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Session Title:
Consideration for CCS of PIC/S Annex 1

A

PIC/S Annex 1 MEEMM 2022 F£ 9 BICUI—ZXEIN, KFE 8 AN S EZHRIER IR
REICEAT 2 —BNEBEHZREIRENE R D ARTIE. FBLRHEARABTELT CCS
(Contamination Control Strategy:JBREEHR) L\ O EHMNEMIN TS K
w3V Tl CCS [CRAT SEANERZERN T 5 &S PDA Technical
Report 90 ¥ ECA HAMRSAVICHITHDEHICAIN D, T5IC. CCS DIERICHTIER
BRFENEXRNICDOVWT BFTOEREERE 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.

EEE AR B MAs0x70/3—T74127)
AEE AR B RMERHRASRT)
AEE BE B8 (NFRRIENHAED)
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Session Title:

Overview of Laboratory Biosafety Manual and cace study

AEE:

2020 F. &YFNFCASDESBI D HARS1 2 THSD WHO DERENAAT—T7
ANZATIVIE 4 fRICERET KIBICEE SN2, TTTE 3 REDLEBIRET KR UEE 4 FRD
BEZBE T 5. Tz EMFENHCAD RUBER(FZ KO oNSBEEREFR R A\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.

BEE Al REHRASHBAI TS VMM —ER)
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DI kG = RIEA T=EEEE~MES/LIMS EADFEEFRE~

Session Title:

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

B

ERNDEFELERTIE, BEC DX(TIUZIVNT IR TA—AX—=I3 V) ADBRUEANIEE DT
HY ., EEFRCBLETEZMO T DI L CEF(TIIIE—23y /TI9T1E—
JIAV)ANDEEN ELT MES/LIMS EADEENFZEDO>TLD,

— /AT CCHFOERBEFICH T DTS DIBINCY TSAFI—UDREREICK
V), REEEMODEHETRIIFBRL TH ST RO TS ClE FEEHaaiiUan o5
HETOIRTLEAN " EFHZEZRERSINTHY, FRAGCHECERUL TS,

%ol ERES ZE&Tld MES 85T C LIMS BA ., EFRFORY C&E2T7—VICERY £
(7. DI Ofk& %= 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

EEYINL:

SRERD DI #EEUz LIMS BAICHITDREEMRE

Title:

Challenges and solutions in implementing LIMS considering DI of the
entire laboratory



A

LIMS BEAERICHITRFREMBARZE. 3IDDTI—XICR T TRELET,

-LIMS EARI:{IHICRETINRES

LIM BAR YT S547—&DEOY, TOVIIMAIN— Y RY—EEE

-LIMS BRAKF N RY—XTF X, 0S . RV T—O A& FTLYD

HET. IRTLEBADEICH D DI FERGEFRERRO 7 TO—FDBNERRKDHEIN
EOMBRZEBNLET,

Abstract:

We will propose issues and solutions for LIMS implementation and
operation divided into three phases.

v'Before implementing LIMS; Things to consider first

vImplementing LIMS; Supplier engagement, Project members, Master
settings

vDuring LIMS operation; Master maintenance, OS updates, Network,
Personnel, Knowledge

At the same time, we will introduce the future vision of DI beyond the
introduction of systems, our approach to solving problems, and the
vision of the future of the laboratory.

EEE A BL(RERmHRART)
#EE T8 §(T—P1H5RA&)

EEYIN:

EE | MES B BRADFSIE~DI X TIFIEDREICXT T DigsR~
Title:

Practical! MES implementation and operation guide
~Proposals for DI and digitalization challenges~

A

MES 8. EARICHITS

A MED YR T LFE—T — &

EFBODRBEL

HERHRY XY —ERK

-OS. YR T LEFHEFDX I

FR MES H4E . EBEDMNACHFUR O IEEENRBREZIRELET,
Abstract:

During MES implementation and operation;

v System unification and data linkage between sites

v Reconsideration of operating flow

v Efficient master creation

v’ Correspondence when updating OS and system

We will propose practical solutions tailored to the concerns of MES
personnel and administrators.



