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	EXPERT REPORT
Event Title: taiex expert mission on the approximation of national blood safety legislation to eu regulations
ID: 66143
Date: 18th-20TH JUNE 2018
Place: Tblisi


Please fill in this report in detail and return it electronically to nais.habermacher@ec.europa.eu within two weeks of the completion of your mission. For reasons of coherence, teams of experts are invited to draft joint reports. 
REPORT
1) Please describe the overall aim of your 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. The mission will include discussions on transition from paid donation practice to a voluntary, non-remunerated donation system and provide recommendations on blood establishment (BE) licensing, as well as quality management, quality assurance, and quality improvement requirements.


2) State of play – analysis (indicative length: 1 page)
Please list key issues and developments in the area covered by your mission, e.g. legislation, policies, statistics, resources and infrastructure available, best practices and shortcomings which explain the current and the future need for assistance. This section is particularly important for defining our future activities as well as for the European Commission and the EU Delegation. 
	Main demographic and economic indicators for Georgia
Population: 3 719 300
Life expectancy at birth: 72.7
GDP per capita (at current prices), (2016): 3852 USD
Government expenditure on health as % of GDP: 3% 
General Government expenditure on health per capita: 116 USD
Regulation in the Blood field
Legislation covering the field of blood exists in Georgia. It is a complex set of different legally binding documents overarched by “Law On Donation of Blood and Blood Components”(from 1995, amended 2004 and 2006):
· Law On Donation of Blood and Blood Components
· Resolution Of  the  Government of Georgia №385 approving Provisions on the Rules and Terms of  Issue of a Medical   Practice  License and an In-patient Facility Permit  
· Decree of the Minister №14/N  on Approval of Rules for the Preparation, Reservation and Usage of blood and blood components (14.01.2002)
· Decree of the Minister №241/N on Determining of Blood and Blood Components Donation Contraindications (05.12.2000)
· Resolution of the Government of Georgia № 74 approving Technical Regulations - Obligatory Norms for Functioning Blood Transfusion Centers (15.01.2014)
· Resolution of the Government of Georgia №539 on Approval of Technical Regulations for Blood Establishments (05.09.2014)
· Decree of The Minister №110/N on Transfusion Centers further development (14.03.2001)
Legislation allows voluntary, unpaid, non-remunerated donation as well as family, replacement and remunerated donations.

Serological testing is required by national regulations, but sensitivity of tests is not a requirement, so that rapid tests are in use. 
Although procedure for licensing of blood establishments exists, system is complicated, specifically for suspension or revocation of license. Requirements for obtaining the license are basic and not targeting the specific topics of transfusion service. They covers only issues of personal hygiene and cleaning of the premises, medical waste management, general disinfection and sterilization, storage of the blood and blood components, water and electricity supply, medical records and qualification of the medical staff.
There is no competent authority for blood fulfilling the functionalities according to the EU Directives, particularly inspection and haemovigilance (SARE management) role. 
No inspection and control measures are carried out routinely.

No algorithms for TTI testing are in place.
There are no updated national guides on quality and safety of blood components.
Donation
Only 28% of total donations come from non-remunerated voluntary unpaid donors.

Donors deferral criteria are set by the Minister’s decree, but no common Donor Questionnaire exists. 
KAP survey on the voluntary donor motivation factors has been conducted.
Organisation 
There are 22 blood establishments that are licensed for collection of blood and production of blood components. Each BE is autonomous, there is no functional network for management of  blood supply.

86% of them are for-profit organizations.
17 blood establishments out of them participate in the State Safe Blood Program.

Quality System
Since 2005 common national IT system - an Electronic Donor Database is in use. It contains information on donors-demographic and testing records and allocates the unique ID number to the donor. System does not allocate the unique number to the each donation.
During the mission 4 blood establishments were visited:

