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PIC/S GMP Annex 1 O/53REIREEE (CCS) (CHIFBRNUTSATLADIEDA ~BEIOERT
1YL —H3 T AICEETS Annex 1 E3RFEIAE CCS ElRIRAFEXEZ DA~

(Title)

Barrier systems in contamination control strategies (CCS) in PIC/S GMP Annex 1:
Research on Annex 1 requirements for aseptic processing isolator systems and
individual CCS development documents

(#iE]

LA -1, PIC/S GMP Annex 1 TIRIBEN S5 REIREEE (CCS) (CEIVTAYL—
H2 AT hDs&ET BRICOVWTOREZESH TS, CCS FHFETE. Y/ MIOETOEEINRE/\Y
—REEEER (CCP) ZBRFECL. URT7EAXY MeATV\ YAVEIRRZIIE - R1TL. BIED
BWERIAV T 23 E'ZHV I THERRL, [RIBMIEXME (Justification) I SIEAIR
#L (Rationale) |Z;R9CE (XEIL) NSK&HSNTWS. AREAZFETI(F, 2023 0 PDA OXHAT
BMTENTVS HACCP FEDFER@EL T, BMETOTATIYL -3 ATAICEAYTS Annex 1 &
REIASHIG I BTHDIER] CCS BFEOERARMRITOTAZERULEHEBNIT 2.

(Abstract]

Our research group is studying the design and operation of isolator systems based
on the contamination control strategy (CCS) proposed in PIC/S GMP Annex 1. In
developing a CCS, it is necessary to clearly identify all hazards and critical control
points (CCPs) within the site, conduct risk assessments, develop and implement risk
reduction measures, verify the effectiveness of management through qualification
and monitoring, and document the “Justification” and “Rationale”. In this study, we
present a case study exploring the specific process for developing individual CCS to
respond to Annex 1 requirements for aseptic processing isolator systems through
the application of HACCP methods introduced in the 2023 PDA monograph.
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Al OFERICELOT. VIHAIREERPE TEDIEE FTABZMT CEIN. FLZDENSARDIIER)
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(AtPEpaE=)
® AlTI-J1VMILPRMFELEIREEDOEENIFRK
Automation of Initial Deviation Reporting Using Al Agents

BRARDOPEAIRE(CHVTIIIREEBBOIERLEES - SRR DERLECLD, EARFEEREZBDEIC

NSDENFELPT WV, FICREZOBEMEWVE S @A ICFIENEND. HDVIHIHRH

WizsRdEMECD I FEREL TRHESEEDILA T BRIAIDIERZIB COREZRRID

eICE FHATATON BRI IR REE - X— )L DEEERN S B RBIMFREER BERRE - [RERER - 72

LRz LR(CEFELITDINED. FcEFER Al ZHEheL T, _EECORN SRR 2518

BRU. BHSo TE Rz, WIEIREZ RST M B BIEE I 2 FIRZARET LTz, TOFER. Sk

O—BMHZHFL. P18 — R AREBEIRITIRNEIRN o] BE B FIHARR S OVER N BT BEL 12T,
AFERTE TOXRRZIRET B,

In initial deviation reporting, the quality of deviation reports often varies due to
differences in drafting ability and experience among reporting departments. When
the quality of reports is low, there is a higher risk of delayed response to deviations
or misjudgment in the initial assessment, which in turn may lead to an expanded
impact range and increased risk of recurrence.

To address this issue, it is necessary to reconstruct facts from fragmented



conversations and email records generated in the early stages, and to promptly
articulate provisional measures, causal hypotheses, and impact assessments. We
examined a procedure in which generative Al supports this process by reorganizing
the timeline from such records, extracting key points in line with reporting
requirements, and automatically drafting the initial deviation report.

