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CONFERENCE OVERVIEW

Title 2025 BIO Regulatory Innovation Conference

Theme Roadmap to the Finish Line

Date April 23 (Wed) — 24 (Thu), 2025

Venue Sheraton Grand Incheon Hotel , Songdo, Incheon, Korea
Hosted by Korea Biotechnology Industry Organization

Organized by The Yakup

Supported by Ministry of Food and Drug Safety
Korean Research-based Pharmaceutical Industry Association

Programs U.S. Regulatory Experts’ Lectures,
Company Presentations & Experience Sharings, Networking
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DAY 1 April 23 (wed) 13:00-21:00

13:00-13:20 Opening

13:20-13:50 SESSION

TBD

CMC Small Molecules

Strategies to Streamline CMC Development and Expedite
Regulatory Clearance: Risk- and Platform- Based Approaches
Jun Young CHOI, Ph.D. (Head, Division of R&D, ST Pharm)

Q&A (10mins)

13:50-14:40

14:40-15:10 Coffee Break

15:10-16:00 I CMC Biologics

Key Regulatory and CMC Considerations for the Novel Drug Modalities
Jun Tae PARK, Ph.D. (U.S. Regulatory Expert, KHIDI)

Q&A (10mins)

NON-CLINICAL Small Molecules/ Biologics

Current Nonclinical Testing Paradigm for Drug Development:
A Regulatory Perspective
Yangmee SHIN, Ph.D. (U.S. Regulatory Expert)

Q&A (10mins)

16:00-16:50

16:50-17:00 e

17:00-18:00

PANEL DISCUSSION

Moderator Sun Hee LEE, Ph.D. (Ewha Womans Univ.)

18:00-19:00 Networking Reception
19:00-21:00 Networking Dinner

*Conference programs are subject to change.
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DAY 2 April 24 (thu) 09:00-13:00

09:00-03:30 CS Small Molecules Development & Approval
XCOPRI: U.S. Commercialization, Meaningful Success, and Next Steps
Mr. Donghoon LEE
(CEO & President, SK Biopharmaceuticals Co., Ltd. and SK Life Science, Inc.)
09:30-10:20 SE4 CLINICAL Small Molecules/ Biologics
Clinical Development Strategy: The Good and The Ugly
Sang Mok CHUNG, Ph.D. (U.S. Regulatory Expert, BIOSTAR)
Q&A (10mins)
10:20-10:40 Coffee Break
10:40-11:30 SE5  REGULATORY
Regulatory Strategiesin Successful Drug Development and Approval
Hae-Young AHN, Ph.D. (U.S. Regulatory Expert, AhnBio Consulting)
Q&A (10mins)
11:30-12:30 PANEL DISCUSSION
Moderator Sun Hee LEE, Ph.D. (Ewha Womans Univ.)
12:30-13:00 Closing

*Conference programs are subject to change.



2025 BIO REGULATORY
egulatory  INNOVATION CONFERENCE

nnovation

O=rHE2I =S

HIOIL Al &i&! 21I21A

onference Roadmap tO the FII’]ISh Llﬂe - e

olas|
Sun Hee LEE, Ph.D.

Ewha Womans Univ.
Regulatory science expert member of
the National Bio-Pharmaceutical Commission

CMC Small Molecules CMCBiologics

Strategies to Streamline CMC
Development and Expedite
Regulatory Clearance:

Risk- and Platform- Based Approaches
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Jun Young CHOI, Ph.D.
Head, Division of R&D, ST Pharm

Key Regulatory and
CMC Considerations
for the Novel Drug Modalities
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Jun Tae PARK, Ph.D.
U.S. Regulatory Expert, KHIDI

Non-clinical (Small Molecules/ Biologics) Clinical (Small Molecules/ Biologics)

Current Nonclinical Testing Paradigm
for Drug Development
: A Regulatory Perspective
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Yangmee SHIN, Ph.D.
U.S. Regulatory Expert

Regulatory

Regulatory Strategies
in Successful Drug Development
and Approval

Okl
Hae-Young AHN, Ph.D.

U.S. Regulatory Expert,
AhnBio Consulting

Clinical Development Strategy
:The Good and The Ugly
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Sang Mok CHUNG, Ph.D.
U.S. Regulatory Expert, BIOSTAR

Small Molecules Development & Approval

XCOPRI: U.S. Commercialization,
Meaningful Success,
and Next Steps
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Mr. Donghoon LEE

CEO & President, SK
Biopharmaceuticals Co., Ltd.
and SK Life Science, Inc.
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