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	TAIEX Expert Mission on the Approximation of National Blood Safety Legislation to EU Regulations 

	

	organised in co-operation with

	National Center for Disease Control and Public Health
Ministry of Labour, Health and Social Affairs 


	18-20 June 2018
Venue:

Several venues indicated below

 

	

	Beneficiary: Georgia

	Georgia


INT MARKT IND/EXP 66143  

Organised and funded by the
Technical Assistance and Information Exchange Instrument 
of the European Commission
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	Aim of the Expert Mission:

	The aim of the expert mission is to provide technical consultation on the upgrading of blood safety in Georgia through approximation of the national blood safety legislation with the standards set forth by EU directives 2002/98/EC, 2004/33/EC, 2005/61/EC, 2005/62/EC as well as to share the information on statutory models and best practice of the organization of Blood Transfusion Service (BTS) in EU countries.


	Speakers:

	· Mr Joan R. Grífols
International Coordinator for Medical Affairs

Blood Bank and Tissues, Spain
· Ms Vanja Nikolac 
Head of Inspection Service - Service for the Blood, Tissues and Cells 
Ministry of Health, Croatia




	Day 1: Monday 18 June 2018

	Chair: TBD

	Venue: National Center for Disease Control and Public Health, 16 Kakheti Highway, 3 Alekseevka, Tbilisi 

	09:30-09:45
	Opening

Ministry of Labour, Health and Social Affairs of Georgia

National Center for Disease Control and Public Health

EU experts

	1. Introductory Presentations

	09:45-10:00
	Georgia’s obligations under Association Agreement

Speaker: Mr / Ms First name Family name, Ministry of Labour, Health and Social Affairs of Georgia

	10:00-10:20
	Overview of the Georgia’s blood transfusion service: country profile, current BTS status, national regulations and challenges 
Speaker: Mr / Ms First name Family name, National Center for Disease Control and Public Health

	10:20-10:45
	Questions and discussions on the topics presented

	10:45-11:00
	Coffee break

	
	2. EU legislation - Georgia’s Commitments 

	11:00-12:30
	Setting standards of quality and safety for the collection, testing, processing, storage and distribution of human blood and blood components 

Directive 2002/98/EC 

Directive 2001/83/EC

Speaker: Ms Vanja Nikolac & Mr Joan R Grífols

	12:30-12:45
	Technical requirements for blood and blood components

Directive 2004/33/EC

Speaker: Mr Joan R Grífols

	12:45:13:00
	Traceability requirements and notification of serious adverse reactions and events

Directive 2005/61/EC

Speaker: Ms Vanja Nikolac

	13:00-13:15
	Community standards and specifications relating to a quality system for blood establishments

Directive 2005/62/EC

Speaker: Ms Vanja Nikolac

	13:15-14:00
	Questions and discussions on the topics presented

	14:15:00
	Lunch break

	
	3. EU Best Practice

	15:00-15:45
	Statutory models and organization of BTS in EU countries:
1. model of BE network

2. model of CA/inspection body
Speaker: Ms Vanja Nikolac & Mr Joan R Grífols

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

	16:15-16:30
	Establishing External Quality Assessment Programmes for Screening of Donated Blood for Transfusion-Transmissible Infections-best practice

Speaker: Mr Joan R Grifols

	16:30-17:00
	Discussions and summary of Day 1

	XX:XX
	End of day 1


	Day 2: Tuesday 19 June 2018

	09:00-12:00
	Visits in two blood banks in Tbilisi

	12:00-13:00
	Lunch and transportation

	13:00-14:00
	Visit in blood bank in Rustavi

	14:00-15:00
	Transportation and break

	15:00-17:00
	Discussion with the blood safety working group members

End of day 2


	Day 3
: Wednesday 20 June 2018

	Chair: TBD

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

	Recommendations in the light of EU law

	10:00-11:15

	Interactive discussions:

· Possible blood network models (from profit-based management of blood establishments to non-profit legal status)

· Improving promotion of blood donation (Transition from paid donation practice to a voluntary, non-remunerated donation system)
· Recommended standards and requirements for licensing 
of blood establishments in Georgia
Moderators: Ms Vanja Nikolac & Mr Joan R Grífols

	11:15-11:30
	Coffee break

	11:30-12:00
	Interactive discussions: 

Continuation of the session

	12:00-13:00
	Summary


More information on TAIEX:

near-taiex@ec.europa.eu
http://ec.europa.eu/taiex
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http://ec.europa.eu/taiex/experts
@eu_near #EUTaiex 

http://www.facebook.com/EUNEAR


�This is medicinal products directive – blood and blood components do not fall under this. 


Maybe some clarification from beneficiaries is needed here: is it something about industrial plasma?


�We suggest to turn this complete day into interactive discussion exploring different models, instead of “ex cathedra” presentation. Proposed topics should be followed but the means of work should be more like workshop.


Experts can prepare  simple outlines for few scenarios per topic and discuss them with the audience.





�This topic should be clarify with beneficiaries: Does it mean standards according to which BE should be licenced or standards according which licencing body should be performing licencing?