(BFasas=)
® DX AMBRKICEEI1&FT~HAD DX {bDERLENZEDE I Tzslc~
Strategic Development of DX Infrastructure and Talent
~Bridging Japan’s Digital Transformation Gap~

(BIE]

HAGRK(CEEA DX AEDNENTHD. ZOHRTE. FF'T 4B (OVTENTLS,

ZIT. KSG DX U —TJCIIEFERIECRETZ" T —FEIR ([CHEREE T, DX HEECHITDT -5
BIEOSEACICRERMEBIEAMEE TN (GEILHE) 2EEL. TICHATREINSIRIL. K
BNBAFICDOVWTHRET ULz,

ZOFER. EERBEZEVFEICIGULZ DX AEINGERIENHIBAU . AFBE TIREERDEE
LI E TOEARNBAE. EEBIDHICDERAFIUOVNTBITURZL,.

(Abstract]

Japan has fallen behind US and European countries in digital transformation (DX),
particularly in the area of data management.

In response, the KSG DX Group has focused on data management in pharmaceutical
manufacturing, aiming to define the organizational structure and human resources
(including roles and responsibilities) required to advance data management within
DX initiatives. We analyzed the tasks associated with each role and the skills
necessary to perform them effectively.

Our findings indicate that a DX framework tailored to the unique characteristics of
the pharmaceutical industry is essential. In this presentation, we will introduce the
required organizational structure and roles, outline their specific functions, and
discuss the skills needed for each role.

EEE  Cytiva (H174\) &H FR
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Optimizing the Reliability and Review of Manufacturing Record the Reliability and
Optimizing Review of Manufacturing Record

(#iE]

QAQC ZERTI. INFTT I MOERICEI T, SERTIZEDURITEAXY MBI
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DL RSHEREIRCHAFINIBM 2T LDIIERCIRE T D, Flo. EHHIRERECOVTIE.
JSRIVTAADY S AT TEREIT Do

(Abstract]

The QAQC Committee has introduced examples of risk assessments in testing
processes and effective training programs to ensure data integrity. Following these
activities, the committee has examined issues related to data integrity in
manufacturing. To understand the actual conditions on the ground regarding the
assurance of data integrity in manufacturing records, a survey was conducted on
the review of manufacturing records. Based on the survey results, we analyzed
specific challenges in the review process and how they are being addressed in
practice, and we report the summarized requirements expected of manufacturing
instruction records. Additionally, a panel discussion will be held to address practical
issues.

TR OLHORIEIER G IFEOEIRHER ~RISIERGCFREOEFEERRE~
Strategies for Batch Production Records to Ensure Data Integrity
- Requirements and Actual Practices of Batch Production Records-

(=]
BEFRCH T2 HSIEREIFEDERERLT YT M HROREZFE I 21H. QAQCEE



ATEFSEREANRICT T MNEMURZ. ARKRTE COFABRERZHREIZRLLEC. BAD
GMP ESVPEENARIAVICEDIGEHF - BEOENEZH422RIEL . RIHEIEREZOILR. BEOD
SEOHDHICDOVTIRET .

To investigate the actual management of batch production records and challenges
in ensuring data integrity at manufacturing sites, the QAQC Committee conducted
a survey among member companies. This presentation reports the survey results,
organizes the legal requirements for documentation and review based on Japan’s
GMP Ministerial Ordinance and international guidelines, and proposes future
directions for batch instructions, records, and their review.
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Panel Discussion

From “Review Everything” to “Review Appropriately”

— Exploring Balance Between Reality and Ideal in Manufacturing Record Review —

(]

K)RITAZNY23> TR [£ERZINSMEYCRS INET—X(C. RGERBEDBIEIAIC
DVT/IRURIMIZ AW (SRR T 5. BESHEPUAIN-IATOREL, BFELAMER. 12K
DT ZHIEET, IWREIBEONTD AZIEL AR L. mBRIHAFIOES MiRRT 2. SHEIC
[, BRATCRGIEPSROEROSELL CERIBILZBNET .

