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	Aim of the Expert Mission:

	The aim expert mission is to approximate national legislation on organ transplantation with the respective EU Directives under the Association Agreement between the European Union and Georgia. Under the Association Agreement, Georgia has the obligation to bring the national legislation into compliance with the following EU Directives: Directive 2004/23/EC, Commission Directive 2006/17/EC, Commission Directive 2006/86/EC, Directive 2010/53/EU. 
As regards the regulatory framework in the field of  organ transplantation,  the  “The Law of Georgia  on Transplantation of  Human Organs “ was adopted in 2000, the same year the subordinate legal acts were approved.
It is noteworthy  that  transplantation services have  developed  since 2000, however, important  changes in the  legal operating in the field  acts (including requirements for donation, testing, processing, conservation, storage and distribution of  human tissues and cells,  rules on traceability,  undesirable reactions  and   the standards for the quality and safety of  the organs)  have not been made. The exception is the  charter  of  the Transplantation Council, updated   in 2017 and the  revision of the "Rules on   Human Organ  Export and Import “ in 2016. Consequently,  upgrading of  the   legal base  on  the organ transplantation is very urgent,   furthermore,   Georgia-EU Association Agreement  envisages the implementation of  the  current EU  directives under Association Agreement on organ transplantation, by 2019. 

The existing regulatory environment should be assessed in terms of compatibility with the European Directives and to prepare the plan to ensure compliance with the legislation.






	Speakers:

	· Expert
Position
Institution, Country
· Expert
Position
Institution, Country
· Ms Maia Lagvilava 
Deputy Minister of Labour, Health and Social Affairs of Georgia
· Ms Marina Darakhvelidze
Head of Healthcare Department 
Ministry of Labour, Health and Social Affairs of Georgia
· Ms Natia Nogaideli
Head of Regulation Division, Healthcare Department 
Ministry of Labour, Health and Social Affairs of Georgia
· Shorena Okropiridze
Head of Division, Legal Department 
Ministry of Labour, Health and Social Affairs of Georgia
· Gia Tomadze
Head of Georgian Association of Transplatologists, professor  
· Archil Chkhotua
General secretary of Urological Association, Professor
· Levan Gogichaishvili 
President of Georgian Society for Visceral Surgeons. Head of Hepato-pancreato-biliary and Surgical Oncology Department. Saint John The Merciful Private Clinic.
· Koba Shanava
Ltd Aversi Clinic - Head of the Hepato-Pancreatic-Biliary Surgery and Transplantology Department
· Gocha Shatirishvili 
Medical Director of the umbilical cord - ‘Geocord’
· Gocha Ingorokva
             Georgian Neurosurgeons Association, Head of Association
· Nino Karanadze
            Tbilisi State Medical University, Assistant Professor 
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Day 1: Monday 17 September 2018

	Chair: Ms Marina Darakhvelidze, Head of Healthcare Department 
Ministry of Labour, Health and Social Affairs of Georgia

	Venue: Ministry of Labour, Health and Social Affairs of Georgia
Tbilisi, 144, Ak. Tsereteli ave

	09.00:09.30
	Registration of participants 

	09:30-09:45
	Opening
Ms Maia Lagvilava - Deputy Minister of Labour, Health and Social Affairs of Georgia
Mr Zaza Bokhua – First Deputy Minister of Labour, Health and Social Affairs of Georgia

	1. Introductory Presentations

	09:45-10:05
	Georgia’s obligations under Association Agreement
Speaker: Ms Maia Lagvilava, Deputy Minister of Labour, Health and Social Affairs of Georgia

	10:05-10:25
	Overview of the Georgia’s transplantation service: country profile, current OT status, national regulations and challenges 
Speaker: Ms Marina Darakhvelidze, Head of Healthcare Department 
Ministry of Labour, Health and Social Affairs of Georgia

	10:25-10:45
	Questions and discussions on the topics presented

	10:45-11:00
	Coffee break

	2. Current situation

	11:00-11:30
	“General overview of organ transplantation in Georgia: history, statistics, 
 problems”
Speaker: Mr Gia Tomadze
Head of Georgian Association of Transplatologists, professor  

	11:30-12:00
	Renal transplant services in Georgia, major problems and challenges
Speaker: Mr Archil Chkhotua, General secretary of Urological Association, Professor

	12:00-12:30
	Liver transplant service in Georgia, major problems and challenges
Speakers: 
Mr Koba Shanava, 
Ltd Aversi Clinic - Head of the Hepato-Pancreatic-Biliary Surgery and Transplantology Department;
Mr Levan Gogichaishvili 
JSC EVEX Medical Corporation, Head of the Hepatitis Biliary Surgery Department of the Personalized Medicine Institute

	12:30-13:00
	Questions and discussions on the topics presented

	13:00-14:00
	Lunch

	
	3. Current situation

	14:00-14:30
	Corneal transplant service in Georgia, major problems and challenges
Speaker: Ms Nino Karanadze
Tbilisi State Medical University, Assistant Professor

	14:30-15:00
	Protometrocyte transplant service in Georgia, major problems and challenges
Speaker: Mr Gocha Shatirishvili
Medical Director of the umbilical cord - ‘Geocord’

