11/28

11/28

11/28

11/28

11/28

11/28

11/29

11/29

11/29

11/29

10 :

10

10 :

10 :

13

13

10

10 :

13

13

HA PDA SR 25 30 ML ZER®vavFul 7L

50-12 :

:50-12 :

50-12 :

50-12 :

1 40-15

1 40-15

1 40-12 :

40-12 :

: 30-15

: 30-15

20

20

20

20

10

10

10

10

100

100

RS GMP Z R & GHED O = (1., 2
R GMP ZE 2 GHED) D = (2) i, 3
ETRsk - HTEH (ERES) RERGEHHD oo, 4
NAFTANZATEE G D 5
NAFTANZRE D GEH) D oo, 6
BAVERIBR A G & XA LT A AT Y 23 V) e, 7
QAQC FE A GBI ovvvevevereereieeee et 8
R B GMP ZE A GEHD Q) oo 9
T ZE B2 GBI oot 10
AT AANTANA ZARBRGEE) o 12



11/28 10:50-12: 20 EFRGEGMPEZE2EH O (1)

ZERMN BAELZRKEEAKRERKRE)
ARV W oY V8
PIC/S GMP Annex 1 CCS(CHREIRHER) ADXIIS
Session Title:
Consideration for CCS of PIC/S Annex 1

B

PIC/S Annex 1 DEERRN 2022 F 9 AICU)—XEN, KF 8 ANSEZZRIGHE IR
REICEHT 2 —ENEBEHZREIFRENE R D ARTIE. EB2LRHNEARABTELT CCS
(Contamination Control Strategy:JEREEHR) L\ O EHMNEMEINTWS K
w3V Tl CCS [CRT EANERZERN T 5 &S PDA Technical
Report 90 ® ECA AR SAVICHITDEHICHN D, T5IC. CCS DIEEICT T DER
BRFENEXRICDOVWT BFTOERZERE LT —RARYT 1 &2RH3 5,

Abstract:

The revised version of PIC/S Annex 1 was officially released in
September 2022 and came into effect on August 25 in this year,
except for some requirements related to lyophilizers. In this edition, a
requirement called CCS (Contamination Control Strategy) is added as a
major revision. This session will introduce the basic concepts of CCS
and refer the requirements of PDA Technical Report 90 and ECA
guidelines. In addition, trial of a case study for an existing process will
be explained to consider the basic process for the establishment of
CCS.

ER KR HET XVo%Ratt

BE AH BT MRAst0x7o0/8—T71207
BE K B RINESNASHT

BHE BIE 8 \BFERIEGAST
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Session Title:

Overview of Laboratory Biosafety Manual and cace study

B

2020 F. EYFNFCASDESBI D HAR 1 THSD WHO DERENAAT—T7
ANZATIVIE 4 fRICERET KIBICEE SN/, TTTHE 3 REDEEBIRET KR UEE 4 fRD
BEZME T 5, Tz EMFENHCAD RUBER(FZ KO oNSBEEREFR R\ ER
U7zl zHkET D,

Abstract:

WHO Laboratory Biosafety Manual as a textbook on biological
containment, was revised to the 4th edition with significant changes in
2020. This report provides a gap analysis between the 3rd and 4th
editions and an outline of the 4th edition.In addition,this report
provides an application of the manual to ATMP which required
biological containment and aseptic processing.

ER # R—B ROZALYIKRAS
wE Al A AR TSUNM—ER



11/28 10:50-12:20 E.Fsx - BFEL (ERES) =E4GEEH)
FER A E=MREt BEFIER)

ncAVRYE W oY V8

DI kG = RIEZA T=EEEE~MES/LIMS EADFEE FRE~

Session Title:

Development of foundations for an eye on the future image of DI
Challenges and Solutions in introducing MES/LIMS

B

EANDBEFELERTIE, B DX(TIZIVNT IR TA—AX—=I3 V) ANDBRUEANIEE DT
HY ., EEFRCBLETEZMO T DI L CEF(TIIIE—23y /TI9T1E—
JIAV)ANDEEN ELT MES/LIMS EADEENTZEDOTLD,

— /AT CCHFOERBEFICH T DTS DB TSAFI—UDRE/REICK
V), REEEMODEHETRIIFBRL TH ST RO TG ClE EEEHaaiiUan 55
HECTOIRTLEAN " EHZRERSINTHY, FRAGCHECERULTLD,

%ol ERES ZE&Tld MES 85T C LIMS BA ., EFRFORY C&E2T7—VICERY £
(7. DI Ok GZE RIBA 1 RIREARD 7 TO—F EXNUWEZRBNT 5,

Abstract:

In the Japanese pharmaceutical industry, efforts toward digital
transformation (DX) have already begun. and the movement to
introduce MES/LIMS is also increasing as a foothold for DI and
digitization/digitalization regardless of company size or manufacturing
Process.