AEE BE AKT(EI==3ERITHEHASM)
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Session Title:

Recent approaches to implement the next-generation of
biopharmaceutical manufacturing

B

NAFEZE@OEE TOT XA TIE, BRA BRI DEH CFBRIBAVGE AKX UREBAIR/NSS
ALV TRHEITU TV BHIHEBE AR S1 U ZEBEL, INET/NAOVRRT—)VZER
MRS INTELEREEN, KU KRBT —IVADERENBECZHEIREINDLDIC
827z, COTYIIVTIFNATEFEEDEEICS VWV TRMERN ICH Q5A R2 ITHE
DL IV ALZEHHIRE )7 IVIA L PAT IS TA—HRAUREIAA RS ZBEFR A
ERHO7 TO—FZRRBHERNSBNT D,

Abstract:

The biopharmaceutical 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.

EEYIN:

EHREEICH T DV ZARZEMTMOBERRICDOWVWT~ERET ICH Q5A H1RS 1D
5~

Title:

Points to consider for virus safety evaluation in continuous
manufacturing ~ Overview of the revised ICH Q5A(R2) guideline ~
AElE:

N AERRD I ALZEMETHEICRET 5 1RS> ICH Q5A [&. 1999 &M R1 &
ENS 20 FHFYUNEEL. ZDME. TV IMIV RO 7S A8, RUE
EERE DIENRFIITZE 2 DEIERIMNITES U TE. NS DFRIMTDES CRHTORE
FHHRZRBRU, VIV R ZE2MHIICH T D LVUREREDE V7 TO—F ZFIR AT 8EC
FREEBITHUWISZADINAATO /O —RED=H DI IV AZEMEFHTDEZ A



9 CEEBMIC. COE QS5A HARSAUNRETIND  KFEFR T, ‘E‘ﬁif“&ﬁ’)
BRICERINERZEHMINET ICH Q5AR2) HMRSAVICOWTRENT

Abstract:

ICH Q5A guideline considers testing and evaluation of the viral safety
of biotechnology products derived from characterized cell lines of
human or animal origin. Since publication of the Q5A(R1) guideline in
1999, technological advances in virus analytical method, virus
clearance strategy, and manufacturing approach including continuous
manuftacturing have occurred. To reflect updated scientific knowledge
and biotechnological advances, with increased flexibility for viral safety
assessment, and to allows for a more harmonized approach for newer
class of biotechnology products and new developing technologies,
recognized that a revision of the Q5A guideline was necessary. In this
presentation, the revised Q5A(R2) guideline will be introduced
focusing on the points to consider in continuous manufacturing.

BfFEE PN R
(ERD7—VHASH. BRRREITEBS ICH Q5AR2) Yo )—45—)

EEYINU:
N FEFEmESEED R EIR & AR ETEHA
Title:

Recent trends and case studies of continuous integrated
manufacturing for biobharmaceutical

/, jﬂ%g
N AEEREESTIEOEEFEERDAELICHWT, EREEFREIARERENRE
WETT W RERKRTHY  FFS DR IERR RIEFETRIRIEZ T —ILDEARRET
EEIMTONDEXTICE O N AEREED LRDIBE S FROBHOBEITIZDR
BEIETE, ORI MO—-NVEEZSV VI LUORBERD 7 JO—FHAEERER
ERDTVDAEETIE. RFDEBEARRZBN T DB, INAHEFEEDEIRICH
BERDIMNALZEHZEERB U TOLAEIRE  EETER/NTAXA—Y(CPP)BLUEE
mBERE(CQA)DUTIVIMLDEZFITEWND 2 DOAEAISTO—/NILDL VR
=589 5,
Abstract:
Various approaches are being taken to improve productivity and
efficiency of biobharmaceutical manufacturing processes. Continuous
integrated bioprocessing offer a viable option to maximize equipment
utilization and reduce the capital investment required for future
facilities and are actively being evaluated in the biopharmaceutical
industry. Recently, the large-scale implementation has begun in various
companies. To ensure that the manufactured product meets its
specifications, the strategy of process control, process monitoring, and



product quality testing for integrating an upstream bioreactor and
several downstream unit operations is a major discussion for
implementation. This presentation will introduce the latest trends of
integrated bioprocess and focus on two main aspects, process
diversion strategy to ensure virus safety, and real time monitoring of
Critical Process Parameters (CPPs) and Critical Quality Attributes
(CQAs) to meet the desired qualities.