	15:00-15:15
	Coffee break

	15:15-15:45
	Development of bone marrow transplant services in Georgia, problems and challenges
Speaker: Mr Gocha Ingorokva
Georgian Neurosurgeons Association, Head of Association

	15:45-16:15
	Questions and discussions on the topics presented

	16:15-16:30
	summary of Day 1
End of day 1




	


Day 2: Tuesday 18 September 2018

	Chair: Gia Tomadze
Head of Georgian Association of Transplatologists, professor  

	Venue: Ministry of Labour, Health and Social Affairs of Georgia
Tbilisi, 144, Ak. Tsereteli ave

	
	Please be reminded to sign the attendance list

	09:30-10:00
	Transplantation service delivery models in the EU Countries
Speaker: expert

	10:00-10:30
	Cadaveric donation, major problems and regulation aspects
Speaker: expert

	10:30-11:00
	Questions and discussions on the topics presented

	11:00-11:15
	Coffee break

	11:15-12:00
	Georgian law about organ transplantation and European legislation.  Georgia and 2015 European Convention about organ trafficking” 
Speaker: Mr Gia Tomadze
Head of Georgian Association of Transplatologists, professor  

	12:00-12.45
	 Questions and discussions on the topics presented

	12:45-13:45
	Lunch

	13:45-15:30
	Visit the Institute of Urology

	15:30-16:45
	Visit the High Technology Medical Center

	16:45-17:00
	End of day 2



	


Day 3: Wednesday 19 September 2018

	Ms Natia Nogaideli
Head of Regulation Division, Healthcare Department 
Ministry of Labour, Health and Social Affairs of Georgia

	Venue: Ministry of Labour, Health and Social Affairs of Georgia
Tbilisi, 144, Ak. Tsereteli ave

	
	Please be reminded to sign the attendance list

	
	1. EU legislation – Georgia’s Commitments

	09:30-10:00
	Directive 2004/23/EC
Speaker: expert

	10:00-10:30
	Commission Directive 2006/17/EC 
Speaker: expert

	10:30-11:00
	Questions and discussions on the topics presented

	11:00-11:15
	Coffee break

	11:15-11:45
	Commission Directive 2006/86/EC
Speaker: expert

	11:45-12:15
	Directive 2010/53/EU

	12:15-12:45
	Questions and discussions on the topics presented

	12:45-13:45
	Lunch

	
	Please be reminded to sign the attendance list

	13:45-15:45
	Visit to the Ophthalmological Service Provider Clinic (Evex)

	15:45-16:45
	Visit the - ‘Geocord’

	16:45:17:00
	End of day 3




	

Day 4: Thursday 20 September 2018

	Chair:	Shorena Okropiridze
Head of Division, Legal Department 
Ministry of Labour, Health and Social Affairs of Georgia

	Venue: Ministry of Labour, Health and Social Affairs of Georgia
Tbilisi, 144, Ak. Tsereteli ave

	
	Please be reminded to sign the attendance list

	09:30-10:00
	Evaluation of the Law of Georgia on Organ Transplantation with regard to the European directives
Speaker: Ms Shorena Okropiridze
Head of Division, Legal Department

	10:00-10.30
	Assessment of normative acts in the field of organ transplantation with regard to the European directives
Speaker: Ms Natia Nogaideli, Head of Regulation Division, Healthcare Department 

	10:30-11:00
	Council of Europe Convention of 2015 on organ trafficking and Georgia
Speaker: Mr Gia Tomadze
Head of Georgian Association of Transplatologists, professor  

	11:00-11.15
	Coffee break

	11:15-11.45
	Questions and discussions on the topics presented

	
	

	11:45-13:00
	Interactive discussions:
· Development prospects of cadaveric donation;	 
· Recommended standards and requirements for medical facilities;
· Quality assurance methods
Moderators: 

	13:00-14:00
	Lunch

	
	Please be reminded to sign the attendance list

	14:00-15:30
	Interactive discussions:
Subject
Moderators:

	15:30-15:45
	Coffee break

	15:45-16:15
	Expert opinions regarding the activities to be implemented in Georgia
Speaker: expert

	16:15-16:45
	Questions and discussions on the topics presented

	16:45:17:00
	End of day 4







	

Day 5: Friday 21 September 2018

	[bookmark: _GoBack]Chair: 	Ms Natia Nogaideli
Head of Regulation Division, Healthcare Department
Ministry of Labour, Health and Social Affairs of Georgia

	Venue: Venue: Ministry of Labour, Health and Social Affairs of Georgia
Tbilisi, 144, Ak. Tsereteli ave

	
	Please be reminded to sign the attendance list

	09:30-11:00
	Preparation of the action plan 

	11:00-11:15
	Coffee break

	11:15-12.45
	Interactive discussion: 
Consideration of the plan 

	12:45-13:45
	Lunch

	
	Please be reminded to sign the attendance list

	13:45-15:00
	Interactive discussions: 
Planning for further action

	15:00-15:15
	Coffee break

	15:15-15:30
	Summary and closing



















More information on TAIEX:



near-taiex@ec.europa.eu
http://ec.europa.eu/taiex
http://ec.europa.eu/taiex/experts
@eu_near #EUTaiex 
http://www.facebook.com/EUNEAR
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