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The Interim Quarterly Report for the project comprises the following parts:

Section 0	Executive summary listing decisions needed to be taken by the Project Steering Committee
Section 1	Basic data on the project 
Section 2	Content: progress achieved in the implementation of the Twinning project during the reporting period and schedule for the remaining period
Section 3	Expenditure: actual expenditure in relation to budgeted expenditure



	List of Acronyms Used


	BA
	Beneficiary Administration

	BC 
	Beneficiary Country

	BC PL
	Beneficiary Country Project Leader

	CA 
	Contracting Authority

	EU 
	European Union

	EUD 
	Delegation of the European Union

	IQR
	Interim Quarterly Report

	JPL 
	Junior Project Leader

	LT 
	Lithuania

	MS 
	Member State

	NCDC&PH
	National Center for Disease Control and Public Health

	NL
	Netherlands

	PL 
	Project Leader

	PSC 
	Project Steering Committee

	PSCM
	Project Steering Committee meeting

	RTA
	Resident Twinning Advisor

	RTA-C
	Resident Twinning Advisor Counterpart

	STE
	Short-Term Expert




Section 0: Executive summary

The overall objective of the EU Twinning Project "Strengthening Blood Safety System in Georgia" is to support public health policies and programmes to prevent the spread of communicable diseases, through promoting the safety of substance of human origin and ensuring the highest possible quality level of blood transfusion service in Georgia.
The specific objectives of the Project are to upgrade national blood safety legislation in accordance with European regulations and strengthening national institutional capacities in Georgia with the aim to provide equal safety standards of blood components across the nation, assure safety of blood related services and prevent the spread of blood borne infections by blood transfusion.

The project consists of the following four components:
· Component 1: Approximation of Georgian primary and secondary legislation with the Union acquis on blood safety performed
· Component 2: A well-organized, nationally coordinated blood transfusion system established and functioning in accordance with the provisions of the Association Agreement
· Component 3: Blood transfusion services based on voluntary blood donation are able to ensure safe, adequate and sustainable blood supplies.
· Component 4: Capacity of relevant state authorities and other key stakeholders strengthened to ensure safety and quality of blood transfusion service.

During the reporting period, there was a personnel change in the project and key figures left their positions.
RTA Counterpart Ms. Eteri Kipiani, Head of Programs Administration Division, State Programs Department at the National Center for Disease Control and Public Health resigned on May 7, 2020 on the basis of a personal statement.
Ms. Babilina Turkia was presented as the replacement of RTA Counterpart (Side Letter 2 issued on 12.06.2020).
Later, on 15th May 2020 the Lithuanian Project Leader Ms. Edita Vilutyte officially left her position of a Vice Director of the National Blood Center of Lithuania. Under Lithuanian law, the Ethics Council shall be convened to approve the candidacy of the new project leader. The new PL is officially appointed by the Health Ministry of the country. The above procedures took about a month. A new temporary Project Leader Mr. Daumantas Gutauskas was appointed by the Declaration of the Minister of Health of the Republic of Lithuania on June 12, 2020.
Due to coronavirus pandemic, the State of emergency declared in the country, entailing a night curfew, suspension of public transport and a ban of gathering of more than three people, which lasted about two months, along with personnel changes and the lengthy procedure established in the MS country to appoint PL significantly affected the project implementation process.
Side Letter no.2 was submitted to the EUD to give permission to conduct several activities envisaged by the project in the teleconference mode. The Work Plan was updated and the budget items were reallocated according to the Side Letter no.2.

The following decisions need to be taken at the upcoming SCM2 in July 2020:
· Adoption of the SCM2 agenda; 
· Adoption of IQR1;
· Adoption of IQR2;
· Adoption of the Rolling Work plan for project implementation, months 7-01 (Q2 and Q3);
· Any other business.


