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The Global Bio Conference recognizes the strategic imperative
of being readily prepared for the future, Each year it strives
to set a timely agenda that addresses the global issues and The GBC is aimed at facilitating regulatory
trends affecting the biopharmaceutical field, harmonization and establishing a close
network among the experts through
sharing the latest development trends of
biopharmaceuiticals and relevant
global issues.
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A New Normal : A Leap Towards Newly Found
Future of Biopharmaceuticals
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Bio Innovation, New—Found Future
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Biopharmaceutical —
Future of the 4th Industrial Revolution
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Biopharmaceuticals :
Growth Driver of a Creative Economy
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Biopharmaceuticals :
Driving Creative Economy
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Innovative Biotechnologies
and Commercialization
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Biopharmaceutical Regulatory Science
and Development Strategies
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The Global Bio Conference (GBC) is a
major international conference about the
latest development trends and regulatory
harmonization in the biopharmaceutical
fields. Each year, the conference attracts
many of the world's most influential people
in the biopharmaceutical area to explore
and collaborate in shaping our healthcare
trends and future. Since 2015, the Ministry
of Food and Drug Safety (MFDS) has
annually held this conference.
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Peter Doherty Peter Doherty Institute at the University of Melbourne
Jong-koo Lee Seoul National University, College of Medicine/Hospital
Robert S. Kerbel Sunnybrook Research Institute

Margaret Hamburg Fomer FDA commisioner/Nuclear Threat Initiative
Aaron Ciechanover Israel Institute of Technology

Rogério Gaspar WHO

Larry W. Kwak City of Hope Comprehensive Cancer Center
Lawrence Corey Fred Hutchinson Cancer Research Center

Jung Jin SEO Chairman, Celltrion Group

Julie Gerberding Executive Vice President, MSD
Joerg Michael Rupp F.Hoffmann-La Roche
Agnés Saint-Raymond EMA

Robert Joseph Smith Pfizer

Liz Henderson Merck

Hardev Pandha University of Surrey

Seong-Jin Kim MedPacto.Inc

Malcolm Brenner Baylor College of Medicine

Shein-Chung Chow US FDA

Nancy Chang Ansun BioPharma CEO

YoungJu Bang Seoul National University College of Medicine
Judith Kim Rubin & Rudman LLP

Byung-Gyu Chang Chaiman, Presidential Committee on the Fourth Industrial Revolution
Mariangela Simao Assistant Director-General, WHO

Wilson W. Bryan US FDA

Jung Jin SEO Chairman, Celltrion Group

Annette Hicks Senior Health Advisor, Watson Health, IBM

Ronald T. Piervincenzi CEO, USP

Woong-Yang Park Director, Samsung Genome Institute

Murray Aitken Executive Director, IQVIA

Janmeet Anant Senior Regulatory Consultant, Merck

Stefan Glueck Vice President, Celgene

Minhwa Lee Chairman, KCERN

Michael Goettler Global President, Pfizer's Innovative Health Business
Axel Baur Senior Partner, Mckinsey

Michael S. Weiner Chief Medical Information Officer, IBM Healthcare
Sung - Hou Kim Professor, UC Berkeley

Yong - Mahn Han Professor, KAIST

Won - Soo Yun CEO, T&R Biofab Co_, Ltd.

Tom Pike CEQ, Quintiles

Julie Gerberding Executive Vice President, MSD

Brian H. Gu Co - head of Asia Pacific M&A, J P. Morgan

Hyoung - ki Kim CEQ, Celltrion

Tae Han Kim CEO, Samsung BiolLogics & Chairman, KoBIA Board of Directors
Yung - Jue Bang Professor, Seoul National University College of Medicine

Jin - Soo Kim Professor, Seoul National University Department of Chemistry

Daniel O’Day Chief Operating Officer, Roche
Kong - joo Lee Professor, Ewha Womans University
Jihoon Jeong Professor, Kyunghee Cyber University
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New Bio, Beyond Boundaries

Our long battle with COVID—19 has driven drastic changes in our core values and ways of liie. A “Non—Contact”
culture has initiated the advance of digitalization in every industry, facilitating innovation and transitions in the
global paradigm and the biopharmaceutical industry is no exception. The paradigm has shifted from
treatment—centered fo disease prevention and management—centered through data analysis. Artificial Intelligence
(Al)-based development of new pharmaceuticals has enhanced the accessibility of treatment for patients and
opened more opportunities for the prompt supply of required medicines. Furthermore, we are even arranging
proactive countermeasures based on our forecasts of other contagious illnesses and diseases. The Global Bio
Conference 2022 aims to understand the present state of the biopharmaceutical industry, which has entered into
a new paradigm, and jointly design a bright and sustainable future with regulatory authorities, industrial partners
and patients,
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Regulatory Strategies for Responding to New Pandemic Diseases through Experience
in Developing COVID—19 Vaccine