In this panel discussion, experts will explore the challenges and ideal approaches to
manufacturing record review under the theme “From Review Everything to Review
Appropriately.” The panelists will discuss the topics broadly, including the scope of
review, risk-based approach for optimization, digitalization, human resource
development, and the future of digital transformation. The session will provide
practical insights for building a robust quality assurance system by exploring the
balance between reality and ideal state of those topics. Attendees will be
encouraged to use the discussion as a reference for on-site improvements and
future activities.
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(Title]
The Mechanism of Inappropriate Behaviors from the Perspective of Social
Psychology

(BIE]

AfafsR s - 1> T4 7RI —TTld. Web TABIN TV E=ERERZSE(C. BFE
ERI TR MBORISEZEESH T, AEPID T A7 AER MR O TUE T —ADVWTHER
Z1TV\ HH2DIBEZOVONDONTIVCERSL T, BROB =P FHAECOVTHERZITOTVE

9, HHE. AAFROBN. 2 EFOFEMNAE S, B LIS MEFONTIVOMEINT.

IRETUILSBHIDBN 2T oI SR IRFHTIVESFIE ORI FZITL. BRSO ER

ZHBNUET,

AKyiavld, ELOEMEEZFIRAUSNEEYS I (RNFET,

(Abstract]

In Compliance Investigation Group of Kansai Study Group, we refer to third-party
reports published on the web to scrutinize cases of fraud and compliance
violations not only in the pharmaceutical industry but also in other manufacturing
industries. We investigated the background and prevention of these incidents in
light of several categories of social psychology.

We will share the purpose of this research, the academic background of social
psychology, an introduction to the categories of social psychology we have
addressed, and the cases we have investigated. After that, we will link each
category of social psychology with the cases and introduce the Kansai Study
Group's insights.

This session will be an interactive session using an anonymous voting function.
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(Title]
Towards the Efficient Development of Combination Products Interaction with CMOs
and Users

(BIZBIATA DT NAZAEZE ST, IER—23 0 BGMICEHT2RFINIKETEIR - URIIR DA b
FIODOWVWTHREZITO (& BIET(E A-M 221/ - R ROBEERADOM RN RFFECONT
EATED TV, SEIFERSOT7YE> T CMO A1 AE1-%1TV\BEFREIEICHIT 2B EEIE
ZRE - EBRU, £, BEROEBRMSE (LTI — MITOWI-HEUT P EFERRIEDR
FBIOOVWTERU,

(Abstract]

The Medical Devices Committee has reported on regulations concerning
combination products, as well as design control and risk management. Most recently,
discussions have progressed regarding the efficient development of auto-injector
products from the customer perspective. This time, interviews were conducted with
domestic and international assembly CMOs to investigate and consider points
requiring attention during the development process. Furthermore, a questionnaire
was administered to domestic healthcare professionals to examine usability and
challenges in the actual usage environment.
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[Title)
SDGs for Pharmaceuticals and Medical Devices
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H—IR>Z1- NIV BEREMDISD. BATI(E 2030 £F(C 2013 FLET 46%0 CO2 HEHEDHI
MHEROHSNTS,

ERREMODEFT T, mBLZEMEBERURRMFEZRRL DD, BEICHRIBEEIRIF-L
CO2 HHHEDOHIRENKDHEN D,

LEEBRTEVI-VI—-LDOETIF, TS T IO (CHiE, SEISMERIERFGICRIETE
OIRNF—HIRICRDREZZRL. 2O 3 FOEBOMRIEZIRET D,

To achieve its carbon neutrality goals, Japan is required to reduce its CO2
emissions by 46% from 2013 levels by 2030.

In the medical products sector, it is necessary to maintain the supply of products
that ensure quality and safety while reducing energy consumption and CO2
emissions associated with their manufacturing.

Following our committee's consideration of energy conservation in clean rooms
and the study of modal shifts, this year we will examine the challenges of energy
reduction in the manufacturing process, using the example of culture media
production. This report will summarize our activities over the past three years.