On the other hand, the supply shortage of pharmaceuticals has not yet
been resolved due to the increase in administrative penalties over at
domestic manufacturing plants and supply chain disruptions the past
few years. Existing factories are forced to introduce and update
systems in a short period of time while continuing production and
shipment, and they are facing various difficulties.

The ERES committee will take up the theme of problems when
introducing and updating MES and LIMS, and introduce problem-solving
approaches and countermeasures with an eye on the future image of
DI

ER t2E BF(ELTI7VLKIRE)

BE BE AERTF(BEI=28XI5HAEM)
BHE B &R 7 II AR
BE T 5(T—Yi4%at)

BE A BIGREBERm )
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Session Title:

Recent approaches to implement the next-generation of
biopharmaceutical manufacturing

B

INAAERROELE O TR T SR QIRMDEFHT CBBHGREAIC KU RENG/NSS
ALV TRHEITU TV BHIHEBE AR S1 U ZEBEL. INET/NAOVRRT—)VZER
INCHRET SN TELEREEN, KU KRBT —IVADERENBECZHEIREINDLDIC
827z, COTYIIVTIFNATEFEEDEEICS VWV TRMERN ICH Q5A R2 ITHE
DL I ALZEHHIRE )7 IVIA L PAT IS TA—HRAUIREIAA RS ZBEFR A
ERHO7 TO—FZRRBBERNSBNT D,

Abstract:

The biopbharmaceutical manufacturing is currently undergoing a
dramatic paradigm shift due to the adoption of innovative technologies.
With the clarification of recent regulatory guidelines, the continuous
bioprocessing that has been explored on a pilot-scale has been
transterred to various large-scale implementations. This session will
address the viral safety of the ICH Q5A R2 and real-time PAT
technologies that are essential in realizing advanced bioprocess
strategies and introduce the recent approaches. A variety of
perspectives on the latest approaches in line with regulatory guidelines
will be discussed.

EfR B BEAMBERXT 1 WIS BE PDA REFZNAA VIV AERER
Pk BEROUVIKARE. BA PDA BEZR/N\AA I REER)

AR BN RRUFRT7— VIS BRRETIER ICH Q5AR2) YD)

—5-)

FHE PR BRXOVIOKASME. BE PDAREFZNAAI(IVRAERER

BFEE B FEPILUNT/09-HK%AE1)

afrERE Bl ik (BRU+—5—IHFA=t)
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Session Title:

International Trends Toward a New Era of Virus Safety for
Biopharmaceuticals

B

2019 F(ZHHEFE 272 ICH QA WEEREZINZ DDOHY . NMMAERREFDIAIVALZE
HEBHIR L. SV EREZHFULRNSE | KFURERTRERT7 SO—F = B9 [#bF
RINEEAT D, TMIVALZEEDRETIE BN TROLEL VIV AZ2MFHImA DR
RI—T2DVTFBRICOVWTERERIBL T\ D, F/o RHIHBE S DR RS EEER
BICITUV FEFR DI A ZEHERDEZ AIC DOV THRHIBERDF vy F 7V FICEE
HTEl, SE. ERICEEEENICSEL TV DRIEX VN2 EHEEEIR(ICRET 5:E
SEZ1T5(3H\. PDA Virus Conference M Chair Z8=. J1IVARA R VERALIC
DVWTEPIERATHERBEVCLESFETH D,

Abstract:

The ICH Q5A guideline revision that began in 2019 is coming to an ena,
and viral safety strategies for biooharmaceuticals are entering a "new
era” that aims for more rapid and flexible approaches while maintaining
a high degree of robustness. The Viral Safety Subcommittee was the
first in Japan to begin discussing the use of next-generation
sequencing for viral safety evaluation, and has also been actively
exchanging opinions with regulatory authorities to catch up on the
latest information on the concept of ensuring viral safety in the new
era. At this year’s meeting, two members of the subcommittee who are
actually participating in international activities will give lectures on
international trends, and the chair of the PDA Virus Conference will be
invited to give a lecture on the risk mitigation of virus contamination
including case studly.

