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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 5,000 participants from
regulatory authorities, internationalorganizations, 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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5.067"' 18 Countries

Online/Offline Participants 91 Speakers

19 Programs
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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.

AX} Ads{Ho| F4,
Hio|2|otE
Biopharmaceuticals-
Future of the Fourth
Industrial Revolution

H}O|22|2t=:
AxZ|e| M52
Biopharmaceuticals:
Growth Driver

of a Creative Economy

1\ 1\
O O
GBC 2017 GBC 2016 GBC 2015

X GHIE Helst=
Hio|2<e|ekE 2| ojzH
Biopharmaceuticals:
Driving Creative Economy

N\ N\ N\
/ \ \
GBC 2018 GBC 2019 GBC 2020 GBC 2021
A 4, HIO|Q 341, HErHHo|Q, T,
Hio| Zx| M=Z2 0|24 ARzt ZAlo| JHR|EHE srdfo|2 O[2HE 25t =of
People-centered  Bio Innovation, Advanced Bio, A New Normal:
Bioeconomy New-Found Future People-centered A Leap Towards
Value Creation Newly Found Future of
Biopharmaceuticals
- O O O
GBC 2024 GBC 2023 GBC 2022

— )i

¢

ial

Bio, Navigating Infinite Possibilities



[E
Hl
IJ
S

BTN Y TR T

7Hs14

Opening Ceremony

14:00-15:00
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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Regulatory Workshop

09:00-13:00
GrandBallroom |

7|zasEze

Keynote & Plenary Session

15:00-18:30
GrandBallroom
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Workshop on Core Partnership Strategy to Strengthen National
Regulatory System for Biomedicines in the Western Pacific

09:00-13:00
GrandBallroom |1
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Advanced Biopharmaceuticals
Policy and Quality Forum @

09:00-12:00
GrandBallroom |1
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Biopharmaceutical Supply
Chain Forum

09:00-13:00
GrandBallroom Il
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Recombinant Protein
Products Forum
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Welcome Dinner

18:40-20:00
Rose

Workshop Products Reviewer Workshop Animal Alternative Testing Era
09:00-13:00 14:00-18:00 09:00-13:00 09:00-13:00

Rose GrandBallroom | Rose Orchid
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WHO PQ Certification
Support Forum

14:00-18:00
GrandBallroom |l

Global Pharmaceutical
Innovation Technology
GMP Seminar

14:00-18:00
GrandBallroom I

1:1 Meeting with Regulators

14:00-18:00
GrandBallroom |

Advanced Biopharmaceuticals
Policy and Quality Forum @

13:00-18:00

GrandBallroom |l
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Asia/Pacific National Control
Laboratory Network Workshop

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

Centered Medical Product Safety
Management

14:00-18:00
Chrysanthemum
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Workshop on Animal Testing
Alternatives for Biologicals

14:00-18:00
Orchid
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Mentoring for Bio Youths

14:00-16:30
Carnation
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Choong May Ling, Mimi HSA

Sania Nishtar Gavi

Jeewoong Son LG Chem Life Sciences
Sean Curtis MSD

Peter Marks US FDA CBER

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 Seo 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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Bio, Navigating Infinite Possibilities

Based on rapid advancements and convergence in scientific technology, the bio industry is turning possibilities into realities
fundamentally transforming human life. Beyond vaccines and therapeutics, the expansion into new domains such as digital
health, precision medicine, and gene therapy clearly demonstrates how biotechnology is poised to lead future society.
The Global Bio Conference 2025, held under the theme "Bio, Navigating Infinite Possibilities," will explore key agendas and
innovation strategies that will shape the future of the bio industry. The conference will provide an in-depth discussion on
the evolving role of regulatory science and strategies for international harmonization in response to rapid change, while
envisioning a sustainable growth pathway for continued bio innovation.

HHAl 3 Vaccine Forum
Sep 4(Thu) 09:00-13:00, GrandBallroom | (5F)
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Development of Novel Vaccines Utilizing Advanced Technologies and Regulatory Trend

The forum will provide cutting-edge technological insights to vaccine developers and regulatory reviewers
by sharing regulatory trends and recent review experiences regarding novel vaccine platforms, such as self-amplifying RNA
modalities, and new evaluation technologies, including next-generation sequencing (NGS).