EERE)
NEEEATEKRT iPS MSATTAAE it —BB
KA -IATSR BR £t



12A3H 13:00~(XhK-J) ERESEZE=

ORKIE : BHE
ZER . AF B
R REESERASHE TR BL

(54 81)
MES/LIMS S9N ZEeiFFEDR—/\-L 1L
[Title]

Digitizing paper records that may not be covered by MES/LIMS alone

(BiE]

RORFEZERT(E, MES/LIMS OEAZERNDCT—IDEENNERAEZTTRL T, IR T
ERAU TV EREE R PERSCIROBFLOBIENEEO TV, 2023 FHFEROEERYSI AT
T. DI OfFkG% RIBZ LB RER 127 —N(C. MES/LIMS (C{R258&E(C I 2R TO—F %
HBITUI—73. MES/LIMS Z8 AUZBZE(CBVTE, MES/LIMS #EEDXTRIMN IR BECER. SR
T LIHEREN' SO TH B OERINRICERUR WV ERRENTFEL . BE BRI CIMRALL T
Z{DIRECERNTEIFU CVWSIRIANBAS NI DT, AEBIETIE, MES/LIMS fEF TIERELENRL
SLERFACL T, BHEORELZ IR I DL B0, INSOREARR(CAFT Y TO—F =8NS 3.

(Abstract]

In the domestic pharmaceutical industry, there is a growing movement toward
digitizing manufacturing and testing records, which were traditionally managed on
paper, by leveraging automatic data collection functions through the introduction of
MES/LIMS. We presented an approach to addressing challenges related to
MES/LIMS under the theme "Development of foundations for an eye on the future
image of DI" in 2023 Presentation. However, it has become clear that even among
companies that have implemented MES/LIMS, there are records that fall outside the
scope of MES/LIMS functions or records that, although supported by the system,
do not align with the company’s operational practices. As a result, many paper
records still remain in manufacturing and testing operations. This presentation will
outline the issues of digitizing these types of records that cannot be handled by



MES/LIMS alone and will introduce approaches to resolve these issues.

o RECEEBTLITINEN ? ~BEFLOX )Y hEERE~
Should Paper Records Be Digitized? — Benefits and Issues—

Aty 3> TR, REFRZETFLINENOHIMTELEE, RUS T AICKRDIMEREBHZIBNTD. &
DET, RERB TE b2 EDD L THRAEITIRBEDRRKZIRITT D,

This session presents the criteria for deciding whether to digitize paper records
and the functional requirements expected of a system. It also introduces
approaches for resolving problems encountered when advancing digitization in the
manufacturing area.

AEE WIS BB S5A

o MEEEIPFICHBIZBEFLOEKET X
Digitalization in Quality Control: Practical Approaches and Innovations

mEBEEEEPPICHIIDEF L. FEHFHR(CL SRS EOMIZN FIGETHD. ERFERIBEAL
INSRRIMABRDIEHERNHERD . EDTOS 1) MNEIRY - L OERTIRAEIES AT AE A
EhlzBUk. IRFFEORKNLREFLZIERT 2.

Digitalization in quality control departments enables both operational efficiency
and enhanced data reliability. A stepwise approach and accumulation of small
success stories are key to sustainable implementation. This presentation
introduces practical, site-driven digitalization strategies, including the use of
general-purpose project management tools and case studies such as sample
inventory system deployment.

mae BAREE) (ARASE A BT

o  Z0fth GMP EEEREADR—/\—L 2{LDEREE BRI E
The issues and solution for paperless management of other GMP records

ERNREERTE, EEFRPRIETIEZRING MES/LIMS BANEH . TR D0ERE
HZEAENEBENTWD, — 7., FIEBEPMEEER. \UFT-230XERE, SAFTATHN-LEani
WECERE 2K BHUICIEERENIRD . ATy 3> Tld. MES/LIMS S aeizR—/N-L2{bz7—Y
(C. FEFHOIBERPEIIEEEOCIRER., BEEIE. T, MEFEORILERNNS ML
FTVREMBREOENCOVT, EERINATILEZIRITI .

