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Global Bio Conference (GBC) is a major international event held annually
in the Republic of Korea. Since 2015, the Ministry of Food and Drug
Safety (MFDS) of Korea has been hosting the GBC, which serves as an
assembly where the latest regulatory affairs and development trends
in biopharmaceuticals are shared. More than 5000 participants from
regulatory authorities, international organizations, industry, academia, and
research institutes come together to exchange the most up-to-date R&D
findings, explore ways to advance regulatory science, and discuss how
regulatory harmonization can be realized further.
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GBC 2023 by .
Numbers 5,034+ Countries

Online/Offline Participants 85 Speakers

18 Programs
89 Lectures

A total of
otato One-on-One Meeting with
28 Bio Posters Regulatory Authority
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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 trends affecting the biopharmaceutical
field.
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Opening Ceremony

13:30-14:30
GrandBallroom
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Vaccine Forum

09:00-13:00
GrandBallroom |
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Regulatory Science Forum

09:00-13:00
GrandBallroom Il
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Keynote & Plenary Session

14:30-18:00
GrandBallroom
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Global Clinical Trial Regulatory
Authorities Forum

09:00-13:00
GrandBallroom Il
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The 7" NIFDS-PMDA Joint
Workshop

09:00-13:00
Rose
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Workshop on Reference
Standards for Biologicals

14:00-18:00
GrandBallroom |
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Recombinant Protein
Products Forum

14:00-18:00
GrandBallroom |1
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Welcome Dinner

18:00-20:00
Chrysanthemum
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Asian National Control
Laboratory Network Meeting

14:00-18:00
Rose
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Innovative Medical Devices
Forum

14:00-18:00
Carnation
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Policy Discussion on Patient-

Centered Medical Product Safety
Management

14:00-18:00
Chrysanthemum
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GMP Seminar :

Innovative Technologies
in Pharma Industry

14:00-18:00
Orchid
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09:00-13:00
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Recombinant Protein Products

Reviewer Workshop

09:00-13:00

Rose
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Regulatory Workshop

09:00-13:00
GrandBallroom |1
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1:1 Meeting with Regulators

14:00-18:00
GrandBallroom Il
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Advanced Biopharmaceuticals
Policy and Quality Forum

14:00-18:00
GrandBallroom |
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DigitalBio Convergence
Innovation Technology Forum

09:00-13:00
GrandBallroom Il
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Workshop on Animal Testing
Alternatives for Biologicals

09:00-17:00
Chrysanthemum
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Mentoring for Bio Youths

14:00-16:00
Carnation
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Hee Hwang Kakao Healthcare

Yukiko Nakatani WHO

Stefan Frings Roche

Chien Wei Lim Duke-NUS Medical School
Richard Hatchett CEPI

Chang Won Chey SK Discovery

Ronald T. Piervincenzi USP

Virginia Acha MSD

John L. Perez AstraZeneca

Soumya Swaminathan WHO

Myron Levine University of Maryland School of Medicine

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 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 Celltrion Group

Julie Gerberding 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

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

Byung-Gyu Chang Presidential Committee on the Fourth Industrial Revolution

Mariangela Simao WHO

Wilson W. Bryan US FDA

Jung Jin SEO Celltrion Group

Annette Hicks Watson Health, IBM

Ronald T. Piervincenzi USP

Woong-Yang Park Samsung Genome Institute
Murray Aitken IQVIA

Janmeet Anant Merck

Stefan Glueck Celgene

Minhwa Lee KCERN

Michael Goettler Pfizer's Innovative Health Business
Axel Baur Mckinsey

Michael S. Weiner IBM Healthcare

Sung-Hou Kim UC Berkeley

Yong-Mahn Han KAIST

Won-Soo Yun T&R Biofab Co., Ltd.

Tom Pike Quintiles

Julie Gerberding MSD

Brian H. Gu J.P. Morgan
Hyoung-ki Kim Celltrion

Tae Han Kim Samsung BioLogics
Yung-Jue Bang Seoul National University College of Medicine

Jin-Soo Kim Seoul National University Department of Chemistry

Daniel O'Day Roche
Tae Han Kim Samsung BioLogics
Kong-joo Lee Ewha Womans University
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DAY 1

&2l | 71=&E4iZ1 Opening Ceremony / Keynote & Plenary Session
Sep 4(Wed) 13:30-18:00, GrandBallroom (5F)
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Grand Transitions in Bio: Designing the Next Decade

The biopharmaceutical industry has transformed healthcare sector and contributed to building a sustainable future through
innovation and technology advancements. In doing so, it has provided quality life for patients with innovative treatments,
disease prevention measures, and diagnostic technologies. This year's Global Bio Conference (GBC), marking its 10th
anniversary, will reflect on the progress and achievements of the biopharmaceutical industry over the past decade, discussing
the regulatory challenges in the grand transition era. Furthermore, the outlooks and strategies for the development of the
industry will be shared in preparation for the next decade.

