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9A11H (K) 13:30-13:55

The evolution of mAb's requiring more niche solutions to meet Todays
demands for Process Intensification

O OERRIEIC ST DHAFROFER ~mAb HIBICRHE5NZIZYFYV1—-33>DiE({E~)

Henrik Ihre, Ph.D.,

Next Generation Resins and Technologies Leader, Cytiva

Given the fast pace and diversification in the field of therapeutic biomolecules, new bioprocessing technologies
need to emerge even faster now then before, enabling competitive manufacturing solutions in both the upstream
and downstream space. For more than a two decades, standard protein A resins have enabled such “platformable”
mAb processes with a key focus in continuous improvement of productivity and process economy. However, now
we see strong pipelines of antibody fragments, that often cannot be purified with standard protein A resins, but
also more standard mAb processes requiring niche solutions depending on the stage of manufacturing, e.g. small
scale clinical versus large scale. In this presentation an overview of the drivers and evolution of some key affinity
resins will be shared with a focus on two novel Protein A resins filling a gap for small scale clinical versus large
scale manufacturing. In addition, a novel high capacity and high alkaline stability protein A resin allowing for

elution at higher pH to avoid aggregate formation will also be presented.
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9A11H (K) 14:15-14:45

In silico process development with mechanistic chromatography modeling
(AD=RAF1v2o0I M 5T4—EFTVULIIC&B In silico IO ARFE)

Lena Enghauser

GoSilico™ Software Senior Product Manager, Cytiva

In silico chromatography process development (PD), and especially mechanistic modeling, is gradually gaining
acceptance in the bioprocessing industry. Various industry use cases over the past years have shown, that in
silico PD, e.g. with the GoSilico™ chromatography modeling software, can speed up PD work and simultaneously
improve process understanding. In this talk, we explore different case studies, opportunities, and key challenges
when adopting in silico PD tools, covering how modeling can support across different molecules, process

development applications, and stages.
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9A11H (K) 15:00-15:30

Fast Trak™ Training and Education
CGRIZETIEESNEB TS ! Fast Trak™ AMBRI OIS ADTHEM)

Joey Jung-yub Lee, Ph.D,,
APAC Fast Trak™ Upstream Process Team Leader, Cytiva

There is a growing need for skilled talent in biopharmaceutical manufacturing processes, driven by the rise of
biologics and advanced therapies. This session introduces standard and custom training courses offered by Cytiva
Fast Trak™ organization. The courses provide tangible learning experience for process development and
manufacturing scientists including hands-on, theory-based and instructor-led training (both in-person and
virtual) which cover various topics from upstream and downstream.

Case studies from industry and academia illustrate how Fast Trak™ supports technology adoption, operational
readiness, and tech transfer. Attendees will gain insight into how strategic training reduces errors, improves
equipment familiarity, and builds core competencies. The presentation also highlights Cytiva's flexible,

collaborative, and IP-secure approach to training aligned with customer goals.
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9A11H (K) 15:45-16:30

International Regulatory Trends for Biologic Drugs (FDA/EMA)
(N1 AEZRGRICET S EPRE 2RI EE (FDA/EMA))

Wei Xia Ang, Ph.D.,

Senior Regulatory Compliance Lead, Cytiva

This presentation explores the dynamic and rapidly evolving regulatory landscape for biologic drug development
and approval. With a focus on monoclonal antibodies, biosimilars, and emerging cell and gene therapies, it will
examine how scientific innovation is reshaping regulatory expectations.

The session will provide a comparative look at the U.S. FDA and EMA frameworks, highlighting key guidance
documents, recent updates, and how regulators are adapting to cutting-edge technologies. Special attention will
be given to expedited regulatory pathways and acceleration tools that can be strategically leveraged to shorten

development timelines and enhance the likelihood of successful product approval.
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9HA12H (&) 10:55-11:25

Intensifying the mAb capture step for cost-efficient processing

Henrik Ihre, Ph.D.,

Next Generation Resins and Technologies Leader, Cytiva

As therapeutic antibodies continue to mature, ongoing improvements in production include increasing cost
efficiency and productivity in every phase. The platform approach for purification is appealing, requiring the
selection of resins that can efficiently capture and purify the target molecule, but the protein A resin isn't the only
consideration. Stage of development, scale-up plans, budgets, and timelines all factor into making the right
choice for your process. In this presentation, we will describe and evaluate various strategies for the monoclonal
antibody (mAb) capture step. We'll look at factors to consider when choosing a strategy, including the mode of
operation and the main priorities for the capture step, such as productivity, cost, or process time. We will also
discuss opportunities presented by the recent introduction of high-capacity protein A resins and explore how and

when different protein A resins can be beneficial.
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E. EETEREBEREHRENICEERIINENDDFET .