EEE FiE BROUVIKART)

EEYIN:

HREERES LC/MS YRTLDEEICLDN\AATOCI T (CEFTDI—LL R7GHF
TR

Title:

Accelerating Bioprocess Development by Collaboration of Cell Culture
Equipment and LC/MS system

AEfE:

BEODN\AATOCRFERDIRG TIET U TIVEFEREN SEEREREE (PQA) B LUHRE
EEEICRA T DIBHREISE T2 X TORBMNRNURYIIZBR>TWVWET . AFBETIE 7Y
TAR)=LAICHTDMEEEREE LC/MS YRTLEEES B, N\1A 7O REHFIC
T2 PQA DEZZIVIITDI=HD TSV TA—LEBNANLVET . COTI VR TA—LAIC
KW [FEDNEZRAMRICU. MM ZRRICHZ . N OERBRREREZRE TS &IC
KU FARICH TR KBS LU IR IR ZEERULETD,

Abstract:

Currently in bioprocess development, the time from sample acquisition
to information on Product quality attributes (PQAs) and cell culture
media is a bottleneck. This presentation will describe a platform for
monitoring PRAs in bioprocess development by integrating cell culture
equipment and LC/MS systems.

BfrER Bl #ic (BEVA—9—It%hAE1)

EEYIN:

BB mAb BLEDHBRIECHIFTEIA US4 LC EZIUDT

Title:

Online LC Monitoring of Downstream Processing in the Production of
Therapeutic mAbs

HEBE:
INAAEZE@DY IVZAN)—LTOLRRICEITS Agilent 725142 LC YRTLDERA
COVNTHBILET. UP ST LEZSUDTIEY TOLROFEEIBRT 3T ENTE,
BENRBOERERS LUHEZR LT DCENTEXRT . @R COEEN AT ST



SEC-UV-UHPLC XVvwRrZERA T &ICKY . ERHMDBEEDBELNRIEEE QY —
B TORENR BREDRIERMERZR/IRICINZD_ENTEEIT . EZH)TTOER
2% Agilent 7312 LC EZFUITYV IR II 7 THIfHIT D &ICKY. T
DOET TS EBERIEL. CLURT OYMIKBDUTIIILEZSY ) T ZHREICL
F9,

Abstract:

Learn about the use of Agilent online LC systems in downstream
biopharmaceutical processes. Real-time monitoring provides process
details to improve recovery and purity of your desired product. By
applying an online SEC-UV-UHPLC method with fast quantification, it is
possible to optimize the concentration of the main product, while
minimizing the formation of by-products such as aggregates. The entire
monitoring process is controlled by Agilent Online LC Monitoring
Software, which simplifies sampling and sample analysis and enables
real-time monitoring with trend plots.

BfFEE: BE g8FILUNTo/09-H%AE)
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Session Title:

International Trends Toward a New Era of Virus Safety for
Biopharmaceuticals

B

2019 FICHEFE- ICH QA NEBHRBZMZ DDOHY . NMMAERRFD VIV REZE
HEBHIR L. SV EREZHFULRNSE ., KFURERTRERT7 SO—F = B9 [#HbF
RINEEAT D, TMIVALZEEDRETIE BN TROLES VNIV AZ2MFHImA DR
RI—T2DVTERICOVWTERERIBL TV D, Fo RHIHBE S DR RRRG EEER
BICITUV FER DI A Z2HERDEZ AIC DOV THRHIBEROF vy F 7V FICEE
HTEl, SE. ERICEEEENICSEL TL 2 ORIEXVIN—2 BN EEEIR(ICRET 5:E
EZ1T5(3H\. PDA Virus Conference M Chair Z8=. 91V ARA R VERALIC
DVWTEPIERATHERBEVLLESFETH 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.

