8:00AM Registration

9:30AM Welcome Address
Adjunct Prof (Dr) Raymond Chua
Chief Executive Officer

Health Sciences Authority

9:45AM Ecosystem Collaboration:
Strengthening Singapore's Biopharmaceutical Landscape
Ms Goh Wan Yee

Senior Vice President and Head, Healthcare

Singapore Economic Development Board

10:05AM Enhancing Medicines Access Through Regulatory Agility & Partnership

Ms Agnes Chan
Director, Therapeutic Products Branch

Health Products Regulation Group, Health Sciences Authority

10:25AM Break

10:40AM  Advancing Safety and Innovation:
Regulatory Updates for Cell, Tissue and Gene Therapy Products
Ms Christine Ho

Director, Advanced Therapy Products Branch

Health Products Regulation Group, Health Sciences Authority

11:00AM Safeguarding Quality:
Trends in Good Manufacturing Practice and Good Distribution Practice
Inspection Observations

Dr Lai Weng Fai
Division Director, Audit & Licensing Division

Health Products Regulation Group, Health Sciences Authority

11:20AM Panel Discussion

Moderator

Mr Foo Yang Tong
Senior Regulatory Consultant

Health Products Regulation Group, Health Sciences Authority




Panelists

Ms Louise Ho Ms Agnes Chan

Assistant Vice President, Healthcare Director, Therapeutic Products

Singapore Economic Development Branch

Board Health Products Regulation Group,
Health Sciences Authority

Ms Christine Ho Dr Lai Weng Fai
Director, Advanced Therapy Division Director, Audit & Licensing
Products Branch Division

Health Products Regulation Group, Health Products Regulation Group,
Health Sciences Authority Health Sciences Authority

11:50AM Lunch Break

12:50PM  Opening Address
Ms Celine Ting

Managing Director

Eisai

1:00PM Company Filing Strategies:

Considerations & Impact of International Collaborative Pathways

Ms Helene Sou

Director, Global Regulatory Policy and Innovation, Growth and Emerging
Markets

Takeda

Ms Shirley Yong
Regulatory Affairs Manager, Singapore, Malaysia, Brunei

Sanofi Aventis

1:40PM Artificial Intelligence Use in Regulatory Affairs and Pharmacovigilance
Ms Beata Nowak

Director, R&D Data & Digital Convergence
Abbvie

Mr Byron Romero
Patient Safety Country Cluster Lead, APAC & China
Roche




2:20PM Panel Discussion

Moderator

Ms Helene Sou

Director, Global Regulatory Policy and Innovation, Growth and Emerging

Markets

Takeda

Panelists

Ms. Shirley Yong Ms Beata Nowak
Regulatory Affairs Manager, Singapore, Director, R&D Data & Digital
Malaysia, Brunei Convergence

Sanofi Aventis Abbvie

Dr Looi Yee Hoo Mr Byron Romero

Deputy Director, Therapeutic Products  Patient Safety Country Cluster
Branch Lead, APAC & China
Health Sciences Authority Roche

Dr Sreemanee Dorajoo
Senior Data Analyst, Vigilance &
Compliance Branch

Health Sciences Authority

3:00PM Break

3:20PM Navigating the Regulatory Landscape & Promoting Submission Excellence

e Perspectives from multinational company (MNC):
Strategies for successful preparation and submissions in Singapore
and opportunities ahead

Ms Cindy Zen

Regional Regulatory Affairs Lead,

Boehringer Ingelheim

3:45PM e Perspectives from Small and Medium-sized Enterprises (SMEs):
Successes and challenges faced by SMEs in navigating the regulatory
landscape

Mr Wang Kaiye
Head of Regulatory Affairs,

Zuellig Pharma




4:10PM

Promoting Submission Excellence:

Sharing of Do’s and Don’ts

Ms Lim Boon Kian
Deputy Director, Therapeutic Products Branch

Health Products Regulation Group, Health Sciences Authority

Ms Tricia Chean
Director, Regulatory Affairs, Singapore & Brunei,
MSD

4:40PM Panel Discussion
Moderator
Ms Agnes Heng
Regulatory Affairs Head, Singapore and AEM
Novartis
Panelists
Ms Cindy Zen Mr Wang Kaiye
Regional Regulatory Affairs Lead, Head of Regulatory Affairs,
Boehringer Ingelheim Zuellig Pharma
Ms Tricia Chean Ms Lim Boon Kian
Director, Regulatory Affairs, Deputy Director, Therapeutic
Singapore & Brunei Products Branch
MSD Health Products Regulation Group,
Health Sciences Authority
Dr Chuah Shin Chet
Deputy Director, Therapeutic
Products Branch
Health Products Regulation Group,
Health Sciences Authority
5:20PM Closing Remarks

Mr Wong Kum Cheun
Head of Asia Pacific Regulatory & Development Policy,
Novartis