AILEOT—23> Tl mAb FvTFv—ATVI B D ZARREBEZIBT - SHALE T IRFE— R, v T Fv—
ATYICBIIBEHEEIE (EFEM. IR JUIBEFRIRE) Lol BB TERCERBINERA > MefiRaiUE
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9A12H (&) 11:35-12:05

Fast Trak™ Process development Services
(BARZEINET S : Fast Trak™ JOEARFREY—EADTHEM)

Soonwoong, Choi

Manager, Downstream Process Development, Cytiva

The recent diversification of target molecules in the biopharmaceutical market has amplified the complexity of
process development, making the efficient establishment of processes crucial for rapid market launch. Many
biotech companies are facing challenges in navigating this complexity and are seeking specialized support to
enhance their competitiveness.

Cytiva APAC Fast Trak™ Center was established to address these market demands as a specialized institution for
biopharmaceutical process development. The Fast Trak™ initiative, operating on the foundation of Cytiva's 8
global infrastructures, aims to accelerate our clients' target molecule development.

Since its establishment in Incheon, Songdo in 2016, the APAC Fast Trak™ Center has, for the past decade,
supported numerous biotech companies in the entire process from initial process development to scale-up and
technology transfer.

This presentation will share the core services offered by the Fast Trak™ and provide specific case studies from

successful collaborations with clients.
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9A12H (&) 12:15-12:45

From code to cure : innovating the non-viral future of genomic medicines
(BRSO SERERA : IEDANWABLS JZYIAT 1S DRFEE WD)

Peiging Zhang, Ph.D.,

Genomic Medicine Scientific Director, Cytiva

Genomic medicine is rapidly reshaping the therapeutic landscape, offering unprecedented potential to treat
diseases at their genetic root. Central to this transformation are innovations in both genetic payload and delivery
systems. Among these, RNA-based therapeutics have emerged as a powerful modality, enabled by advanced
manufacturing workflows and non-viral delivery systems spearheaded by lipid nanoparticles (LNPs). Cytiva,
alongside other Danaher operating companies, has played a pivotal role in advancing this field, contributing to the
development of the first in vivo gene editing therapy based on RNA and LNPs.

As the industry hinges on broader adoption of these novel therapies, a platform-based approach is emerging as a
critical enabler. By providing scalable, consistent, and cost-effective manufacturing solutions, this strategy is key

to translating therapeutic innovations into accessible and sustainable genomic medicines.
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9A12H (&) 12:55-13:25
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9A12H (&) 13:35-14:05

Simplify your cell culture processes with Xcellerex™ X-platform bioreactors
(Xcellerex™ X-platform N1 AV 745 —-THIRISEI O AZETEIE )

Andreas Castan, Ph.D,,
Strategic Technology Leader, Cytiva

As the biopharmaceutical industry accelerates toward intensified, flexible, and sustainable manufacturing, Cytiva
introduces the next-generation Xcellerex™ X-platform bioreactor system. This presentation explores how
Xcellerex X-platform bioreactors, scalable from 10 to 2000, address key industry drivers such as performance,
speed to market, cost-efficiency, and digital integration. We highlight a number of innovations in single-use
bioreactor design and performance, including the use of advanced CFD modeling as well as integrated digital
tools like the Bioreactor Scaler for seamless scale-up and tech transfer. Case studies demonstrate the bioreactor
performance and how to reduce development risk and improve process consistency across scales and modalities,
including mAb and AAV production. Join us to discover how Xcellerex X-platform bioreactors are enabling the

future of biomanufacturing through performance-driven design, digitalization, and sustainability.
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9HA12H (&) 14:15-14:45

New tools for reducing variability in cell culture media
(MRS HISh R E B CH T FEMRNFEEA QUL VB L FiX)

Ghosh Madhurima,
BP Cell Culture Leader, Cytiva

Why do some lots of cell culture media perform better than others? Join Dr. Woolstenhulme for answers to this
guestion - and how raw materials play a key factor in media performance. We will take a deep dive into risks
posed by impurities like trace metals and discuss other challenges. And we will explore how current trends in the

raw material space will help shape the future of cell culture.
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9HA12H (&) 14:55-15:25

Industry- and regulatory-aligned strategies for implementation of X-ray
sterilization of single-use consumables

(32N 1-ZEFEROD X WA DREICHTERFRS LU REIZ RIEX 2HEE)