EEYIN:

DV ALZEMERICHTEEZAS L7 TO—FOEEEIA

Title:

International Trends in Considerations and Approaches to Ensuring
Virus Safety in the New Era

REME:



EEE 6 AICHEINIZVMNIVAZL2EICET SEEREFS 2023PDA Virus
Conference IC7I7HENS#H T Scientific program ZE&LTESML.
Conference O{RE - BEZIT D7z, Fo BURDEFEMIRE VMIVRAZEMICEE T 2=HH)
BICDVWT,BICERL TS e, INSDTO-NIVESZEEL T AT BADIAIVR
ZEM(CREHT BIRF D LUEMDBN . SSICHBRRD IR ZEEERDIZHDEZ S
YTPIO—FICET SEERERICOVWVTERT 5,

Abstract:

The speaker participated in the 2023 PDA Virus Conference, an
international conference on virus safety held in June, as the first
Scientific program committee member from the Asian region, and
planned and organized this conference. She also directly discussed the
latest trends in virus safety with experts from Europe and the United
States. Through these global activities, this presentation will introduce
overseas regulations and technologies related to virus safety, and
discuss international trends regarding the considerations and
approaches for ensuring virus safety in the new era.

EEE AE EHF(2023 PDA Virus Conference Scientific Program
Planning Committee. JBALREX T 1 DIV S1t)

EEYIN:

R —T 00T DOEANCMITEEEE ~HUVLRRDIMIIVRZEtERZ B
LT~

Title:

Global activities for implementation of next generation sequencing,
toward a new era of viral safety control

mEE:

JAIVAZEMFHMAICH TR —T T (NGS)DFIAIE. ICH QA REI T
ThOED1DTHY . REFENTE NGS FAICRET DEBDIBNRAICIEZLTETV
D, —H . EENRER - 1R5TE ICH QA ENDI VETRR—/NN—D TNz 2019
FRYUERNSITONTVWEZIZEND DS T BANSDSMEIXIFIXVVRVIRRAENT
HY. COL S REEEINDSINRARDENBARD “LF 1T )—-ST"AEDIENROT
WD ATEEME IR RBETIE, VIV AREMEHEAD NGS FIBIC DWW TER - R
ZI2VV—IT LEBICOVWTHBNT 5. £/ NGS DEAICE VT RHEHHBE DR
RERYBBIRIUNMIDOVWTEMND,

Abstract:

Virus safety assessment by using next-generation sequencing (NGS) is
one of the pillars of the ICH Q5A revision concept, and discussion
opportunities in Japan on NGS implementation may have gradually
increased in recent years. However, even though global collaborative
discussions and studies have started prior to the release of the ICH
Q5A revision concept in 2079, there have been only a few participants



from Japan, and it would be undeniable that such negative attitude may
lead to ‘regulatory lag” in Japan. This talk provides overview of the
global activities toward the implementation of NGS testing for virus
safety assessment. Furthermore, potential discussion points in
consultation with the regulatory authorities are provided, regarding
NGS implementation as substitute for the conventional testing.

EEE. LE ZAR
(Advanced Virus Detection Technologies Interest Group)

Title :CBANEBEDIZHREBRELDAERVET)
GMP Virus Contamination Events- What can we Learn?

Abstract:CBNEBEDIZHEEBRELDAHERYET)

From a regulatory perspective, the manufacture of vaccines, gene
therapy products and cell-based therapies face unique challenges with
regards to quality control. Vaccine and ATMP products are often
subjected only to minimal purification prior to formulation, and thus the
removal of potential contaminants afforded by most recombinant
production processes is often not available. Contamination events in
biopharmaceutical products with viruses like Mouse minute virus,
Porcine circovirus and Vesivirus 2117 highlight the need for
manuftacturers to carefully control the potential introduction of
contaminants via components of the medium used in cell culture. In
vaccine and ATMP products, the burden of risk minimisation is often
shifted towards sourcing and testing strategies to ensure that the start
materials are appropriately sourced, tested and then any potential risks
minimised. As a matrix, cell culture medium or media supplements
present a number of challenges for filtration, adsorptive or inactivation
technologies and the technologies best suited for controlling virus risk
may need to be adapted. Furthermore, the implementation of sensitive
agnostic adventitious agent tests will be key for vaccine and ATMP
products subjected to minimal purification and Next Generation
Sequencing will play a key role in the testing of such products. The
presentation will explore strategies for implementing effective risk
control measures upstream and present case studies for best practices
to control virus risk.