Section 1: Project data


	Twinning Grant Contract Number

	 ENI/2019/411-554

	Project Title:
	Strengthening Blood Safety System in Georgia


	Twinning Partners 
(Member States and Beneficiary)
	Lead partner – National Blood Center (NBC; LT)

Junior partner – Sanquin Blood Supply (SBS; NL) 

Beneficiary administration – National Center of Disease Control and Public Health (NCDC&PH; GE)


	Report Number:
	2

	Period covered by the report:

	15 April 2020 – 14 July 2020


	Duration of the project:
	21 months

	Reported by:
	Daumatas Gutauskas, MS PL
Amiran Gamkrelidze , BC PL
Algirdas Griskevicius, RTA
Babilina Turkia, RTA-C









Section 2: Content

This section describes the activities of the project. It is divided in five following sections:

2A – BACKGROUND
2B – ACHIEVEMENT OF MANDATORY RESULTS/OUTPUTS
2C – ACTIVITIES IN THE REPORTING PERIOD
2D – TIMING AND DELAYS
2E – ASSESSMENT


2A - BACKGROUND
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	Overall Objective and indicators of achievement (as in Log frame)

	State of achievement/ problems encountered

	Support public health policies and programmes to prevent the spread of communicable diseases, through promoting the safety of substances of human origin and ensuring the highest possible quality level of blood transfusion service in Georgia


	· Prevalence of blood borne infections (HIV, HCV indicative) reduced in general population

	Related activities yet to start
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Specific Objectives	
	Specific Objectives and indicators of achievement (as in Log frame)

	State of achievement/ problems encountered

	Upgrade national blood safety legislation in accordance with European regulations and strengthening national institutional capacities in Georgia with the aim to provide equal safety standards of blood components across the nation, assure safety of blood related services and prevent the spread of blood borne infections by blood transfusion

	· Level of compliance of blood establishments with the EU directive 2002/98/EC in terms of collecting, testing, processing, storing and distributing of blood components 
· Level of compliance of blood establishments with EU Directive 2004/33/EC in terms of producing blood components 
· Level of compliance of blood establishments` quality systems with EU Directive 2005/62/EC 
· Level of compliance of blood establishments` hemovigilance system for donor and patient adverse events with EU directive 2005/61/EC

	Legal acts and draft laws in project components 1 and 2 were translated during Q1. Review of draft Law on Quality and Safety of Blood and Blood Components and concomitant law package was conducted. The activity was held in teleconference mode. Amendments to the Georgian draft law were developed by STEs with regard to the following aspects.




Policy and Sector Developments

To improve quality and safety of blood and blood components, a number of activities are ongoing in the country, in particular: 

· Testing of donor blood for transfusion transmissible infections (TTI), such as hepatitis B and C, HIV, and syphilis, is performed on 100% of blood donations within the framework of the State Safe Blood Program.
· With support of the Global Fund, two nucleic acid testing (ID-NAT) systems were purchased (Procleix Panther System, Grifols), which will substantially improve the safety of blood components by reducing the “Window Period” for TTI detection.
· All blood banks enrolled in the state program participate in professional testing (PT) schemes which are implemented under agreements signed with reference laboratories with international accreditations (ESfEQA, RADNDOX/RIQAS). In addition, from December 2019, an external quality control pilot program was launched at the Lugar Center, which implies that blood banks will conduct control tests of professional panels prepared by the Lugar Center. 
· By the end of 2019, a NAT laboratory has been put into operation at the Lugar Center.
· Since January 2020, a pilot of nucleic acid testing (NAT) of blood donations has been introduced at Lugar Center with current enrolment of 10 blood banks operating in Tbilisi. Countrywide scaling up of the pilot is planned by the end of 2020.
· An active communication campaign is underway to popularize non-remunerated, voluntary blood donorship.
The main policy changes are related to the draft law on quality and safety of blood and blood component, which will form the regulatory framework on blood safety for the blood transfusion service. 

Project Assumptions

· The state of achievements is affected by the current coronavirus situation and the change of key figures of the project. Through joint efforts and proactive cooperation of the BC Administration, the RTA team and MS experts the activities have been planned and implemented in teleconference mode;
· Full openness and support from the NCDC&PH have been given to the project in Q2 of its implementation;
· Additional financial resources to be allocated to ensure fulfillment of technical, functional and logistical issues; 
· The Twinning partners demonstrate mutual respect and understanding.