GBC 2025
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Workshop on Core Partnership Strategy to Strengthen National Regulatory System for

Biomedicines in the Western Pacific
Sep 4(Thu) 09:00-13:00, GrandBallroom Il (5F)
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Review the Phase-2 Multi-Bilateral Core Partnership Strategy(CPS) on Biomedicine Regulatory System
Strengthening (from 2020 to 2024) and Reflect Lessons in the Ongoing Phase-3 CPS

Since April 2015, the Ministry of Food and Drug Safety (MFDS), as a WHO collaborating Centre, has been implementing an
international aid program aimed at strengthening the national medicines regulatory systems in five Western Pacific countries-
namely, Cambodia, Lao People's Democratic Republic, Mongolia, the Philippines, and Viet Nam. The objective of the aid
program is to establish a core partnership as a strategic goal and support each beneficiary country in formulating stepwise
strategies to enhance the functions and capacities of their national regulatory authorities so that quality-assured medicines
can be supplied to their populations.

Through the proposed Core Partnership Strategy Workshop, the MFDS aims to:
«  Share the achievements of the second phase (2020-2024) of the regulatory capacity-building projects with the recipient countries

«  Explore advancement strategies for the WHO Global Benchmarking Tool (GBT) maturity level assessments

« Identify effective and sustainable support mechanisms

H|2tet =& Regulatory Science Forum

Sep 4(Thu) 09:00-13:00, GrandBallroom Il (5F)
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How is Al Reshaping Regulatory Science and Practice?

Artificial intelligence (Al) is increasingly influencing the way regulatory science is practiced—shaping drug development
strategies, informing regulatory decision-making, and advancing scientific innovation. The Regulatory Science Forum brings
together perspectives from industry, regulators, and academia to explore the impact of Al on regulatory science. Topics
include the use of modeling and simulation in drug development, Al-driven approaches to advanced therapeutic modalities,
and regulatory considerations for Al-enabled medical products. Attendees will gain a multidimensional understanding of how
Al is being integrated into regulatory frameworks and scientific methodologies across the product lifecycle.

Bio, Navigating Infinite Possibilities
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Sep 4(Thu) 14:00-18:00, GrandBallroom | (5F)
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The Golden Age of Therapeutic Antibodies - Present and Future

From the first approval in 1986 to biosimilars, immune checkpoint inhibitors, antibody-drug conjugates, and bispecific
antibodies, the field of therapeutic antibodies has experienced remarkable growth over the past four decades. This forum
will review the current trends and future directions of therapeutic antibodies development, with a focus on regulatory shifts
aimed at enhancing patient access and streamlining development across various countries. The discussion will also cover
global development trends and clinical designs involving novel modalities of therapeutic antibodies that are overcoming the

limitations of conventional oncology drugs.

WHO PQ 2I= X|&l =& WHO PQ Certification Support Forum
Sep 4(Thu) 14:00-18:00, GrandBallroom Il (5F)
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K-Biosimilars and Vaccines: Expanding to the Global Stage

This forum aims to strengthen the global competitiveness of Korea's vaccines and biosimilars at the international
pharmaceutical procurement market by enhancing technical capabilities for WHO Prequalification (PQ). Furthermore, it will
highlight successful WHO PQ cases and outline the competencies and strategies required for Korea’s vaccines and biosimilars
industry to align with global quality standards.

=2 MLy GMP AM|ofLf
Global Pharmaceutical Innovation Technology GMP Seminar
Sep 4(Thu) 14:00-18:00, GrandBallroom 11l (5F)
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Global Pharma Innovations: Understanding and Practice

This seminar is designed to enhance understanding and promote the utilization of global pharmaceutical innovation
technologies—such as Quality by Design (QbD), continuous manufacturing, artificial intelligence (Al), and big data—in the
field of pharmaceutical manufacturing processes. It will introduce domestic and international trends and practical applications
of these technologies to support their effective adoption in the Korean pharmaceutical industry. Participants will have the
opportunity to share the latest insights into changes in pharmaceutical manufacturing and quality management, as well as real-
world application cases.

GBC 2025
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Policy Discussion on Patient-Centered Medical Product Safety Management
Sep 4(Thu) 14:00-18:00, Chrysanthemum (2F)
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Enhancing Safety Management for Medical Products Amid Expedited Review and Commercialization

A platform will be established for mutual understanding and collaboration among the government, patient groups, and
industry-academia-research stakeholders to advance patient-centered safety management in the medical products sector.

