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ISPE ATMP CoP: Global Collaboration, Local Impact, and Regulatory Alignment

Workshop 1-1 : BIO & ATMP COP
Title

Technical Director, No deviation Pte. Ltd.

Liu Shanshan International Board Director, ISPE

Moderator Tsutomu Igarashi Takeda Pharmaceutical Company

< Presentation Outline >

The ISPE ATMP Community of Practice (CoP) fosters global collaboration to drive industry advancements
while addressing local challenges.

This session will highlight the CoP’ s contributions, including knowledge—sharing initiatives, regulatory
engagement, and the development of guidance documents. By identifying and leading industry trends, the CoP
ensures alignment with evolving regulations, supporting the successful development and commercialization of
ATMPs.

< Speaker Profile >

Shanshan Liu is the current Technical Director at No deviation, responsible
for the company's technology and innovation roadmap, as well as the
professional growth of employees. She also sits on the Core Team, defining
the company’s international growth and business strategy.

Holding an M.Sc. in Biochemical Engineering from the University of
Birmingham, Shanshan brings 18 years of global experience across
consulting firms and pharmaceutical giants like Novartis, focusing on
process, quality, compliance, and regulatory areas.

Shanshan is passionate about connecting people and technologies in the life
science industry and is devoted to fostering international collaborations.
She currently serves on the ISPE International Board, contributing to its
global mission and vision.
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Title
lFrontiers in ATMPs ]
Zhang Peiqing Cytiva/ISPE Singapore Affiliate President
Moderator Tsutomu Igarashi Takeda Pharmaceutical Company

< Presentation Outline >
Frontiers in ATMPs

Advanced Therapy Medicinal Products (ATMPs) offer transformative solutions for various medical conditions.
However, manufacturing challenges persist, leading to high costs and adoption barriers.

The talk will provide an overview of the latest advancements in ATMP development and manufacturing. It will
highlight the role of cutting—edge biology tools in enhancing product efficacy and safety. The convergence of
various therapeutic modalities, such as gene therapy and cell therapy, will be discussed, showcasing how this
integration can lead to more effective treatments. Additionally, the modernization of manufacturing
technologies will be examined, emphasizing the importance of automation and digitalization in reducing costs
and improving scalability.

Collaboration between industry stakeholders, academic institutions, and regulatory bodies will be emphasized
as a crucial factor in overcoming these challenges and accelerating the adoption of ATMPs in Asia.

< Speaker Profile>

Peiging Zhang is passionate about accelerating product and process
development to unlock the full potential of cell and gene therapies. As the
Scientific Director at Cytiva, he leads innovation programs and fosters
technology partnerships in the genomic medicine sector across Asia.

With over 18 years of experience, Peiqing actively works to enable
therapeutic developers with efficient and GMP—compliant manufacturing
platforms. He has honed his technical expertise and leadership skills
through diverse roles in academic institutions, start—up biotechs, and major
pharmaceutical companies, including A*STAR and Novartis. Throughout his
career, he has led and contributed to multiple product characterization
platforms and drug development programs, enabling him to drive
innovations, offer strategic consultations and scientific guidance to Cytiva’
s customers and the industry community.

Peiging joined Cytiva in 2021, and is an active member of the International
Society of Pharmaceutical Engineering (ISPE), where he currently serves as
the President of ISPE Singapore Affiliate.
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<EBE>

This presentation evaluates how the intensification of the upstream and downstream processes affects the
decision—making process for building the new facility. We will have a deep dive into what has the most
significant impact when we evaluate Scope 1 and Scope 2 emissions of CO2e. Try to address the LCA
analysis, the challenge, and how the BioSolve Process can help by giving valuable insight that can feed into
LCA analysis. Together with that, we look at how to minimise the cost of goods (CoGs), productivity, and

C02e emissions. Also, how geographical location can influence CO2e. How can you evaluate your green
design and shape ESG?
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