RIFEE: 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.

EEYIN:

EERBEICH\T DX Z:EHD LTOF—R1UL

Title:

Key points for advancing DX in pharmaceutical manufacturing

mEE:

S DX EVWOEREZEZ<BICURVEICLREVT D, TNEREFIC, L2720 DX [E[7R
DM AN TEDRDITRDDOH, EDFHUL DX [CERWVFHA TN D E WD DO, 7REDEE
BENDWTLDERBNND, T T AEBETIE DX &IXAH FNEEERREESED P
B CERBTEREDIVTIRNMIEDOETHERRT 572 DF—R1~ZRU. DX BXY
HANDIOMNFEITARIFIFICDOVNTEERT D,

Abstract:



These days, we see and hear the term "DX” a lot. At the same time, we
may wonder what exactly DX is, what it can do, and how we can say we
are working on DX. In this presentation, we will discuss what DX is,
show key points to interpret it in the context of the corporate
organization and industry practices of the pharmaceutical
manufacturing industry, and discuss what should be the trigger for DX
initiatives.

FEE B WB(ELTI71IVLIVI 77U ITHAEH)

EEYIN:

ERMELEICHITD DX HAEETIIVDEA

Title:

Use of DX Maturity Models in Pharmaceutical Manufacturing

AEE:

DX JIV—7Tl% 2021 FHA PDA REZRFRICEVWVTHRRUZEERREICHITS
DX BRAEETIEZRAWT, BI2ETBUANIVICERET BEHICIRBARETERRNR T3
U RO DX BRAEET /N ZF AU BRI TEHEEZHEEL. EiE@b =925 E=E
A1z

REETIE CNODHEE DX HEEICIZANBETHDIN. DX HETDIETEDSLD
BA)Y RSB DN ZERT,

Abstract:

Using the DX Maturity Model in Pharmaceutical Manufacturing
presented at the 2027 Annual Meeting of PDA Japan (PDAJ), the DX
Group considered specific actions to be taken to reach the target level,
as well as ways to confirm action indicators among departments and
strengthen cooperation using the DX Maturity Model.

In this presentation, we will show these methods, what is necessary for
DX promotion, and what benefits can be derived from DX promotion.

BEE A RIS GRIERSKRAH)

EEYIN:

A GMP XEDEF L& RBLZEICHIT DT I I IVEEAM

Title:

Digitization of internal GMP documents and new digital technologies in
the pharmaceutical industry.

HEME:

BIEPHE(CHTD DX #HET. ZORPDEADEMEE U TRDEEHREE PDF {EUTETF L
ZHED DS EFZEBN T D MUV TOAFREICE R L. HEPEDE TEHIEEN
BFEITVSHUWTIZILEMICDOVWTHIERL. #ERICHFTEEM AT PICHTS
EPREEBNITDEEEIC BEPETORMAICHITDFEE. BEICDVWTERT D,



Abstract:

The presentation will introduce rudimentary examples of DX promotion
in pharmaceutical companies, where paper records are converted to
PDF and digitized as the initial stage of DX promotion. The presentation
will then give an overview of new digital technologies that have been
rapidly spreading in recent years and are attracting increasing
attention among pharmaceutical companies, introduce examples in the
manuftacturing industry and healthcare, and discuss challenges and
prospects for deployment in pharmaceutical companies.