2B - ACHIEVEMENT OF MANDATORY RESULTS/OUTPUTS
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	Results and indicators of achievement 
(as in Log frame)

	State of achievement/ problems encountered

	RESULT 1- Approximation of Georgian primary and secondary legislation with the Union acquis on blood safety (Annex XXXI) performed

	Status of normative acts approximating Georgian primary and secondary legislation with the Union acquis on blood safety
	Activity 1.1.1. 

Implemented

	RESULT 4 – Capacity of relevant state authorities and other key stakeholders strengthened to ensure safety and quality of blood transfusion service.

	Number of NCA personnel capable to perform blood bank inspections in accordance with EU standards 
Number of TTI testing laboratory specialists capable to perform NAT testing
Number of Reference Laboratory specialists capable to conduct QC, QA and QM in accordance with EU standards
Number of public health professionals at BA and relevant governmental organizations with special knowledge and well  understanding of new requirements and updated regulations in blood safety
	Activity 4.1.1

Implemented


	RESULT 2 - A well-organized, nationally coordinated blood transfusion system established and functioning in accordance with the provisions of the Association Agreement.

	Share of blood banks with non-profit legal status
Share of blood processing and blood collection centers
Share of blood donations that underwent NAT at centralized TTI testing laboratories
	Activity 2.1.1. 

Implemented

Activity 2.2.1
Not started yet.

Note: Study mission of Georgian experts to Vilnius have been initially planned in the second half of July, 2020. Agenda of the mission, as well as travel and accommodation arrangements were planned and agreed with Lithuanian side. Unfortunately, due to the recent restrictions of the Government of Georgia regarding international flights, the study mission was postponed till September 2020. 

Activity 2.2.2
Ongoing
BC and RTA office organized a translation of the questionnaire previously used by the Georgian blood banks with an aim to save time and resources for the development of the questionnaire under activity 2.2.2. Within the activity STEs will discuss a scope and specific aspects of questionnaire with Georgian working group. The STEs will perform a mission to BC as soon as flight opportunities are resumed (presumably in August).
Other activities have not been yet started


	RESULT 3 - Blood transfusion services based on voluntary blood donation are able to ensure safe, adequate and sustainable blood supplies.

	Share of blood centers that collect 100% of blood donations from voluntary non-remunerated donors
Share of unpaid voluntary donations among total number of donations
Share of repeat donors among total donor pool recruited within the year
Share of educational institutions with specific awareness raising program on blood transfusion and unpaid voluntary donations
	Activities have not been yet started




2C - ACTIVITIES IN THE REPORTING PERIOD

Note: The terms “Result” and “Component” shall mean the same.

During the reporting period 4 activities with 11 STEs and 39 working days there were implemented. 
A Rolling Work Plan was developed. The Rolling Work Plan covers the activities within the 6-month period – July – January 2021. 
With the lifting of restrictions caused by pandemic, the expected dates of the Kick-off Meeting and SC Meetings were set.

	Activity
No.
	Partner
	Expert
(N. Surname)
	Date 
from
	Date  
to
	WDs
	Per diem
	Flight

	1.1.1
	LT
	Agne Kaminskiene
	2020-06-12
	2020-06-18
	5
	0
	0

	1.1.1
	LT
	Laimute Stoniene
	2020-06-12
	2020-06-18
	5
	0
	0

	1.1.1
	NL
	Martin W.Smid
	2020-06-12
	2020-06-18
	5
	0
	0

	1.1.1
	NL
	Wim de Korte
	2020-06-12
	2020-06-18
	5
	0
	0

	1.1.1
	NL
	Olenka van Ardenne
	2020-06-12
	2020-06-18
	3.5
	0
	0

	4.1.1
	LT
	Agne Kaminskiene
	2020-06-25
	2020-06-30
	4
	0
	0

	4.1.1
	NL
	Martin W.Smid
	2020-06-25
	2020-06-30
	3
	0
	0

	2.1.1
	LT
	Agne Kaminskiene
	2020-07-13
	2020-07-17
	2
	0
	0

	2.1.1
	LT
	Laimute Stoniene
	2020-07-13
	2020-07-17
	2
	0
	0

	2.1.1
	NL
	Martin W.Smid
	2020-07-13
	2020-17-07
	2
	0
	0

	2.1.1
	NL
	Olenka van Ardenne 
	2020-07-13
	2020-07-17
	2
	0
	0




	Activity 1.1.1
	Review draft Law on Quality and Safety of Blood and Blood Components and concomitant law package 