EER: A BHF (2023 PDA Virus Conference Scientific Program Planning
Committee. BA PDA EERZFLNAATMIVAERER, JBIERXAT 1 AR ET)
ERE: #&# DO (BA PDA ®BEFAENAAI(IVREES. ViSpot X Ett)

EHE1 AP BF (2023 PDA Virus Conference Scientific Program Planning
Committee. B4 PDA BERZSNAA IV AEER, BILRXAT 1 IV kRE)
EE2:E FABB(Advanced Virus Detection Technology Interest Group.
H7A PDA BIERZENAA IV AEESR)

AFEE: Andy Bailey (Chair of 2023 PDA Virus Conference, ViruSure
GmbH)
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EERRBLEICHITD DX OHEE

Session Title:

Promotion of DX in pharmaceutical manufacturing

B

RFEfE R T I IS IR TA—X—23 2 (DX) JIV—T1% 2021 FHAE PDA ®FES
EFRICEVWTTERRBEICH TS DX DIRERE T DV THRUZ. COFKRTIIE
EMBEHEICHITD DX AEETIVEER L. COETIVERVWRERREICOVWTHRSE
U7z

SEE DX Z#EeD L TOF—IRA D RAEETIIVEZRAVW TR E&EETDA
EICDVWTREL. BRICHIT D8k~ 2 DX A BHZR[NT Do Tz NRILT A XY
V3T, MEREREDEFEEH DX DHAICDOVWTERBIIEHSDEBRZRH<,
Abstract:

The Digital Transformation (DX) Group of the Kansai Study Group
presented "Current Status and Issues of DX in Pharmaceutical
Manuftacturing” at the 2027 Annual Meeting of PDA Japan (PDAJ). In 20217,
our group created a DX maturity model for pharmaceutical manufacturing
and reported the results of a questionnaire survey on DX maturity using
this model. Furthermore, based on these results, we explained the points
to be noted in order to promote DX in the pharmaceutical manufacturing.
In this session, we will explain key points to promote DX and propose a
method to collaborate with each department using the maturity model. And
we will introduce case studies of advanced DX companies. In addition, a
panel discussion will be held to hear opinions from various perspectives on
the benefits of DX, including examples from other industries.

ER BAE ABGIIT1IUT17HASH)

EE BE AR (ELT I IVLAIVI =PI TH%A SN

BE LA 1F GRINEGRART)

BE A2 Xi#(HEIREIGHARH)
INRIWTARDYIaVETL—9— Ik ZEI(PQE Japan #ki&4t)
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Quality Culture EmBYARIXVEDRFAICEITT

Session Title:

Toward the Maturity of Quality Culture and Quality Management

B

QAQC ZEETIXINZET. Quality Culture OEFAEMBYARI X SDRRFADE AN
BECEZ B ZER TSz 7910707148 T I —TTlE. SHTHRERN B
DEEIROEMNMEFERICAEITFTAEETEITV. Quality Culture 517 )V—T Tl FEFE
EHREURAETHMOFEDERMAE LT BERICHITDFHMMDEFIC DV THREITL TS,
S ENENDITI—THh o BUEFRICHITDT =910 77 UT1 BB IRIC DL T,
B EEICHITDIRTLE Quality Culture DREAETHEIC DU\ T, IR DML
REHRET Do

Abstract:

The QARC Committee has been considering both the maturity of quality
culture and the maturity of quality management as important. The Data
Integrity Group has been studying to ensure the effectiveness of
education and training, which each company has a sense of issue, while
the Quality Culture Group is exploring cases of evaluation in audits as a
subsequent study of the maturity evaluation method reported last year.
In this session, each group will report on the current results of their
consideration of data integrity education and training at manufacturing
sites, and the maturity evaluation of systems and quality culture in
audits.