BRE A2 it (AETRSTEHXAM)

EERYIN:

ES93 DX (IN\RIVT1RHvo3a)
Title:

What to do about DX

AEfE:

D1, 2FLUEER DX DEHEABFINKFHESHNORERIN TN D, AFEES
HOBEFRN S DEFENEZFFATET TV DFEREBONSD, UH L. DX ADEWHAZE
EZ TV3EZ<LDHEESHICTHU T, 5. EDELSIC DX [CERVEHDARENIDOVTIN
FTO DX JI—THELHRCHEDT AN ER A TER I Do

Abstract:

In the past year or two, major pharmaceutical companies have been
announcing examples of advanced DX initiatives. This is thought to be
the result of efforts by major pharmaceutical companies over the past
several years that have borne fruit. However, for the many
pharmaceutical companies that are considering DX initiatives, this
session will discuss how they should approach DX in the future,
including the knowledge gained by the DX group to date and outside
guests.

NIV T 4 2Dy oavETL—9— Ik KB (PQE Japan %R &=t)
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Quality Culture EmBYRIXVEDRFAICEITT

Session Title:

Toward the Maturity of Quality Culture and Quality Management

B

QAQC ZEETIXINZET. Quality Culture OBFAEMBYARI X MDRRFADTE AN
BECEZ BREZER TSz 79107071 —TTlE. SHTHRERN B
DEEIROEMNMEFERICAEITFTAEETEITV. Quality Culture 517 )V—T Tl FEFE
EHREURAETHMOFEDRMAE LT BERICHITDFHMMDEFIC DOV THRITL TN D,
SEIX. ZNENDT I —THh S BEEFRICHIT DT =91 077 T4 HBIRRIC DL T,
BROVBEEICHITDIRTLE Quality Culture MREAEEHMIC DU\ T, IREFmDIRETHE
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.
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Title:

Effective GMP education and training for data integrity
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Abstract:

A few years have passed since guidance on data integrity (DI) was



issued by various authorities. However, DI non-conformities are not
going away, and companies are struggling to deal with them. As
education and training are important elements in improving DI
compliance, ADDIE model was investigated as a reference to develop
effective education and training methods. This presentation focuses on
analyzing the characteristics of the work environment and the target
employees and proposes education and training methods that can be
effective in improving DI compliance.
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Title:

GMP Audits adding the viewpoint of Quality Culture: Toward
strengthening of cooperation between Manufacturers and Marketing
Authorization Holders
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Abstract:

Quality challenges in pharmaceutical companies are still occurring, and
strengthening cooperation between drug manufacturer and drug
marketing authorization holder has been emphasized as a solution.

We have been advocating the idea that it is important to mature the
pharmaceutical quality system based on fostering a quality culture in
the GMP organization to solve the challenges.

In this presentation, we discussed this from an audit perspective,
adding a new perspective of Quality Culture to the conventional audit
approach, we could lead to dialogues toward the ideal GMP
organization between manufacturer and marketing authorization holder.
Applying the approach, we would like to propose identifying essential
issues and promoting continuous improvement.
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Session Title:

Research report of the use of Airflow Visualization Studies on Aseptic
Process Isolator Systems
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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).
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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
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Abstract:

The ICH Guidelines define Product Lifecycle as ” All phases in the life
of the product from the initial development through marketing until the
product’s discontinuation ” and all phases are expressed in four stages:
Pharmaceutical Development, Technology Transfer, 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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Title:

Appropriate processes and their requirements for leveraging a CMO
(Contract Manufacturing Organization)
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Abstract:

Quality issues impacting on stable supply of pharmaceutical products
happen many times that make pharmaceutical companies realize the
importance of appropriate utilization of a Contract Manufacturing
Organization (CMO). We have researched appropriate processes and
their requirements for selection, management and monitoring of a CMO
and will report main steps, related organizations and viewpoints for
leveraging a CMO at 30th PDA Japan Annual Meeting 2023.
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Title:

A Study on Knowledge Management at Commercial Stage based on
Analytical Procedure Control Strategy
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Abstract:

In recent years, systematic development and management of analytical
methods through Analytical Quality by Design (AQbD) have been widely
discussed and understood, as shown in the draft ICH Q74 guidelines.
There is a growing expectation for the implementation of risk
management and related change control measures that are mindful of



the lifecycle of analytical methods.

