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WORKSHOP AGENDA (TENTATIVE)
Venue: Viet Nam Chamber of Commerce and Industry (VCCI), 9 Dao Duy Anh, Ha Noi
Format: Hybrid 
Day 1-December 16th, 2025: Scientific workshop on Good Regulatory Practice (GRP)
	Time
	Content

	08:30 – 09:00
	Guest Welcoming

	09:00 – 09:20
	Welcome remarks, introduction of workshop objectives and expected outcomes  
VCCI leadership representative

	09:20 – 09:35

	Opening Speech
Vice Minister of Health 

	09:35 – 10:00
	Introduction to WHO GRP: Concept, Key Principles and Implementation in Health Regulatory Authorities  
Dr. Sannie Chong, Senior Director of Global Policy, MSD. 
Member of APEC RHSC

	10:00 – 10:30
	Sharing from APEC and non-APEC economies on successes/challenges in implementing GRP and lessons learned  
Dr. PharmD Maslinda Binti Mahat, Head of Policy and Strategic Planning Section.
National Pharmaceutical Regulatory Agency (NPRA), Malaysia

	10:30 – 10:45
	Break

	10:45 – 11:45
	Panel discussion:
Moderator: 
- Mr. Nguyen Thanh Lam, M.Sc., Vice Director of Drug Administration of Viet Nam, Ministry of Health 
- Assoc. Prof. Dr. Le Van Truyen, Former Vice Minister of Health 
Panelist:
1. Dr. Nguyen Khanh Phuong, Director of Health Strategy and Policy Institute, Ministry of Health 
2. Dr. PharmD Maslinda Binti Mahat, Head of Policy and Strategic Planning Section, NPRA Malaysia 
3. Dr. Sannie Chong, Senior Director of Global Policy, MSD, member of APRIA
Discussion Topics:
1. Key points in WHO GRP that regulatory authorities should pay special attention to: core principles in WHO GRP that regulatory authorities should prioritize to improve management effectiveness.
2. Practical implementation of WHO GRP worldwide: 
· The biggest barriers economies face when applying WHO GRP include resource constraints, technical capacity, and inter-sectoral coordination. 
· Forms of technical support, training, and policy advice that WHO is implementing to promote the application of GRP in economies. 
· The role of the private sector in supporting GRP implementation, through providing data, sharing practical experiences, and participating in policy dialogue in a transparent and responsible manner.

	11:45 – 14:00
	Lunch Break

	14:00 – 15:00
	Report on the status of regulations and capacities for good drug management practices in Viet Nam and some APEC economies (Summary)
M.Sc. Do Tra My – Pharmacy & medicine hospital, National University 
QnA

	15:00 – 15:15
	Break

	15:15 – 16:00 
	Round table discussion on GRP implementation in Viet Nam  
Moderators:
- Mr. Nguyen Thanh Lam, M.Sc., Vice Director of Drug Administration of Viet Nam, Ministry of Health 
- Assoc. Prof. Dr. Le Van Truyen, Former Vice Minister of Health 
Panelists:
1. Dr. Nguyen Khanh Phuong, Director of Health Strategy and Policy Institute, Ministry of Health 
2. Dr. Pharm.D Maslinda Binti Mahat, Head of Policy and Strategic Planning Section, NPRA Malaysia 
3. Dr. Sannie Chong, Senior Director of Global Policy, MSD, member of APRIA
Discussion Points
· WHO GRP principles that have been clearly applied in Viet Nam 
· Necessary improvements to approach WHO GRP 
· Barriers in implementing WHO GRP in Viet Nam 
· Solutions to promote GRP implementation in Viet Nam 
· Support from WHO Viet Nam and international organizations in implementing GRP in Viet Nam 
· Business contributions in promoting GRP in Viet Nam

	16:00 – 16:15
	Day 1 – summary and closing
Moderator

	16:15 – 16:30
	Post-workshop evaluation



Day 2-December 17th, 2025: Scientific Workshop on Regulatory Reliance–Implementation Strategies in Practice 
	Time
	Comtent 

	08:30 – 09:00
	Guest Welcoming

	09:00 – 09:05
	Welcome remarks  
VCCI Representative 

	09:05 – 09:10
	Opening speech  
MSc. Nguyen Thanh Lam, Deputy Director of Drug Administration, Ministry of Health  