	Method
	SL 2 was submitted and EUD gave permission to conduct the activity 1.1.1 in teleconference mode. Georgian working group with the support and consultancy of STEs learnt about Lithuanian and Dutch practice in the field of EU legislation and main blood law. STEs performed analysis of upcoming draft legislation. They discussed practical issues based on the experience of two MS countries. STEs discussed with the Georgian side a potential impact of changes to the blood safety system as introduced by the draft law in general. 
During the activity, Georgian draft Law on Quality and Safety of Blood and blood Components and the Table of Concordance was revised in detail. Additional on-line discussions in smaller groups of experts were held. In addition, Georgian experts communicated with STEs by email on particular issues regarding the draft law. 
STEs delivered reports with preliminary findings on evaluation of Georgian draft law on Quality and Safety of Blood and Blood Components. 

Benchmark:
Report of evaluation of draft law on Quality and Safety of Blood and Blood Components

	Project month
	12, 15-18 June, 2020

	MS resources
	1 mission x 4 days with 4 STE: 2 STE (LT) + 2 STE (NL); 3.5 WD with 1 STE (NL)
(23.5 working days in total)

	MS experts
	(LT): Laimute Stoniene (NBC), Agne Kaminskiene (NBC), 
(NL): W.Martin Smid (Sanquin), Wim de Kort (UA), Olenka van Ardenne (Sanquin)

	BC resources
	PL, RT counterpart, CL(4), Healthcare Policy Department of MoIDPLHSA (3), NCDC (4), State regulation agency (2),  Aids center (1), Blood banks (2), stakeholders

	Other resources
	Translations draft legal acts, interpretation by RTA language assistant



	Activity 4.1.1
	Analysis of European regulation on organizing National Competent Authorities functions.

	Method
	Within the activity the role, tasks and responsibilities of NCA as required by EU Blood Directives were discussed;

STEs presented the basic principles of inspection of organization and qualification requirements for inspectors;

The final session was held in the format of Q&A. STEs shared experience regarding the structure and functioning of NCA with the Georgian working group members.
 
STEs developed report of the workshop on analysis of European regulation on organizing NCA. They provided recommendations for implementation of mechanisms developed.

Benchmark:
Organized workshop to share experience of European countries on organizing National Competent Authorities functions. 
Report of workshop.
Recommendations for implementation.

	Project month
	25-26, 29-30 June, 2020

	MS resources
	1 mission for 4 days with 1 STE (LT); 1 mission for 3 days with 1 STE (NL)
(7 working days in total)

	MS experts
	(LT): Agne Kaminskiene (NBC)
(NL): W.Martin Smid (Sanquin)

	BC resources
	RTA counterpart, CL(1), Healthcare Policy Department of MoIDPLHSA (5), State regulation agency (4),  Social service  agency (1), NCDC (5), stakeholders

	Other resources
	Interpretation by RTA language assistant



	Activity 2.1.1
	The activity related to the establishment of the NCA as required by EU Blood Directives.