DAY 2

HHAl & Vaccine Forum
Sep 5(Thu) 09:00-13:00, GrandBallroom | (5F)
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Global Regulatory Trends for New Vaccine Technologies and Development

The Vaccine Forum will analyze the development and regulatory trends for new vaccines and explore the paths that the
industry needs to take moving forward. Delving into the novel vaccine technologies and development, the Forum will share
the latest trends in global policies and regulations, response strategies, and relevant case studies. Furthermore, with a range
of information shared detailing the trends in ongoing vaccine development, the discussion is also intended to propose the
necessity and ideal paths for vaccine development to prevent infectious diseases.

GBC 2024
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M2kt =& Regulatory Science Forum
Sep 5(Thu) 09:00-13:00, GrandBallroom Il (5F)
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The Future of Biohealth Regulatory Science: Strategies for Innovation and Growth

The biohealth industry is experiencing rapid growth fueled by advancements in digital and Al technologies. To keep pace
with these advancements, it's crucial to innovate regulatory science in a scientific and rational manner. In the wake of new
technological advancements and rapid changes, how should we evolve and grow? This year's Regulatory Science Forum will
share development strategies and best practices for the innovation and growth of global regulatory science. It will also suggest
the path forward, with a focus on the present and future of the biohealth industry.

dlie| At 20 14| =X} £/132£ Global Clinical Trial Regulatory Authorities Forum
Sep 5(Thu) 09:00-13:00, GrandBallroom Il (5F)
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The Latest Global Regulatory Trends on Clinical Trials and Strategies for Utilizing Big Data and Al in
Clinical Trials to Accelerate New Drug Development

We will analyze changes in the domestic and global environment for clinical trials, along with the latest regulatory trends, and
suggest a way forward. The forum will share case studies of clinical trials using innovative technologies such as RWD/RWE, big
data, and Al, and explore strategies for utilizing big data and Al to accelerate new drug development.

Hlo|22o|ekE HEZE 2|3& Workshop on Reference Standards for Biologicals
Sep 5(Thu) 14:00-18:00, GrandBallroom | (5F)
Ztmo| HIO|@olotE BEE HE|HA Y sigt

HIO|R2|fE Z0F ZH|EEE ¥ 2= #H|7|2te

= o
= HZ=-2E HAE =2I5ts S HIOIRQ|U4E BEES 35U S A Yots =M

=]
M
Okl
e
o
0%
>

gk
1o}
il
rok
X

2 S 2A2|MA & S SRSt} Stk Eat At
H g nl

o, = 2E2F 2A2IMA i Sofl &8

ol

Management System and Current Status of Biopharmaceutical Reference Standards in Each Country

In the workshop, the current status and the management systems, including stability testing and management limit setting,
of international and national biological reference standards will be shared. Furthermore, we will discuss the system for
manufacturing and establishing new reference standards, explore the opportunities for international cooperation, such as joint
research on biological reference standards, which could be utilized to improve the reference standards management system in
Korea.

Grand Transitions in Bio: Designing the Next Decade
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Sep 5(Thu) 14:00-18:00, GrandBallroom Il (5F)
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Moving Beyond the Limits of Recombinant Protein Products: Toward New Regulatory Frameworks

In the Recombinant Protein Products Forum, we will examine the past, present and future of recombinant protein products
development and explore the new challenges and attempts for expanding patient treatment opportunities beyond the existing
regulatory framework.

Moz 77| eAt7Hyt E& Innovative Medical Devices Forum
Sep 5(Thu) 14:00-18:00, Carnation (5F)
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Latest Regulatory and R&D Trends in Innovative Medical Devices

The international community and major countries have identified generative Al, robotics, and other related technologies as the
latest focal points in the field of innovative technology, and are consistently coming up with various responses to technological
advancements and regulatory issues in the medical field. In light of this, we would like to explore the strategic approaches to
facilitate the development of innovative medical devices based on outstanding domestic technologies and to promote rapid
overseas expansion.
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Policy Discussion on Patient-Centered Medical Product Safety Management
Sep 5(Thu) 14:00-18:00, Chrysanthemum (2F)
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Improving Communication on Patient Safety in Medical Products

This session aims at providing a platform that brings together the industry, academia, and government to share the current
status of safety management and to seek for relevant policy directions in patient-centered medical products

GBC 2024
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=2 x|2ksiM7|E GMP MlO|L} GMP Seminar : Innovative Technologies in Pharma Industry
Sep 5(Thu) 14:00-18:00, Orchid (2F)

RiokstAl7|0| Olsliet MBS 9Ist 22 S8 U WM Wk

o
£ A= S2E HofHL7|&(QbD, AEHESFH, ASKIS(AN-HHOE CIX[E ER HE S| S)0fl et Zel
|

52 ¢ e , =
S8t MBS TREID, WHYEO| Chsf =olBict o, 0|5 Sof Fuh M7 ARAIS0| 22 HoHs{A7|S0 chs olaH5t
128 4+ U2 3Lt

The Direction of Global Trend and Development of understanding and applying Pharmaceutical
innovation Technologies

The most recent trends and practices of pharmaceutical innovative technologies home and abroad such as Quality-by-Design,
continuous manufacturing as well as process management via artificial intelligence (Al), big data, and digital twins will be

shared, followed by the discussion of the development direction. Through this experience, those people who are working in
this domestic pharmaceutical industry will be able to understand and utilize global pharmaceutical innovation technologies.

