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Agenda Regulatory and PV Working Group Workshop:
February 16th – 17th, 2026 | Studio 4, Andaz, Aerocity, New Delhi, INDIA 

Objectives:  
1. To set the objectives for the collaboration between WHO–SEARO and DCVMN International.
Deliverables:  
1. Concrete collaboration action plan between WHO–SEARO and DCVMN International.

Day 1, February 16th, 2026 
	Time 
	Topic 
	Presenter /Coordinator

	0900–0920 
	Welcome and introduction
	Rajinder Suri  

	0920–0935
	Recap of previous meeting WHO–SEARO 
	Subhodeep Chakraborty

	0935–1025
	Collaboration proposal from WHO–SEARO
	WHO–SEARO

	1025–1045
	Coffee Break 
	 

	1045–1115
	Define the scope of the work and RC
based on collaboration proposal from WHO SEARO
	Kumar Gaurav/Viska Indriani
(Group activity)

	1115–1215
	Group discussion and Q & A 
	WHO SEARO and DCVMN WG’s

	1215–1245
	Action Plan (milestones and timelines)
	WHO SEARO and DCVMN WG’s

	1245–1345
	Lunch  
	 

	1345–1530
	PV session on Signal Management, Risk Management and Benefit–Risk assessment
	K. Hartmann

	1530–1550
	Coffee Break 
	 

	1550–1700 
	Perspective from Manufacturers on Signal Management, Risk Management and Benefit–Risk assessment 
8 companies
	Member companies (Diversity in regions)
(X min each)

	1700–1715
	Wrap–up
	

	1900
	Team Dinner – Meet in the lobby to proceed for dinner
	







Day 2, 17th February, 2026
	Time 
	Topic 
	Presenter/Coordinator

	0900–0910
	Welcome & Review of Day 1 
	Rajinder Suri  

	0910–1000
	RWG 2026 objectives presentation
Work frame proposal (M. Almansouri) (10 min)
	Each project leader/ 10min. 

	0955–1100
	Workshop: Part 1: identification of DCVMN members challenges with NRAs. 
	Malika Almansouri

	1100–1120
	Coffee Break 
	 

	1120–1220
	Workshop: Part 2: Summarize the challenges and classify them by importance
	RWG and PV WG members

	1220–1240
	Pharmacovigilance Working Group 2026 objectives presentation
	Patricia Mouta/ Viska Indriani

	1240–1340
	Lunch  
	 

	1340–1410
	Regulatory reliance and work–sharing in Pharmacovigilance: The WHO Global Smart Pharmacovigilance Strategy
	 Katharina Hartmann

	1410–1530
	Tool identification for reliance framework:
· Reliance request template
· Assessment Checklist (Critical Review Criteria)
· How to fit PACs into reliance framework
· The Risk Management Plan RMP: Challenges for member companies – contextual and implementation differences between the EMA RMP and WHO / NRAs in LMICs.
· Environment Risk Assessment
	Group Exercise/ Kumar Gaurav

	1530–1545
	Coffee Break
	

	1545–1630
	Presentations and discussion of the outbreak sessions (15mins each group)
	All

	1630–1730
	Regulatory and PV reliance and work–sharing: Way forward with SEARO with respect to NRAs from DCVMN side
	All

	1730–1745

	Closing remarks of the meeting
	Rajinder Suri  
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