	09:10 – 09:30
	Implementing Reliance Mechanism – factors to note and lessons learned from several economies  
Assoc. Prof. Dr. Leong Wai Yeen James, Head of Medical Products & Regulatory Science, Centre of Regulatory Excellence, Duke-NUS Medical School, Representative Member of APEC Regulatory Harmonization Steering Committee 

	09:30 – 09:45
	New regulations on Reliance Mechanism in "Circular 12/2025/TT-BYT detailing the registration of drugs and pharmaceutical ingredients in Viet Nam” 
MSc. Nguyen Tuan Anh, Vice Head of Registration Department, Drug Administration, Ministry of Health  

	09:45 – 10:30
	Types of assessment reports: Classification, processing procedures and issuance mechanism of regulatory authorities  
MSc. Dalia Fouad, Global Policy and Regulatory Science, International Regional Director, Sanofi Group  

	10:30 – 10:45
	Break

	10:45 – 11:05
	Sameness of the Reliance Mechanism – From guidelines to practical implementation  
Dr. Noraisyah Mohd Sani, Head of the New Drug Product Section, NPRA Malaysia

	11:05 – 11:25
	Implementing Reliance Mechanism – Expert perspective  
Dr. Dau Thuy Duong: Center for Clinical Pharmacology, Ha Noi Medical University  

	11:25 – 11:45
	Implementing Reliance Mechanism – Experience and business perspective on dossier preparation and factors for effective implementation of Reliance Mechanism  
Pharma Group

	11:45 – 14:00
	Lunch Break

	14:00 – 14:30
	Application of digital tools in promoting Relience Mechanism: Lessons from ACCUMULUS platform  
PharmD. Dominique Lagrave, Innovation Registration Director, ACCUMULUS 
MBA. Khushboo Sharma, CEO of ACCUMULUS

	14:30 – 14:50
	Experience in the effective implementation of the reliance mechanism in the ASEAN and trends in economies around the world  
Mr. Wong Kum Cheun
Chair of the ASEAN Pharmaceutical Research Industry Association (APRIA)

	14:50 – 15:05
	Implementing Reliance Mechanism – Opportunities and challenges, business perspective  
Sponsor  

	15:05 – 15:15
	Break

	15:15 – 16:00 
	Discussion – Implementing Reliance Mechanism in Viet Nam 
Moderator: M.Sc. Nguyen Thanh Lam, Vice Director of Drug Administration of Viet Nam, Ministry of Health
Panelists:
1. Assoc. Prof. Dr. Le Van Truyen, Former Vice Minister of Health 
2. Dr. Noraisyah Mohd Sani, Head of the New Drug Product Section, NPRA Malaysia
3. Dr. Pham Thi Thuy Van, Hanoi University of Pharmacy 
4. Representative of Pharma Group

	16:00 – 16:15
	Day 2 - Summary and Closing 
Moderator

	16:15 – 16:30
	Post-workshop evaluation




Day 3-December 18th, 2025: Enhancing Pharmaceutical Industry Capacity towards PIC/S Integration, Effective Implementation of the Pharmacy Law
	Time
	Comtent

	08:30 – 09:00
	Guest Welcoming

	09:00 – 09:05
	Welcome remarks 
VCCI Representative 

	09:15 – 09:45
	Report on Viet Nam's status in the process of integrating into the Pharmaceutical Inspection Co-operation Scheme (PIC/S)  
Pharm.D Ta Manh Hung, Vice Director of Drug Administration of Viet Nam, Ministry of Health

	09:45 – 10:15
	International experience in implementing the PIC/S system and recommendation for Viet Nam
· Recent changes to the EU and PIC/S GMP Guides, APAC Regulatory and ISPE (Singapore, Australia)
· Bridging Global Standards and Local Implementation - Lessons for Viet Nam’s PIC/S Roadmap
· Key Enablers for PIC/S Accession - Facility Readiness, Inspection Capability and Continuous Improvement
· Strengthening Regulatory Systems and Industry Collaboration for Viet Nam’s PIC/S Journey
MSc. Sutton Stuart, EU-GMP/PIC/s expert in operational risk management TECOVA/Intech Viet Nam

	10:15 – 10:30
	Break 

	10:30 – 11:30
	Business perspective on implementing the amended Pharmaceutical Law: Challenges, solutions, and proposals  
Representative of Viet Nam Pharmaceutical Companies Association (VNPCA)  
Representative of Business/Association, Sponsor
Discussion