DAY 3

Slolixj|x| & uHAl MM E3 Blood Product & Vaccine Accessibility Forum
Sep 6(Fri) 09:00-13:00, GrandBallroom | (5F)
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Global Trends and Developments for Expanding Access to Blood Products and Vaccines

We are now facing potentially a near future of pandemic on a global scale. In order to be fully equipped with plans and
strategies, we are willing to discuss current trends and developments of swiftly customized vaccine development technologies
and self-efficiency such as mRNA vaccine platform. Additionally, the global trends regarding plasma exchange among the
countries to maintain safety network of plasma-derived medicinal products' global supply, which is essential to immune
deficiency treatment for children and critically ill patients will be discussed.

C|X|& Hjo|@ g&taidl 7|= == DigitalBio Convergence Innovation Technology Forum
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Sep 6(Fri) 09:00-13: GrandBallroom IlI (5F)
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Towards a New Future Technology: Integration and Convergence of Al and Advanced Biotechnology

In April 2024, the PACST plenary meeting led by the government designated Al, advanced biotech, and quantum technology
as the three major game changer technology initiatives. In doing so, it has presented a plan to take a new leap forward with
the aim of becoming one of the top-three major countries globally in these sectors by 2030. Accordingly, in this forum, we will
explore the domestic and global trends in the convergence of Al and advanced biotechnology and the analysis and utilization
of digital health data, and propose the path to move forward for a sustainable future.

Grand Transitions in Bio: Designing the Next Decade
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Sep 6(Fri) 09:00-17:00, Chrysanthemum (2F)

Hio|22o|2E EXZ|0Me| SSCHHARY =& S&

zZ|2 S8 SOlA 7|E HIO|Q2|fE 2tr|oferEe| EXR |0 ALl SEAIFC| HISEAGSZE2| thX|E FH[stD ULt O|of F|
ol AAIO|O{E| QIE{LiM LD} AlZo|QkZOtMI 71l ZEZXTE 2T &S E5) WHO, EDQM T ZH2 3H|7| 20| SSCHA|EYH S5k
S35t LY HIO|Qo|HE ZEI 2|0 M2 tHE H2fE P AUSHIX} STt

Implementation Trends in Animal Testing Alternatives for Quality Control of Biologicals

Recently, Europe and other countries have been preparing to replace animal testing with non-animal testing methods used
in the quality control of drug products. In light of this, the Humane Society International-National Institute of Food and Drug
Safety Evaluation workshop will focus on sharing trends in alternatives to animal testing by WHO, EDQM, National Control
Laboratories and national regulatory authorities, and will explore response strategies for biopharmaceutical quality control in
Korea.

Z2Y A=At =3 23E Regulatory Workshop

Sep 6(Fri) 09:00-13:00, GrandBallroom Il (5F)
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Innovation and Sustainable Growth of Regulatory Authorities

Recently, the biopharmaceutical industry has been undergoing technological innovation beyond industry boundaries. In response to
these changes, this year’s Regulatory Workshop will discuss the role of national regulatory authorities and directions of approval &
review systems for fostering innovation and sustainable growth of the biopharmaceutical industry. After the workshop, pre-applied
industries can participate in one-on-one business meetings with officials of global regulatory authorities.

HcHilo|@ojokE Mzl ol =& 3 Advanced Biopharmaceuticals Policy and Quality Forum

Sep 6(Fri) 14:00-18:00, GrandBallroom | (5F)
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Advanced Biopharmaceutical Development Trends and Regulatory Innovation Strategies

Various advanced biopharmaceuticals such as xenotransplantation products and gene editing therapies are being actively
developed worldwide. In the Advanced Biopharmaceuticals Policy and Quality Forum, we will explore the development and
regulatory trends of advanced biopharmaceuticals and discuss safety management measures.

GBC 2024



HiO|22|2=E, LYY S HEMH Mentoring for Bio Youths

Sep 6(Fri) 14:00-16:00, Carnation (5F)
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My Career, My Tomorrow

"Mentoring for Bio Youths” is a mentoring program for youths who are studying biology and contemplating a career in the
bioindustry. In-depth conversations with mentors would enable mentees to share their concerns, get practical advices and
words of encouragement, and gain momentum.
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