Y S 2R A~ D BTG EEE T L, R Y 0 iPS Mk O EERER o ERL AR T hE 5,
KBKTix, HRTHMiz, BiR RS ICS T 2R ROEREE FEHT 3 EFFLS % KR F.i -
ZEICHELE L, RROEREN LIS e 22—+ 7 v Z7BFIELS 2 #5845, X5, FL
YIRS B 2 720, 20 OUEIERICH ICHEME T 2 iEEAH Y £, KEDOEELHEX
B, RIRFPZE»OEREET I AT LEMEL ., KIICREMmOBERERXZHEL L. HARFOE
HACICE#T 2 2 LA I LT E T,

Abstract : In the world, an aging society, overcoming incurable diseases is an essential issue in order to
extend healthy life expectancy. For this reason, challenges have begun to develop new treatments based on
new scientific discoveries, such as regenerative medicine using iPS cells, and we are entering an era of
medical innovation where previously uncurable people can be cured.

We have been working on the development of myocardial regeneration therapy for nearly 20 years,
conducted preclinical tests using autologous myoblast cells, found that cardiac function was recovered, and

no side effects were observed. The world's first patient with DCM who had been waiting for a heart
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transplant for one year was successfully weaned from LVAS. Since then, clinical research has been carried
out on 50 cases, and based on the results,

10 years have passed since the development of myocardial regeneration therapy using iPS cell-derived
beating cardiomyocytes, and results such as proof of proof of concept and regulatory science research have
been obtained. Finally, we established a high-rate differentiation induction and large-scale culture of
therapeutic human cardiomyocyte-like cells pulsating from clinical iPS shipped from Kyoto University
CiRA, a method for removing undifferentiated iPS cells, and its regulatory science. Since 2020, an
investigator-initiated clinical trial has been conducted at multiple institutions, mainly at Osaka University,
and the planned eight cases have been completed, all of which are progressing smoothly. The technology
transfer has been completed to Qualypus Co., Ltd., a venture from Osaka University, and the world's first
iPS cell-derived myocardial regeneration treatment product is expected to be commercially available.

In Osaka, we have established an international base for future medical care that combines clinical care and
research under one roof, which is rare in the world, on Nakanoshima in the center of Osaka. Establish a
future medical bridging base and a startup development acceleration base. Furthermore, since there is a
hospital in the same building, these improvements can be directly linked to clinical applications. It is
expected to develop future medical care, establish a medical industry ecosystem from Osaka Nakanoshima,
establish a cutting-edge medical industry in Osaka, and contribute to the revitalization of the Japanese
economy.

This section presents case studies of advanced practices of Contamination Control Strategies on the

concept in PIC/S GMP Annex 1 and their importance in Annex 2A.
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10:50~11:40
Presentation 10 43K

Presentation 10 lecture

24 v filgs X OCEETFIREEOBLEICEH L CEET R &5, EU fIEH 1. PIC/s g 2A (&
D) A A =TT B Ry Mk 3 HEML
Title : Points to Consider for the Manufacturing of Cell and Gene Therapies, EU Annex 1, PIC/s Annex

2A incl. Bio-Safety requirements and Automation with Robotic.

HHFE VU Fr—F FY2Z(SKAN, BEH 70w 2B LUOHLAD =T avyH+ Lz v })
Presenter : Richard Denk (SKAN, Senior Consultant Aseptic Processing & Containment)

g 2024 FLRE, ED R LD 10 FEOH L Willlds XL B TRGESKR I NS C L P
NEF, hid, PIEEELZERCEHEL, ¥HET20ERH L EZEKRLET, #FL, 22Tk
BRI REZL 72 IABHY FF, R0 Lo cAEE KR TR E TF5»? EU GMP Annex 1,
PIC/s Annex 2 A 7 EDEEH A F 74 v 2 FEET L20ERH D 30?7 ZidELEEFICEL £,
72, ZTORBIRICIIED L S RN BH B Dh, iz "4 A —7F 4 L~ BSL1 %7213 BSL 2
KO INTTH, LHNMR COEFERECT AL ARYZ Z - W7 O AEBROME, [
Bt ixfek, #iEa X b oHI-CRRATREIE OB & D B KB AR L, IEFICEE LA
fLick D, BEBRRAR—ZAHY, BiEax b LEHa X P2RHEEI NG 20T, FEITREZLE
72 EAHYET

Abstract : It is expected that at least 10 new cell and gene products will receive approval every year from
2024 onward. This means that commercial production should be planned and prepared in advance.
However, there is a lot to consider here. For which regions of the world should production be approved?
Should international guidelines such as the EU GMP Annex 1, PIC/s Annex 2 A or others be considered?
This has an influence on the manufacturing requirements. Also, what potency the therapy has. Is this
classified for a Bio-Safety Level BSL 1 or BSL 2. The issue of cross-contamination during production in
multi-purpose facilities and when handling viral vectors for instance. Automation will also play an important
role in the future in reducing manufacturing costs and also in terms of sustainability, since with a very high
level of automation less space is required and therefore lower manufacturing and monitoring costs. There

is a lot to consider.
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12:30~13:20
Presentation 11 3K

Presentation 11 lecture

&4 v HYSEENG (CCS) BAICH 1 % PIC/S GMP Annex 1 35 X U 2A 0 JEiefy 72 HL Y #l%
Title : Advanced practice initiatives of PIC/S GMP Annex 1 and 2A in Contamination Control Strategies
(CCS) development.