	Method
	The 1st mission of the activity was conducted in the format of roundtable discussions, which were held on the issue of establishment of the NCA as required by EU blood directives in teleconference mode. 
Working group was composed by the representatives of the State Regulation Agency for Medical Activities, NCDC and the MoIDPLHSA. They are responsible for preparing the related normative acts. 
STEs discussed the role, tasks and responsibilities of NCA in Georgia as required by the EU Blood Directives with Georgian experts.
As a result of this activity the report of the round-table discussion was developed by STEs

Benchmark:
Report of roundtable discussions on analysis of European regulation on organizing NCA;
Recommendations for establishment of NCA;
Presentations on experience of European countries on organizing NCA functions

	Project month
	13 July, 17 July, 2020

	MS resources
	First  mission for 2 days with 4 STE (2 STE (LT) + 2 STE (NL); 
 (8 working days in total)

	MS experts
	 (LT): Laimute Stoniene (NBC), Agne Kaminskiene (NBC)
(NL): W.Martin Smid (Sanquin), Wim de Kort (UA), Olenka van Ardenne (Sanquin)

	BC resources
	PL, RTA counterpart, CL(1), Healthcare Policy Department of MoIDPLHSA (2), NCDC (5), State regulation agency (2),  AIDS center (1), Blood banks (2), stakeholders

	Other resources
	Interpretation by RTA language assistant









[bookmark: _Hlk37010565]2D. TIMING AND DELAYS

	
Project imp. month
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16
	17
	18
	19
	20
	21

	year 
	2020
	2021

	Act.
	Title                                month
	january
	february
	march
	april
	may
	june
	july
	august
	september
	october
	november
	december
	january
	february
	march
	april
	may
	june
	july
	august
	september

	a.
	RTA related activities
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	a.1.
	Start of implementation
	X
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	a.2.
	Selection of RTA assistants
	X
	X
	X
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	a.3.
	Drafting Initial Work Plan
	X
	X
	X
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	a.4.
	Drafting Rolling Work Plan
	 
	 
	 
	
	 
	 X
	
	 
	X
	
	 
	 
	X
	 
	 
	X
	 
	 
	X
	 
	X

	a.5.
	Drafting Quarterly report
	 
	 
	 
	X
	 
	  X
	  X
	 
	 
	X
	 
	 
	X
	 
	 
	X
	 
	 
	X
	 
	X

	0.
	Project management
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	0.1.
	Kick of meeting
	 
	 
	
	
	 
	 
	 
	 
	X 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	0.2.
	Final meeting
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	X

	0.3.
	Steering Committee
	 
	 
	X 
	
	
	 
	X
	 
	 
	X
	 
	 
	X
	 
	 
	X
	 
	 
	X
	 
	X

	1.
	COMP 1: Approximation of Georgian primary and secondary legislation with the Union acquis on blood safety (Annex XXXI) performed


	1.1
	Act. 1.1. - National regulatory framework in blood safety revised and upgraded in accordance with Union acquis on blood safety 

	1.1.1.
	Review draft Law on Quality and Safety of Blood and Blood Components and concomitant law package
	
	
	
	
	
	X
	
	
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	1.1.2
	Translation of the recommendations and
guidelines applied to blood collection and
supply centers and public health facilities
developed for the use in coronavirus emergency
situations
	
	
	
	X
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	1.1.3
	Translation of the General and Basic requirements for Blood establishments quality system of Lithuania and assistance of STEs in the process of development of draft Georgian standards
	
	
	
	
	
	
	
	X 
	X 
	X 
	
	
	
	
	
	
	
	
	
	
	

	2.
	COMP 2: A well-organized, nationally coordinated blood transfusion system established and functioning in accordance with the provisions of the Association Agreement

	2.1.
	National Competent Authority established and fully functional to take the role, tasks and resposibilities required by EU Blood Directives

	2.1.1.
	The activity related to the establishment of the NCA as required by EU Blood Directives.
	 
	
	
	
	
	
	X
	X
	X
	X
	
	
	
	
	
	
	
	
	
	 
	 

	2.2.
	Assesment of blood banks performed

	2.2.1.
	Study visit to MS to get acquainted with the European model of Blood Transfusion Systems
	 
	
	
	
	
	
	X
	X
	X
	X
	
	
	
	
	
	
	
	
	
	 
	 

	2.2.2.
	Assessment of blood banks in Georgia
	
	
	
	
	
	
	
	X
	X
	X
	X
	
	
	
	
	
	
	
	
	
	