In the domestic pharmaceutical industry, the implementation of MES and LIMS is



progressing regardless of company size or manufacturing process, aiming to
enhance data integrity and operational efficiency. On the other hand, many GMP
records—such as hygiene management, inventory records, and validation
documents—remain outside the scope of these systems, leaving challenges for full
digitization. In this session, we will introduce practical approaches to paperless
management of records outside MES and LIMS, including ensuring simultaneity,
managing entries by multiple operators, archive management, and consolidating
product quality reviews which tend to be complicated due to many paper-based
documents attached.

BEE JA/FIr-IHAst BH EH
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(Title]
The ICH Q5A(R2) Paradigm Shift : Best Practices and New Approaches for Viral Risk
Mitigation

(#iE]

2023 £ 11 AEARMEINE ICH Q5A(R2)HA RSAUE NAAERERFOIA N AL HEHME(C

B ERFORFRI R ERAMZRIRL  FEFRCBIIEREMEATVWET . A AV AEZERT

(&, SE DB DT RURNS, HERENEFEOFERSERATETIBIMOFREECIDBATERLUR.
AKy2a> TR EHA RIA VCEIKEH DI AR 2 THEFE PRI OB ASZHZETU.
HELENSROMF - RISEIRICEDSSITERTEN ZZmLET .

(Abstract]

The revised ICH Q5A(R2) guideline, released in November 2023, incorporates the
latest scientific advancements and technologies in viral safety assessment for
biopharmaceuticals. Since its release, implementation across the industry has been
progressing steadily. The PDA Bio-Virus Committee has closely followed these
developments and has actively shared practical insights to support industry
adoption.

This session will highlight best practices in the implementation of the updated ICH
Q5A(R2) guideline, focusing on new technologies and methodologies for viral safety.
We will also discuss how pharmaceutical companies can effectively incorporate
these approaches into their development and manufacturing strategies.

186 (90 93)

o)A AZEMEHICH TS Prior Knowledge D&
~HRBRFNC LD T N IA—L\)F =S 3> D] e~

Utilization of Prior Knowledge in Viral Safety Evaluation:
Potential for Platform Validation



ICH Q5A(R2)RUN —Z>FIF)TI Tl NAAEZERDIAINAIVT S A TIRCH T 2TER
SHIFEEL T, EROEERAN (Prior Knowledge) OERMBAZEENT. cNELD. DAILAIVUT
5> A5Hiiz#hZ{E LT Platform Validation H'e]JgE&iofc. AFEZETIE. Prior Knowledge %
#BU. Platform Validation TOSERHIEL T pH 2LIE - 1)L X 3BREDRFT TIZCDOVTE.
ZEROZOTHRN I D. S5IC. ERFETORERZBEL T, SEBOBEEZERURLL.

ICH Q5A(R2) and its associated training material explicitly endorse the use of prior
knowledge in industry as a flexible approach to evaluating virus clearance processes
in biopharmaceuticals. This guidance enables the implementation of more efficient
platform validation strategies. In this presentation, we will first introduce the prior
knowledge and discuss its application in representative virus clearance steps such
as low pH treatment and virus filtration, including key considerations. Furthermore,
we will explore future perspectives based on discussions held at international
conferences.
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o \WFNSIEHEEEN | VA AZE O LEERN 7 IO-F
Shifting Paradigms in Viral Safety:
Practical Approaches for Continuous Bioprocessing