EfR T ET(REEEHRAZM)
BE 2 RK(TIVERASH)
BEE I BR(EHFHRRENRASH)
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Session Title:

Research report of the use of Airflow Visualization Studies on Aseptic
Process Isolator Systems

B

KU EIRAESAED BRNILESHEL T TR, TO/REEBR UL R VFHEICE DLW TE
m/ TOERICHT DELREREIREIIRT D ECHD. BT —TIFEETOER 7Y
L= IR T LZERNRIC, [URAIREIARZERAUZUXOT7EAX I NFEREEFNICE DL
RIEE=4)20 7003 LAREFIEDREMR TR EIT o=

SEOHERRKIL, BETOCLIAIUT7REE—ICURVFHEUREBEE Y1) T0OJ 35 L%HR
I3y RTOT7AITDFE(BioPhorum) &, BESOEIDIZAIO7EAX U
(REM/I-REM) ICKURRI R LIRBE ZHAATFIEICDOVTHRET B,

Abstract:

The purpose of an airflow visualization study is not only to determine
suitability, but also to develop a contamination control strategy for the
product/process based on a risk assessment considering its results.Our
group researched a risk assessment method using airflow visualization
studies and a procedure for establishing an environmental monitoring
program for aseptic process isolator systems. This presentation will
report on a grid profiling approach (BioPhorum) to uniformly assess risk
and develop environmental monitoring programs within aseptic process
areas, and a method to incorporate airflow visualization studies into
risk assessment of aseptic processes (REM/I-REM).

Ef AE EH s IR
wHE A RL RNEmGAST
wE RKE 85, I—Y1HAst
wE AR B AHEREmIFHART
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Session Title:

Activity Report of the Technical Education Committee

Considerations on Life Cycle Management& Considerations on The
Future of CMC and Manufacturing Transformation through Data-Driven
Approaches and the Impact of Generative Al

B

ICH MRSV TIREHE ST DIVIETHIHARF D S iR Z 42 CELEARSEHIEICED
FCHEMEMDEERRIEERIN. TOLERIINERRFRE. BT en, mEEE. &
mDIEFEIDADDERE TRIBINT VD A2 w3 DTl RAMTABERLARE D s 4 EE B
([CTA—HNAUETERBICDOVTHRET 5,

-CMO &SR E-BE- 29U I 95 TOCAKRUZENDEKREIR

- DEEBEIRICE D\ EEERBE TORREEDHAINTZRETDER

Fe. CMC-®EICH T BT 90T IIIEINERICH T BFBE T —Y R T UiEmIC
KDEZITADBIINEIZSTHMRICDOVTOEREIT D,

Abstract:

The ICH Guidelines define Product Lifecycle as ” All phases in the life
of the product from the initial develobment through marketing until the
product’s discontinuation ” and all phases are expressed in four stages:
Pharmaceutical Development, Technology Transtfer, Commercial
Manufacturing, and Product Discontinuation.

In this session, we report on the following topics focusing on
Commercial Manufacturing stage after Technology Transfer.

-CMO Management: The process and requirements for appropriate
selection, management, and monitoring of CMOs

‘Analytical Procedure Lifecycle: The ideal state and operation of
knowledge management at Commercial Manufacturing stage based on
analytical method control strategy

In addition, we will discuss the challenges in the use of data and digital
technologies in CMC and manufacturing, as well as the possibility of
digital and data utilization in technology transfer and business
transformation, and the effects of the shift to data-driven business
execution based on this possibility. We will also discuss the challenges
and prospects for knowledge sharing and utilization that will change with
the advent of generative Al
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Session Title:

Medical Device Committee Activity Report 2023

B

ATANIVT A RBZERTIF SEIFTAI BEE#ER - TOJ S LEEES . [EXER - EE
¥22D SDGs. [V ER—V3VEGDIRIITRI X U], TEROEEEES R H DXt
tb1. TQuality Culturel® 5 DDV IV —T TEEIZITO TV D R BREE-Z— XS
BROZAZZITT. EEOHFATE. FHIULWRMDILEERZE P, thDEZER TIHEHON
EEZADRA BIURVEREDELRENRI D TLND TDL OGN T T, EE
HmDHEmMTAITTAVIEEICHWT, R OB OEFED R L -#FE Lo 7B R TR
SNBTEICDOVNT. ZEERTORETRRAZHRET Do

Abstract:

The Medical Device Committee is working in five groups this year: "Al
Medical Devices and Programmed Medical Devices, "SDGs for
Pharmaceuticals and Medical Devices,” Risk Management for
Combination Products,” Comparison of Global Medical Device
Regulations,” and "Quality Culture. In response to various medical
needs and changes in social conditions, accelerated penetration of new
technologies, influx of ideas cultivated in other industries, and changes
in the regulations surrounding them are occurring in the medical world.
Under these circumstances, the committee will report on its
deliberations on what is required from the perspective of improving and
maintaining trust in products and organizations throughout the product
litecycle of medical products.



