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HEALTH TEHNOLOGIES AND PHARMACEUTICALS
STRENGTHENING NATIONAL REGULATORY SYSTEMS
WHO ADVOCACY AND CONSENSUS BUILDING WORKSHOP
DATE: 23 – 26 March 2019
PLACE: Kachreti Ambasadori Hotel, GEORGIA, Kakheti Region

TENTATIVE PROGRAMME OF THE WORKSHOP

	Begin
	End
	Session
	Speaker

	Saturday Day 0: 23 March 2019

	15:00
	17:30
	Workshop team meeting at the hotel
	· All facilitators 

	19:00
	
	Dinner
	· All participants and facilitators

	Sunday, Day 1: 24 March 2019

	09:00
	10:30
	· Opening and welcoming participants 
· Presentation of objectives, expected outcomes
· Global Overview of WHO policy on strengthening of regulatory systems in Member States
· Overview of the vaccine and medicine national regulatory system. 
1. General overview of the national regulatory system (10 min)
2. Registration and marketing authorization (10 min)
3. Vigilance (10 min)
4. Market surveillance and control (10 min)
5. Licensing premises (10 min)
6. Regulatory inspections (10 min)
7. Laboratory access and testing (10 min)
8. Clinical trials oversight (10 min)
	· WHO Team



· Georgian NRA

	10:30
	11:00
	Coffee break
	

	11:00
	12:30
	· WHO NRA GBT;
· Online training for GBT 
	· WHO Team

	12:30
	13:30
	Break for lunch

	13:30
	15:00
	· Review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	· WHO team and participants

	15:00
	15:30
	Coffee Break

	15:30
	17:00
	· Continue review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	· WHO team and participants

	19:00
	
	Dinner
	· 

	Monday, Day 2: 25 March 2019

	09:00
	10:30
	· Continue review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	· WHO Team and participants

	10:30
	11:00
	Coffee Break

	11:00
	12:30
	· Continue review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	· WHO Team and participants

	12:30
	13:30
	Break for lunch

	13:30
	15:00
	· Continue review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	· WHO Team and participants

	15:00
	15:30
	Coffee Break

	15:30
	17:00
	· Finalization of benchmarking, prepare presentation of findings, and roadmap
	· WHO Team and participants

	19:00
	
	Dinner
	· 

	Tusday, Day 3: 26 March 2019

	09:00
	10:30
	· Continue review and updating of the regulatory capacity and maturity against WHO Global benchmarking tool 
	WHO Team and participants 

	10:30
	11:00
	Coffee Break

	11:00
	12:30
	· Finalization of the findings and recommendations 
	· WHO 

	12:30
	13:30
	· Break for lunch
	

	13:30
	15:00
	· WHO presentation of the benchmarking findings and possible impact of the draft law.
· Discussions of the findings and final recommendations.
· Assessment closing and final remarks
	· Plenary discussion
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