	11:30 – 14:00
	Lunch break

	14:00 - 14:20
	Pharmaceutical Inspection Co-operation Scheme: Opportunities to promote export of domestically produced pharmaceuticals Representative of Health Strategy and Policy Institute

	14:20 - 14:50
	Business perspective on participating in the PIC/S system
Sponsor, – Tecova

	14:50 - 15:15
	Necessary requirements in the roadmap for joining the Pharmaceutical Inspection Co-operation Scheme  
Assoc. Prof. Dr. Le Van Truyen, Former Vice Minister of Health

	15:15 – 15:30
	Break

	15:30 – 16:20
	Discussion on Viet Nam's orientation to join the Pharmaceutical Inspection Co-operation Scheme
Moderator: Pharm.D Ta Manh Hung, Vice Director of Drug Administration of Viet Nam, Ministry of Health
Panelist: MSc. Stuart Sutton, EU-GMP/PIC/s expert in operational risk management

	16:20 – 16:30
	Day 3 – Summary and Closing
Moderator

	16.30 – 16:45
	Post-workshop evaluation




Day 4-December 19th, 2025: Scientific Workshop on Ensuring Vaccine Supply - Influencing Factors and Relationship with Post-Approval Change Management
	Time
	Content

	08:30 – 09:00
	Guest Welcoming

	09:00 – 09:05
	Welcome remarks
VCCI Representative

	09:05 – 09:20
	Opening speech  
Moderator: Assoc. Prof. Tran Dac Phu, Former Director of Preventive Medicine Department, Ministry of Health, Vice Chairman of the Advisory Council for Drug and Drug Ingredient Marketing Authorization

	09:20 – 09:40
	Status of vaccine supply in Viet Nam and factors affecting the supply
M.Sc Hoang Hong Mai, Deputy Head in Charge, Immunization Office, National Institute of Hygiene and Epidemiology 

	09:40 – 10:00
	Post-approval change management and its impact on vaccine supply  
Dr. Yoong Sia Lee
Regulatory Policy Executive (Greater China Intercontinental/ Emerging Market), GSK - IFPMA

	10:00 – 10:20
	Risk-based approach in vaccine batch release testing  
Dr. Sannie Chong – Senior Director of Global Policy, MSD 
Member of APEC RHSC

	10:20 – 10:35
	Reducing animal test – a trend and WHO recommendation
Dr. Olivier Faure – Global Product Quality Leader, Sanofi

	10:35 – 10:45
	Break

	10:45 – 11:15
	Highlights of WHO change guidelines and their application in Viet Nam
Dr. Nguyen Thi Ly, Head of Viral Vaccine Control Department, National Institute for Control of Vaccines and Biologicals

	11:15 – 11:40 
	Sponsor presentation  
Sponsor

	11:40 - 14.00
	Lunch Break 

	14:00 – 15:00
	Discussion: Effective implementation of current regulations on vaccine registration and testing, ensuring timely, adequate, and stable supply
Moderator: Assoc. Prof. Tran Dac Phu, Former Director of Preventive Medicine Department, Ministry of Health, Vice Chairman of the Advisory Council for Drug and Drug Ingredient Marketing Authorization
Panelists:
1. [bookmark: _GoBack]Assoc. Prof. Pharm.D Le Viet Dzung, Vice Director of Drug Administration of Viet Nam, Ministry of Health
2. Representative of National Expanded Program on Immunization Office, National Institute of Hygiene and Epidemiology 
3. Dr. Yoong Sia Lee - Regulatory Policy Executive (Greater China Intercontinental / Emerging Market), GSK 
4. Dr. Nguyen Hoang Tung – Deputy head of National Institute for Control of Vaccines & Biologics

	15:00 – 15:20 
	Sponsor presentation  
Sponsor

	15:20 – 15:30 
	Break

	15:30 – 16:30
	Q&A on WHO change guidelines for vaccines  
Moderator: Assoc. Prof. Tran Dac Phu, Former Director of Preventive Medicine Department, Ministry of Health, Vice Chairman of the Advisory Council for Drug and Drug Ingredient Marketing Authorization

	16:30 – 16:45
	Day 4 – Summary and Closing
Moderator

	16:45 – 17:00
	Post-workshop evaluation 
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