A R SHACKIKRY:  HA PDA SR A EERLE GMP ZREARER)
Presenter : Yasuto Ikematsu (Japan PDA Pharmaceutical Society, Chair of Sterile Products GMP

Committee)

i 12022 FFICKET & 7z PIC/S GMP Annex 113 2023 45 8 HIicFsh L. EE S - ATMP o 8L e
IZTGYETRIREE (CCS) DIRE - i ®IE[H T bz, CCS ofdficix, Fiiiomst - EAZ &9,
IHROHEAT-eH 2 /% HHM L, CCS DEMICEH T 2 HA 2> DAY 72 e ER IR 1D 70 1T 5 TG 72
T7u—FBRRETH D,

Afficix, PIC/SGMP f1jEE 1 offf& & fEE 2A <k 1) 2 HEMICHK O & | HYEEEIE O JeER 7«
FEEEF EH{NT 5,

Abstract : The PIC/S GMP Annex 1 revised in 2022 will become effective in August 2023, and
manufacturing facilities of pharmaceuticals and ATMPs will be required to develop and implement a
Contamination Control Strategy (CCS). The development of CCS requires a comprehensive approach to
organize old technologies and ideas, including the consideration and implementation of new technologies,
leading to effective and rational advanced practices in the operation of CCS.

This section presents case studies of advanced practices of Contamination Control Strategies on the

concept in PIC/S GMP Annex 1 and their importance in Annex 2A.

14 /18



13:20~14:10
Presentation 12 47K

Presentation 12 lecture

KA P R EEN RS L& B S 7z CAR-T fifgE#E ICm T T - IRERED 7 7Y
T—vavrofaEMT 7y b7 —LET
Title : When science meets industry: Towards fully automated CAR-T cell production - from lab scale

applications to integrated commercial platforms

WA N4 XY= v (7T R —T 7 —HERE A7V ARy =T ) v SEHERR
EHI1#E)

Presenter : Kai Janning, M. Sc

25  AIDPATH W95 77 v b 7 # — L3 BITE, Wil 4 0 BEF I L XV Zehroa X FRIFE X
CHfEIREERE 2 e S 2 -0 ic, CAR-T#ildo HEiEEEZHIE LTHRFEINLTVWES, BEH 2
a2V Y — T LIFHE, ATMP 8LESEFIC BT 2 WL 2O 7~ 4 V& b — v OERIC [ F CIE
FCEATHE T, ROKERRAT Yy 7IE, ZDXIREFEVRATLDILRDL AT —NAT v 7 & HY
ftcd, 77vvEd—77—IPT Ik, AIDPATH ICB3 2 iprHdii & . CAR-T HiE4FED 7= » D AT
¥T7T7 v b7 —LOAREEE AN FAERBALES, T, MBATFEXCI2EELL, [
ALY —=4.0] T —F o O BEEE~DEL DD DFFKEATA V74 v RINE T,

Abstract : The AIDPATH research platform is currently being developed for the automated decentralized
production of CAR-T cells in order to produce cell therapeutics more safe and cost-effectively for individual
patients in hospitals. The responsible consortium is currently on track for reaching several groundbreaking
milestones in the sector of ATMP manufacturing. The big next step is further scale-up and
professionalization of such production systems. Fraunhofer IPT will present the current state of the art with
regard to AIDPATH as well as the potentials and hurdles for integrated commercial platforms for CAR-T
cell production. Also, a development guideline for the transformation from purely manual production to

modern automated production according to "Industry 4.0" approaches will be demonstrated.
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14:10~15:00
Presentation 13 43K

Presentation 13 lecture

ZA bov s ARSI O BRS¢ AR B RH OREEIIC oW T
Title : Introduction of development examples of regenerative medical products and change management

specific to autologous products

WEE A AR KRMES Yy X s Ty v az vy =T Y v (J-TEC) $fTIRE (BLEE., &
EEBE. AAERTHREE)
Presenter : Yukio Mori (J-TEC)

HE S5k, HRICE W TIEE O CAR-T#ES R T Efie#tii ke h s e, 4% 2Mlax M
WA ERER S < (16 ) BREEECH I A Tw 2, 2 s o®E R RO sk <oy
e zl, BEAHOMIEEAWEARELALEEHOTWE, b o ARG IX, BEMEE H
FERIE T35 2 & 2o HRFR O Eﬁ)%OD%‘BW L5 L v, BRSO R WELE 21T S
EHM L 382 7o v AFROREL D 5, ¥t HASHEYr v T sy vaT =T Y V)
Tk, ThE Tl %E*QODQ%KE%EJ?fiuu%J:mL LR OELE R BB A A LFCE 2, AT
X, Fea OB ORI TIEDH 22, BRES IR OB cORIREE-FE, o I0KEZOE
PEEMET — 2 RMNTT 5 2 &1 X Y fdifb L 2 HEHIEIC oW TN T 5,