GrESD)
AFEETIE. ICH QSA(R2)BGETBLUBEN —Z ) EREIEER . N AEEROBEFEECH
(321N AR O REBBIELERGI BN T 3. EEE T, BERFOERNIOE
ZREICED. DAV AR TFHICER L IRR RN RHBN D FHOEFEERFOY > TU> ) RTD
(HEBIFREITN) AOXAL, /I AI)T 52 ZREROEETFERE, B SO ARFE ORE I
IRERENRTTO-F 28BN T 3. BlClE PDA NA AV AZESEREEIRISTOERTE
UT. ERAEICHBITBDIMNAZ 2RO S SR OIRT SR 2 2EIE T 3,
Recent updates to the ICH Q5A R2 guideline and related ICH training materials have
introduced new considerations for viral safety in continuous biopharmaceutical
manufacturing. Extended culture durations and integrated processes present
challenges in viral risk assessment and control that differ from traditional batch
manufacturing. Key aspects include sampling frequency, approaches to residence
time distribution (RTD), and the design of viral clearance studies—each requiring
practical strategies tailored to continuous operations. Based on our discussions, this



presentation outlines the current state of viral safety and highlights areas for future
exploration in continuous bioprocessing.
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o\ RSOFEZRTD | RIS TS I ICEBVAIN AT R THIDERE
Opening Pandora’s Box:

Challenges in Virus Safety Assessment by Next-generation Sequencing

(B1E]

KRS —5>3>7 (NGS) HKMOERENSH) 20 F. 1L AHEREL TOBRMN RSN
1R T 10 ZEF. WK TIE NGS SBROEENEDG —75 T, EROEHIKALLTEV, /T RS0
FEZBETBLIC, FTUWAMTDBE A (J, BEUTHIREREZBISIN. AR CERROGREM
OSBRI D, RBETE. VMINAZEHEONFF A LAERIRBCHERRFILEF/IZ1=r -3
& NGS BROERICHIFIERBEZERURL,

Nearly two decades have passed since the practical implementation of next-
generation sequencing (NGS) technology, and over a decade since discussions
began regarding its utility for viral testing. While NGS testing implementation is
advancing in Europe and North America, progress in Japan remains sluggish. Like
opening Pandora's box, the introduction of new technologies sometimes brings new
challenges, but it also provides opportunities for improving product quality. In this
presentation, we will explore the regulatory communication necessary during this
paradigm shift in viral safety assessment and the challenges facing NGS testing
implementation.
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Ryutaro Hirasawa (FiiEzRscHE2H) (NGS DRIE)

*AAV ZEVTA N ANIAI—RE(CHE T BV ARZ 24 HE
—ZRRRBIETOCAGUR TN A ZE IR DERE—
Viral Safety Evaluation of Viral Vector Products, Including AAV :



Strategies for Virus Safety Assurance Across Diverse Manufacturing Processes

(BIE]

ICHQ5A (R2) [CUANANIA-HBNERSNIERZIBER. 1FIC AAV (77 JBEHEDAILA)
ZHRILEUERE TIRICBIIDVANINAREMHRDE A H 27 T D. ARMBREIRSECRE T
FR(CHNZ. TAWRIVT S ZEEE, ETIVIAIINADETERE BFEAEANSAGREREICEDZETOE
BRRIISA A ITIERZEBINIT .

In response to the inclusion of viral vector products in the ICH Q5A(R2) guideline,
this presentation outlines key considerations for ensuring the viral safety in
manufacturing processes, with a particular emphasis on adeno-associated virus
(AAV). It provides an overview of representative expression systems and production
workflows, and examines practical approaches from early-stage development
through to regulatory submission. Topics include viral clearance strategies, selection
of model viruses, and implementation practices that support robust safety
assurance throughout the product lifecycle.
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(Title)

Knowledge Management and Culture Development in the Al Era

GrESD)

Al RRICHITPEFEMMAR - BIENZEEZRIEX. PMDA LD:EMMZIX. MEFREND Al JEA
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(Abstract]

In anticipation of changes in pharmaceutical development and manufacturing in the
age of AI, we will invite a lecturer from PMDA to introduce the current status of Al
utilization for quality issues, knowledge management efforts, and human resource
development. Committee members will also give presentations on knowledge
management, and through a panel discussion, we will consider how to foster a
culture and transfer technology for the future.
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VR-Based Pharmaceutical Manufacturing Training: Experience the Possibilities
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