S2Y ANehEX X8 2]3& Regulatory Workshop
Sep 5(Fri) 09:00-13:00, GrandBallroom | (5F)
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Institutional Innovation and Collaboration of Regulatory Authorities for the Future

Remarkable progress in biotechnology offers novel solutions for disease treatment and fundamentally reshapes medical
paradigms and human lifestyles. In response, a flexible and anticipative maneuver of the regulatory environment is demanded.
This workshop will feature case studies about approval and review systems and recent policy trends from regulatory
authorities around the world. Through dialogue with industry stakeholders, the workshop aims to identify directions for
institutional improvement and international harmonization. Following the workshop, pre-registered participants will have the
opportunity to join one-on-one business meetings with global regulatory officials.

Hehilo|QolokE M Y Y EH @
Advanced Biopharmaceuticals Policy and Quality Forum @
Sep 5(Fri) 09:00-12:00, GrandBallroom Il (5F)
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Regulatory Framework and Operational Status for Human Tissue Safety Management

Effective safety management and traceability are essential in human tissue transplantation, where a single donor may
contribute several to hundreds of grafts to be used in multiple recipients. Ensuring oversight throughout the entire process—
from donor screening and tissue processing to distribution and transplantation—is therefore critical. This forum will review
national regulatory frameworks for human tissue safety and examine the operational status of tissue banks both in Korea and
abroad. The discussion aims to explore strategies for establishing an effective human tissue management system.

Bio, Navigating Infinite Possibilities
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Strategies in Response to the Reorganization of the Global Biopharmaceutical Supply Chain

In the post-pandemic era, localization of the biopharmaceutical supply chain and global market expansion have emerged as
key measures to ensure national health security and industrial competitiveness. This forum will comprehensively discuss:
policy support cases for strengthening the technological competitiveness of domestic raw materials and components; recent
trends and diversification strategies in the global vaccine supply chain; regulatory improvements and mutual-trust-based
cooperation models for the approval of plasma-derived medicinal products; and strategies to enhance supply chain resilience
in times of crisis.Each session will feature domestic and international experts who will present practical strategies in areas such
as production and distribution innovation, regulatory cooperation, and digital transformation. The program aims to identify
actionable solutions through real-world examples from participating companies and government regulatory agencies.

SECHHAICe] X|HMS H
Sep 5(Fri) 09:00-13:00, Orchid (2F)
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Toward Regulatory Application of Future-Oriented Alternative Testing Technologies Including Organoids

As regulatory authorities such as the U.S. FDA increasingly recognize advanced methods that replace animal testing
during drug evaluations, this forum will explore the current trends in the development and validation of alternative testing
technologies in Korea like organoids, while also considering future strategies.

GBC 2025
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Sep 5(Fri) 13:00-18:00, GrandBallroom 11 (5F)
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Development and Quality Control of Advanced Biopharmaceuticals Using Innovative Technologies,
and Strategies for Global Regulatory Harmonization

In the rapidly evolving field of advanced biopharmaceuticals, quality control and regulatory compliance have become critical
factors for successful product development.

This forum will examine the current state of technology-driven development, including quality control trends for AAV-
based gene therapies, and will highlight global efforts toward regulatory harmonization for advanced biopharmaceuticals.
Additionally, regulatory support programs for domestic developers will be introduced, with discussion on ways to enhance
policy linkage and institutional integration.
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Sep 5(Fri) 14:00-18:00, Orchid (2F)

i S Ho|Ro|etFe| EARE| SSUNARY -2 AFHE gt H 74| = Yet =2
°

52 QB VAC2VAC Z2HEE S510f DTaP tiilo] SBCIHAEHS HBHOE PESICE ool SSURIMEY T2 28 S8 7|
HoZ A SBCHHAZY 75 YT 22 S i) Lobsixt Bl

Discussion on Global and Domestic R&D and Regulatory Cooperation on Alternatives to Animal Testing in
Vaccine and Biopharmaceutical Quality Control

Recently, Europe has successfully established alternatives to animal testing for the DTaP vaccine through the VAC2VAC project.
This workshop will examine the domestic progress in establishing alternative testing methods and international trends,
drawing on global experiences in the development of such methods..
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My Career, My Tomorrow

“Mentoring for Bio Youths” is a mentoring program designed to listen to the diverse concerns of young people entering the
biopharmaceutical field, and to help them gain practical advice, warm encouragement, and driving motivation. Through honest
conversations with experienced mentors, participants will have the opportunity to hear candid opinions about career planning,
job searching, and roles they have been curious about, and to find answers to their questions about setting a career direction.
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