	2.3.
	Reorganisation of blood transfusion service (BTS) provided

	2.3.1
	Drafting an Institutional Reform Plan for Blood Safety System in Georgia
	
	
	
	
	
	
	
	
	
	X
	X
	X
	
	
	
	
	
	
	
	
	

	2.3.2
	Upgrade licensing requirements for blood establishments
	
	
	
	
	
	
	
	
	
	
	X
	X
	
	
	
	
	
	
	
	
	

	2.4.
	Transition to the mandatory non-profit organisational form for blood establishments initiated

	2.4.1.
	Develop proposals including recommendations for transition to the mandatory non-profit organizational form for blood establishments regarding EU regulations
	
	
	
	
	
	
	X
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	2.5.
	Centralised TTI testing laboratory(s) established

	2.5.1.
	Develop standards for centralized testing laboratory (including serological and molecular (NAT) testing
	
	
	
	
	
	
	
	
	
	
	X
	X
	
	
	
	
	
	
	
	
	

	2.6.
	National reference laboratory established

	2.6.1
	Roundtable on the need of National Reference Laboratory and its functions
	
	
	
	
	
	
	
	
	X
	X
	
	
	
	
	
	
	
	
	
	
	

	2.7.
	Nucleic Acid testing for blood screening for human immunodeficiency virus (HIV), hepatitis B virus (HBV) and  hepatitis C virus (HCV) introduced at centralized testing laboratory(ies)

	2.7.1.
	The evaluation of pilot NAT blood screening testing in Lugar center
	
	
	
	
	
	
	
	
	
	
	X
	X
	
	
	
	
	
	
	
	
	

	2.9.
	Unified Electronic Donor Database upgraded

	2.9.1
	Evaluation of databases related to donors in Georgia and legal framework
	
	
	
	
	
	
	
	X
	X
	
	
	
	
	
	
	
	
	
	
	
	

	3.
	COMP 3: Blood transfussion services based on voluntary blood donation are able to ensure safe, adequate and sustainable blood supplies.

	3.1.
	Awareness of general population and specific target groups on blood transfusion increased

	3.1.1.
	Sharing experience of Lithuania and the Netherlands on enhancing voluntary, non-remunerated donations
	
	
	
	
	
	
	
	
	X
	X
	
	
	
	
	
	
	
	
	
	
	

	4.
	COMP 4: Capacity of relevant state authorities and other key stakeholders strengthened to ensure safety and quality of blood transfusion service

	4.1.
	Capacities of the National Competent Authority and Beneficiary Administration strengthened

	4.1.1.
	Analysis of European regulation on organizing functions of the National Competent Authorities.
	
	
	
	
	
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	4.2.
	Capacities of the centralized laboratory and healthcare institutions (blood establishments, hospitals) strengthened

	4.2.1.
	Analysis of European practical experience in centralized laboratory and healthcare institutions (blood establishments, hospitals)
	
	
	
	
	
	
	
	
	
	
	X
	X
	
	
	
	
	
	
	
	
	



	X
	Activity/action Planned

	X
	Activity/action Performed

	
	Activity/action Delayed by more than three months





2E. ASSESSMENT 

Overall Assessment of progress

The progress made is in line with the given time frame in conditions of Coronavirus restrictions. Frequent changes in the calendar of activities are made in order to adjust the project timeline with current decisions of the governments of BC and MS. The cooperation with the beneficiary is efficient and discussions are constructive, thus the benchmarks are expected to be met as stated in the contract. The RTA and the Twinning team received valuable support and information from the officials of the BC Institution. 


Other Issues 

In consequence of Coronavirus pandemic worldwide, the Georgian Government and the respective EU Member States declared the State of Emergency and put in place the restrictive measures. At the international level all air movement was suspended, while inside the country the nationwide lockdown and partial curfew was announced. This has had a direct impact on project performance. Some activities envisaged in the project have been postponed for certain period of time. Due to the restrictions announced in the country, the RTA and project assistants were allowed to proceed with the Twinning activities in remote mode until the restrictions mentioned above would be lifted.


Section 3: Expenditures


	See attached financial report
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