During the two years of the COVID—19 pandemic, regulatory agencies have been making strenuous efforts to
address the situation in diverse ways such as through early adoption of vaccines based on new platforms,
combinations of new adjuvants and vaccines, and various approaches in response to variant strains, etc.
We will look back on these efforts made by regulatory authorities and share strategies to quickly respond to
future infectious diseases.
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The Present and Future of Inmune Checkpoint Inhibitors

Immune Checkpoint Inhibitors act on the human immune system and serve as a defense system against the
onset and progression of cancer. It has become a standard treatment for several malignant tumors. In addition,
new pathways and molecules are being explored, and potential treatments are being developed to improve
the response and application of immune checkpoint inhibitors. We would like to look into the limitations of the
current immune checkpoint inhibitor and its development status along new pathways.
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Regulatory Paradigm for Biopharmaceuticals with New Platform

Recently, extracellular vesicles and mRNA—based personalized freatments have garnered attention as promising
treatments for the next generation. Advanced Biopharmaceuticals Forum of the Global Bio Conference 2022 will
present clinical trial approval cases of exosomes and mRNA—based personalized treatments and discuss regulatory
issues,
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Innovative Regulatory Science on Blood Plasma and Plasma Derivatives in the Post COVID—19 Era

For the blood, plasma, and plasma derivatives manufacturing industry, the change in production and guality
verification technologies are required following the emergence of new infectious diseases and changes in
public health and the environment, such as aging, population decrease, climate change, etc. Under the theme
of this year’s Blood Products Forum, the Blood Products Forum will share the recent trends in blood—derived
medicinal products and discuss the way forward after the COVID—19 pandemic.
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Global GMP harmonization and Data Integrity for Advanced Biopharmaceuticals Quality

The Advanced Regenerative Bio Act became effective as of August 2020 for the special management system
reflecting the features of the advanced biopharmaceuticals, which were previously controlled by the management
system for existing biopharmaceuticals, Therefore, we would like to share opinions on reasonable measures to
apply GMP and maintain data integrity for the advanced biopharmaceuticals.
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Cross—Contamination Control Strategy for the Expansion of Biopharmaceutical CMO Production

During the pandemic, COVID—19 vaccine production through contract manufacturing has been actively carried
out, and biopharmaceutical manufacturers around the world have expanded the contract manufacturing
organization (CMO) business. Therefore, a strategy for preventing cross—contamination of shared facilities is
needed. This year's GMP Forum will share recent examples and ways of preventing cross—contamination.



GBC Forum

GBC 8

GBC9

GBC 10

sielHIg=2AL £H 2134 Regulatory Workshop

THA7|24e| SEtn} MTIS) o

M7l 2b= |7 |22 QFEBE QlobRol 517t /& W #E|E ffah Ciefst =& s ATt 202214 GBC sHel7Ig=At
ZF fa50M= FHoiZ #7122 TIs & S7h- HAMIEE 2olE T, X&E MYUTE 5 7|2to] JHFDL wH
kol cis =olBich =8 & £ AFH L 7|ofl Stell sielwHg=xt 1:1 0|Zofl FHo{E 4= Urt

Role of Regulatory Authorities and Directions for Advanced Organization

All the national regulatory authorities make great efforts to secure the approval, supply and monitoring of safe
drug products. This year's Regulatory Workshop will look into the role and the approval & review system of
each organization, Furthermore we'll discuss what are the ways and the directions for advanced national
regulatory authorities. After the forum ends those industries that pre—applied can have one—on—one meetings
with overseas regulators,
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Ways for Fostering and Developing the Biopharmaceuticals Industry

Biopharmaceuticals Future Strategy Forum will find agile market entrance strategies for pharmaceuticals with
emerging technologies and concepts in the post- COVID—19 era and intfroduce the government’s efforts dedicated to
industry development, such as Global Biomanufacturing Workforce Training Hub plans and goals. By doing so,
leaders from government and indusiry will come together and set out a proper direction for the industry’s future.
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The Role and Direction of Regulatory Science for Bichealth Industry Development

Regulatory science is getting more attention worldwide as it makes it possible for us to respond to the
development in science and technology and even to the new changes in the industrial environment, GBC 2022
Regulatory Science Forum will share strategies and practical cases of regulatory science R&D from global key
countries, Furthermore, the role and direction of regulatory science for biohealth industry development in Korea
will be addressed.
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