James J Hathcock

Principal Director, Regulatory and Validation Strategy, Cytiva

Successful qualification and acceptance of dual technology sterilization strategies, such as X-ray and gamma
irradiation, is expected to greatly strengthen business continuity and risk mitigation strategies for critical single-
use materials in the biologics supply chain. Industry-aligned testing and risk-evaluation approaches for qualifying
X-ray as an equivalent alternative to gamma irradiation are highlighted for the single-use. In addition, a holistic
metadata review is shared summarizing a wide range of materials evaluated to date, addressing strengths and
weaknesses in the supporting data, including extractables. To mitigate delays that could result from regulatory
uncertainty, risk assessment and qualification approaches, coupled with supporting data and post approval
change strategies, were also shared through meetings with multiple stringent health authorities, including the US
FDA ETT, US FDA CATT, EMA QIG and PMDA. Lastly, the impact of recent and ongoing revisions to ISO 11137 are

shared, as well as key areas of alignment, and ongoing activities with the build-out and implementation of X-ray.
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9A12H (&) 15:35-16:05

Inline conditioning: a driver of process intensification
(4>31423>7133=>% : JDEABREOHEES)

Lena Jonsson, Ph.D.,

Product Strategy Manager, Cytiva

The urgency to reduce emissions of CO2 e is a global responsibility, including in biopharma manufacturing. Real-
time manufacturing and release of buffers on demand at the point of use for chromatography by means of inline
conditioning (IC) facilitates leapfrogging. Processes relying on IC in biopharma have been validated and
commissioned for manufacturing. Reductions in cost, required floor space, total process time, and plastic waste
have been confirmed.

Multiple buffers in a wide range of formulations — and in very large volumes — are required to manufacture
biopharmaceutical products. Because of this, the space and resources devoted to buffer manufacture and storage
can have substantial impacts on a facility's environmental footprint.

IC offers a lean and automated approach to buffer preparation. Buffers are formulated inline from concentrated
stock solutions of acids, bases, salts, additives, and water. Control software relies on continuous feedback from
sensors for conductivity, pH and flowrate, to ensure buffers are made to precise specifications. Because buffers
are mixed only when needed, this approach reduces the amount of space and hardware needed for pre-made

buffers.
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9HA12H (&) 16:15-16:45

PUPSIT: regulatory aspects and implementation in commercial operations
(PUPSIT DFMFIZHLHISIRIZT DERFRSIE)

Ruth de la Fuente Sanz,

Senior Product Manager, Cytiva

The recent revision of EU and PIC/S GMP Annex 1 positions the need for a pre-use post-sterilization integrity test
(PUPSIT) in the context of quality risk management and highlights that this is a natural component of the
contamination control strategy (CCS). Given the criticality of the process step, implementing PUPSIT necessitates
a thorough risk analysis to ensure its effectiveness and safety, suitable selection of process parameters and
sterilizing grade filter as well as a system design supporting a fail proof execution. In this lecture we will review
main changes to Annex 1, the risk assessment process as a precursor to developing an effective CCS. Our
discussion will emphasize key aspects such as the integrity testing method, wetting procedure, product dilution,
and product recovery. Additionally, we will explore practical solutions for integrating PUPSIT into single-use
installations, whether through single or redundant sterilizing filtration systems. Discover two innovative filtration
systems designed specifically for drug product sterile filtration, which aim to simplify the PUPSIT implementation

process.

EU 8&U PIC/S GMP Annex 1 DERIEDERET Tl FARIRER DT RER (pre-use post-sterilization
integrity test : PUPSIT) OWMEBMNGREYRINAS A NOBIR TAIEDIISNTHN, CNIFEREIREBS
(ccs) DERBEBHER CHAIENRFASINTVET . COTIENIFEICEETHSIENS. PUPSIT DEA(C
(&, TOBEMMEEZ D HZIR T ZLHOBERUILUZR I BUIRTOLRISA-IB LU BRE T L — KI5
—DETE. HR(CRITTEDIIATLFETNIVETY,
AGBET(E. Annex 1 DERZEE L. SRR CCS ZABER T BILHDRIHRERBDIRITEAAY NTOEA(LOWTL
E1—-UFT, & C (& STRMEREBROE. JIII—-DIREFIR. 2ROFHIR. 2BZOREOEUREVOLEER
RIECERZETET,
aB(C. —ERFIVIVI D MRS DTN - ADBERMERAREAD PUPSIT A (CAIFTZSRERHIR YY1 —232(CD0)
TERDFET ., N, S 1-RFFRMEE 2827 L%1BU TEIRAIEETY, PUPSIT OERTOTA%
fiFR(bI22ZBNELTERETENL, MERFIZEFHOEMNRZES T 2 BETEBMTUET,
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