Abstract : Recently, several CAR-T products have been launched one after another in Japan and their
indications have been expanded, and many regenerative medical products (16 products) using living cells
are being used to treat patients. When these products are classified by the origin of the raw material cells,
the majority are autologous products. Since these autologous products use patient cells as starting materials,
the quality of the starting materials differs each time. Therefore, there are issues in process development
that are different from those for pharmaceuticals, which require highly reproducible manufacturing from
uniform raw materials. Our company (Japan Tissue Engineering Co., Ltd.) has launched multiple
autologous regenerative medical products and has accumulated experience in manufacturing many
products. In this lecture, within the range of our products, we will introduce the limitations and issues at
the development stage that are unique to autologous products, as well as examples of optimization by

analyzing production data after approval.
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15:40~16:30
Presentation 14 3K

Presentation 14 lecture

ZA bov s iliiEiERESE D GMP WG 2 50k S 5 B0 ) vy b Fr ey ) a—va v

Title : Technology transfer knowhow and process solution supporting GMP production of cell therapy

inEE c HIR B (2 h 754 A atE CDM & v 2 =55 1HR)
Presenter : Kenichi Tahara PhD (TAKARA BIO , General Manager CDM Center 1)

5 maREE SO GMP #hEicswC, MEIEOREEELF T EIEE o E I, MiamLr
AV L =208 AL, HEERREEOEEICHN RMRKL R VBES, ZoDicld, T4V L —
Z O/ BLEROMAEETT, 74 VL —2 30N oMz R/ RICI 2, MizoiEge) 22
PR T 2%EEZREZLET, L2L, Z2F v Ay b 2OLTA VL —Z~DEEBTITII VWL O
DR DY £F, TA VL —2FEZRIHEDAFANZEST 5720, BALT A VL —2NTOIEE
70 —OREIICEET 2 EMAOBESLEL 2 Y T3, REEH I, MM TICE T 2 R, ME.
FEEDOENE L WO MEERRRT 272010, TA VL —Z2DEA L ZICHE BliEED ) v T %
RRFERICOWTIRELEY, £/, W7 — 222 F4 2BLTCTA VL —20ERMEEZRL £,

Abstract : Aseptic manufacturing methods are becoming increasingly important in GMP manufacturing of
cell and gene therapy products. The introduction of cell processing isolators can be an effective solution for
establishing robust aseptic manufacturing. To this end, it is important to establish a manufacturing method
using isolators. Isolators serve to minimize contact with the outside world and reduce the risk of cell
contamination. However, there are several challenges in transferring manufacturing methods from safety
cabinets to isolators. Isolator operators require specific skills and require the establishment of mechanisms
related to proficiency and optimization of the workflow within the isolator. In this presentation, we will
propose know-how and solutions for the introduction of isolators and the associated technology transfer to
solve the issues of sterility, quality, and worker proficiency in cell processing. In addition, the usefulness of

isolators will be demonstrated through manufacturing case studies.
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16:30~17:20
Presentation 15 $Ef3#H

Presentation 15 Invited lecture

Z A4 b filEhEic BT 5 QbD 77 e —F 0F 2 & TRORERIH T 725 ) fH A

Title : Concept of QbD approach in cell manufacturing and initiative toward process stabilization

AR AC /B IERECRBROR)
Presenter : Masahiro Kino-oka (Department of Biotechnology, Graduate School of Engineering, Osaka

University)

g ERAELEICON 23158 E LT QbD T e —F Mo N TE D, 557 BRI R Rk
TEHEK S LT o bn, ZOEMHEIKE GMP EHSAAE~OSRE 2 IF#HICH3 2 & T,
SEAMERIEZEY. T2 LRAREL R0, 2L 0HEICEABED LN TWDS,
MM TR oG ICE VT, TROELFICIY, MEDRLOENELLZLEBALNTEY,
Eiko QbD 77w —F%#HAT 5 L AREETH Y, FEOEE TR0 EmE&ED, ¥k
ObD 7 7'u —F DEELRLEE LT 5, AFE I, MESLE I B 5 5 QbD 7 e —F &
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Abstract : The QbD approach is known as an activity leading to the manufacture of pharmaceutical
products. The specific findings and standards obtained are compiled into a control strategy, which is then
used to establish a high level of quality assurance. The control strategy can be used to establish a high level
of quality assurance by using it as a reference or description in GMP controls and approval documents.
In cell manufacturing for cell therapy and regenerative medicine, however, it is now known that process
fluctuations can cause variations in quality, making it difficult to apply the QbD approach described above,
including unique manufacturing process development methodologies. Therefore, it is desired to construct
an advanced QbD approach that includes a methodology for the development of unique manufacturing
processes.

In this presentation, the use of potency assays in CQA and the procedures for determining CPP and DS in
manufacturing process development will be introduced as advanced QbD approaches in cell manufacturing.
In addition, the method will be proposed to determine the criticality of PPs by considering the control

difficulty in the process to facilitate the extraction of CPP and the determination of DS.
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