We have previously discussed and reported on the technology transfer
of analytical methods based on AQbD and performance monitoring of
analytical methods during commercial phases.

In this presentation, we will share the principles and practices of
knowledge management based on the analytical procedure control
strategy in post-technology transfer.
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Title:

The Future of CMC and Manufacturing Transformation through Data-
Driven Approaches and the Impact of Generative AL
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Abstract:

In the pharmaceutical industry as well, many initiatives for DX (Digital
Transformation) have been introduced, and the utilization of machine
learning and AI has been attracting attention. In particular, the
utilization of generative Al, which represents Chat GPT, has become a
major topic since the beginning of 2023. In this presentation, 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

BEE 25 BA (ERI77—iHAE)



11/29 13:30-15:00 AT 4 HLTNAREERFEE)
ZER/ER B BERU-ILIvINIHRARH)

ncAVRYE W oY V8

2023 &F AF1AINTNARAEZEES FEIHRES

Session Title:

Medical Device Committee Activity Report 2023
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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.
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Title:

Approach to Quality Culture Improvement - Interactions between
Quality Culture and Learning Culture -
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Abstract:

In last year’s presentation on Quality Culture, we stated that the
acquisition of new knowledge that affects the "Basic Assumptions” of
the three-level Culture model is the key to bringing about change in
Culture. This year, we will present the results of our study on the
Learning Culture of organizations, based on the idea that "acquisition
of new knowledge (Learning)” is also a human behavior and may be
influenced by organizational culture.
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Title:

SDGs for Pharmaceuticals and Medical Devices
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Abstract:

Achieving carbon neutrality by 2050 has become a global goal,
requiring a 46 % reduction in CO2 emissions by 2030 compared to
20173.

In the fields of pharmaceuticals and medical devices, it is necessary to
maintain the supply of products that ensure quality and safety while
reducing energy consumption and COZ2 emissions associated with their
manuftacturing.

The Medical Device Committee began considering the challenges of
achieving both SDG goals and improving product quality. We will report
on the progress.
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Quality management system "Europe edition”
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Abstract:

Achieving carbon neutrality by 2050 has become a global goal,
requiring a 46% reduction in CO2 emissions by 2030 compared to
20173.

In the fields of pharmaceuticals and medical devices, it is necessary to
maintain the supply of products that ensure quality and safety while
reducing energy consumption and COZ2 emissions associated with their
manuftacturing.

The Medical Device Committee began considering the challenges of
achieving both SDG goals and improving product quality. We will report
on the progress.
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What is a reliable AI-embedded medical device? - from the
perspective of risk management and explainability —

mEE:

Al EE#ER L. PO EBER_EAHFIN, SBROIBIMNARAEND,
—A. Al DFFEICLDBERNRIRIICKY, BEDRBRERZEZEN T ENBRIIN
5. TNz, Al EFEESRIIEREZzE<BEONSEEZIS5ND,
FITAFEKTIE AL ICEEUIEU R ORI XU R(AAMI 34971)%° Explainable Al
[EDVWTHENUL. EEMEDEV Al EEESRZRAE T D12HDRI U ERET D,
Abstract:
Al-embedded medical devices are expected to increase in number in
the future as they are expected to improve the efficiency and accuracy
of diagnosis.
On the other hand, there are concerns that potential risks due to Al
characteristics may threaten patient health and safety. Therefore, Al
medical devices are strongly expected to realize high reliability.
Therefore, this presentation will introduce AI-specific risk management
(AAMI 34971) and Explainable Al and report key points for developing
reliable AI-embedded medical devices.
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Toward Efficient Development of Combination Products
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Abstract:

Development of drug products in autoinjector, combination products,
requires to pay deeper attention on both the develooment of prefilled
syringe products as well as device components, and to incorporate
inputs from clinical field from the very beginning.

We would like to share our study updates on how best we can take
steps to design, develop, file, and launch such combination products
more efficiently without falling into pitfalls.

In today’s presentation, we will touch upon our goal, designed study
steps, and current status.
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