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Lots of MAB RD companies in China have passed the process development stage for IND, the current challenge is how to execute process validation
following quality by design concept, and transfer the process from clinical pilot to commercialized manufacturing. The main topic in CMC section is process
validation delivered by some senior expert in China leading MAB companies, in order to demonstrate QBD concept in whole MAB process validation.
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I ZEEMILLEHAS/Process change and comparability i€z
PICIEERE : Claudia Lin ZE4£4),Ph.D. Owner and CEO

An in-depth discussion on the comparability excercises required for biopharma process changes during different stages of the product life cycle. Topics are
meant to help participants identify the differences in product knowledge, regulatory requirements and methodologies applied at different development stages
in order to demonstrate comparability with various process changes.
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INBZEFIEUL / On-site verification3iSin
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Compliance is the important and basic requirements in our routine operation. Along with the R&D progress of the Mab like biosimilar product move to the
later stage, building the commercial facility and prepare the PAI (On-site inspection)etc., are becoming more focused area now. We are very honored to invite
the experts from both HA and industry to deliver the literature about following topics: the PAI of the biological product in US FDA, the main problems and case
study related to the bio-products inspection both domestic and international, as well as how to deal with the common challenges with case study. We hope
those topics are inspiring to everyone.
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GMP session focuses on the design and validation of GMP facility for biopharmaceutical development. Regulations and project management would also be
discussed. This session will be beneficiary to pharmaceutical companies with needs for GMP facility design and construction.
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IGFESEIE/ Clinical 3iEix
SICIALIE - SR JBIUEEZS (PAREXEL) B AR ; ISPE cREIXEIENR ( 2017-2018 )

Clinical development is the key of bio-product development; More and more China pharmaceutical company is getting into clinical stage now, as a result, this
section invited PAREXEL PFD to introduce the “adaptive designs” which can maximize the sponsor’ benefit and bring significant flexibility for development; and
some of the advance company are enter the phase Ill; Regulatory consideration are crucial of bio-product pivotal clinical protocol design; and "Mata-analysis “
are another interesting approach of pivotal study design; Finally, Clarivate, as one of most influenced intelligence company, will introduce the “landscape of China
bio-product clinical trial”.
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To invite speakers interact with ISPE student members and SYPU graduate students to share their insights on biopharmaceutical

technologies and industries, as well as their advices on students’ career planning.
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