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WHAT IS CASSS?

INTEGRITY
We are an agile, non-profit scientific
organization whose strength is in bringing QTA
together professionals from industry, DISTINCTION COMMUNITY
academia and regulatory agencies to solve {,:/} ’@‘
scientific and technical problems in order Y
to advance the development of
biopharmaceuticals. I PURPOSE
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KNOWLEDGE SHARING

* Our purpose is to discuss best practices and trends in the field of biopharmaceutical
development and regulation.

* Our community is fostering a neutral venue for collaboration amongst industry
professionals, subject matter experts, health authorities, academia and instrument
developers

e Our future includes the next generation of talent, opening doors to unexplored
career path opportunities.
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OUR KNOWLEDGE SHARING EVENTS INCLUDE:
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e e s e e FORUM

ADVANCING BIOPHARMACEUTICAL DEVELOPMENT CELL & GEN E W
THERAPY
ATA:‘EN:.:;L'E:; ........ PRODUCTS o
MANUFACTURING, QUALITY AN

AAAAAAAAAAAAAAAAA D REGULATORY CONSIDERATIONS

Symposium on the Practical Applications of

Europe Mass Spectrometr

St
1] : : y L
| in the Biotechnology Industry a

CASSS&si CASSS||.  WRGERI

REGIONAL FORUMS

Meeting dates & locations: www.casss.org
More than 5,200 members participate in CASSS’ interest-based symposia and fora.
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http://www.casss.org/

GLOBAL ACCESS

* Encouraging communities around the
world to exchange best practices.

e Live streaming distinct content for
premier meetings and virtual sessions.

* Providing speaker slides, roundtable
notes, workshop summaries and white
papers that hold up the integrity of
information without borders.

&G Prior to this, | thought that my company was the
only one working on this issue. It was great to see
the various companies engaging in conversation
with the regulators in attendance on this. JJ

— Bill W.

Global Reach: Current Demography

@ North America - 77%
® Europe - 17%

@ Asia/Pacific- 5%
@® Other-1%
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CAPACITY BUILDING

* Collaboration on the integrity of guidance
implementation and application at all levels
to foster global alignment and scientifically
sound biologically derived medicines.

* Facilitate agency to agency, agency to
industry and industry to industry dialogue
to create distinct alignment.

Gé Everyone in the field struggles with the same
problems, but we are not behind any other player.
We are asking the right questions and doing the
right things to get answers. 39

— Patrick S.

Professional
Representation

Industry - 88%
@® Regulatory - 9%
@® Academic-3%

Primary Job Function

R&D
Regulatory Affairs
Qa/aC M 7%
Other Il 7%
Bioengineering/Engineering [} 3%
Marketing/Sales [} 3%
Manufacturing [l 3%
Academic [} 2%
Business Development [ 2%
Corporate Management | 2%
Student/Post Doc [ 2%
Consultant | 1%

39%
25%
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CMC STRATEGY FORUM HISTORY

0 O O

2000 2005 2010 2015 2021
~
The CMC Strategy The CMC Forum Launch of the first
Forum was launched in Japan was launched CMC Strategy Forum
2002 from the well- in 2012 with support China Pilot Program.
established from PMDA and
WCBP Symposium. The CMC Forum Europe JPMA.

was launched in 2007
with support from the
Biotech Working

Party/EMA. The CMC Forum Latin

America was added in 2014
and has been held in both ’M
Brazil and Mexico. CASSS||.
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SCIENTIFIC PROGRAM
ORGANIZING COMMITTEE

 Andrew Chang, Novo Nordisk Inc. e Patrick Swann, CSL Behring

Yaying Wang, Takeda Pharmaceutical

* Liuguan (Lucy) Chang, Merck & Co., Inc.
Company Limited

* Irene Deng, Sanofi China

e Sunny Hui Gao, Janssen China R&D Ltd. * Timothy Watson, Pfizer, Inc.

e Haifeng Wu, Novartis Pharmaceuticals

 Emily Hernandez, Biogen Corporation
* Dinesh Khokal, Amgen Singapore * Zero Wu Zhengyu, Novo Nordisk (China)
* Yingying Liu, CSL Behring Asia Pacific Pharmaceuticals Co., Ltd.
Ltd. * Xin Yao, Sanofi China
* Frank Montgomery, AstraZeneca * Meng Yang, Roche (China) Holding Ltd.
 Wassim Nashabeh, F. Hoffmann-La . i i '
Roapa Zhongbing (Robin) Zhang, Amgen China

* Joey Studts, Boehringer Ingelheim

Pharma GmbH & Co. KG
CASSS||| .
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SPECIAL THANKS TO...

CASSS Staff
Karen A. Bertani, CMP, Director, Strategic Global Engagement and Knowledge Sharing
Rose Bueno, Administrative and Accounting Specialist
Alissa Doyle, Meeting Specialist
Stephanie L. Flores, CAE, Executive Director
Julie Harris, CMP, Program Manager
Randi Jacobs, DES, Program and Event Technology Manager
Renee Olson, Director, Marketing and Communications
Anne Ornelas, DES, Senior Manager, Business Systems and Strategic Initiatives
Christina Palugod, Marketing/Communications & Website Coordinator
Mikaela Sanford, Meeting Specialist
Carolyn Slade, Program Manager
Catherine Federle Stewart, CPA, Director of Finance
Necoya Tyson, CCEP, CEM-AP, CGMP, Director, Meetings Operations
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STRATEGIC PROGRAM PARTNERS
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Genentech
A Member of the Roche Group Tdkm
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