· City Station of Blood Transfusion, Ltd , Tbilisi,

· Institute of Hematology and Blood Transfusion, Ltd, Tbilisi

· Kvemo Kartli Regional Blood Bank Station, Ltd., Rustavi
· Blood Bank and Clinical Transfusion Department of High Technology Medical Center, University Clinic, Ltd.,  Tbilisi.
Neither visited establishment has quality system applicable to their activities implemented. Except in the  Kvemo Kartli Regional Blood Bank Station, no control of sterility of the components is performed.
Since 1997 under the State Safe Blood Program 15 blood establishments are provided with resources for
· Screening of blood donors for Hepatitis B and C, HIV by means of EIA method and Syphilis (using TPHA method) as well as blood group and rhesus determination
· Confirmatory testing for HIV (AIDS Center) and Hepatitis C (Lugar Center)
· Provision of external quality control by Lugar Center of NCDC with voluntary participation of all blood banks.
 From 2018 hepatitis C screening-positive samples confirmatory tested at the Lugar Center for Core-Ag. 
Unpaid donation and NAT testing is mandatory for blood donors with high behavioral risk (MSM, persons with unprotected sexual contacts or multiple partners). 
Most of the blood is processed by outdated techniques due to lack of equipment, poor condition of the premises or unfavourable organisational aspects (e.g. platelets  processed from PRP, extraction done manually, low number of filtered components, no irradiated components…)



3) Recommendations (indicative length: 1 page)
Please list i) your main conclusions; ii) your recommendations (legal/institutional/operational dimensions) and iii) if applicable possible areas for further TAIEX assistance. 
	i) Main conclusions
a. Ratio of non paid to paid blood donations of 30:70 can not guarantee desired level of safety of the blood components.
b. Situation where majority of blood establishments are running on pro-profit base causes risks for decreased quality and safety of the blood components. 

c. There is no Competent Authority performing tasks of authorization and surveillance of blood establishments creates environment, inspections are not performed regularly.

d.  There is significant level of incompatibility of National legislation with EU Blood Directives; highlighting here requirements for voluntary unpaid donation, donor testing, quality system for blood establishments, inspection.
e. There is no functional national transfusion network allowing sustainable and self-sufficient blood supply.

f. No quality system relevant for blood components processing is implemented in blood establishments to assure quality and safe blood, particularly meaning SOPs, equipment qualification, processes validation.
g. There is no system for allocation of unique donation number.
h. Premises and equipment are seriously outdated resulting in a processing of obsolete or low quality components. Majority of the processes observed are performed manually.
i. There are dramatic differences between the condition of the BEs visited. Neither fully complies with the contemporary standards, but some are in a so poor condition, not meeting even the minimal requirements.
ii) Recommendations

a. We underline the priority of shifting the actual situation of 70% paid blood donation to a 100% voluntary blood donation within the shortest time period possible.
To achieve that goal strong commitment of health authorities is of crucial importance. National Blood Policy needs to be developed together with the program and plan of intensive promotion of VUD covering simultaneously the whole country. In the designing of the promotional campaigns, to reach the targeted group and achieve the best results PR professionals should be engaged. Sufficient financial and human resources should be allocated for that purpose. All professional working in transfusion should be involved, as well as all relevant and appropriate NGOs.
b. Human blood is a precious resource, especially given within altruistic, voluntary donation act,  that should be managed by a public entity in order to guarantee to the entire population, through a network of transfusion services, timely access to the blood components of the same safety and quality. 
Transfusion services should be organized and managed on the principles of voluntary, solidary and repetitive blood donation, processing of safe and quality blood products, proper use of blood, hemovigilance and transfusion safety.

c. It is strongly recommended to establish as soon as possible National Competent Authority for blood, fully functional to take the role, tasks and responsibilities required in EU Blood Directives. NCA should be constituted as new public/state body or specialised unit within the existing larger body, empowered to perform it’s duties,  with sufficient number of qualified and competent personnel and implemented quality system appropriate for the tasks it performs.
Training plan for the inspectors should be developed and inspectors trained in conducting inspection of BE, collection of evidences, identification and classification of nonconformities, writing reports, imposing corrective measures and all other relevant aspects of inspection.
NCA should design inspection programme and start on-site inspections in a shortest possible time.

d. Actual Georgia legislation should be minutely reviewed and revised to represent correct transposition of EU Directives’ requirements. 
e. Improvements of existing national IT system should be done, especially in terms of allocation of traceability (unique donation ID number), proper blood component labeling, automatically transmission of  test results from the serology and immunohemathologic lab.
Already existing information on the donors in the IT should be kept and maintained for the purpose of the traceablity and haemovigilance but also as a core of the future only voluntary non-paid donors pool. 

f. Having in mind size of population and country it is recommended for Transfusion service to be centralised. Activities of blood testing and processing, and distribution of blood components should be performed in maximum 2 BEs - one in Tbilisi and another in western part of the country. Collection sites should be numerous and spread over the country, either as mobile or fixed sites for the reasons of accessibility. Centralisation will have positive effects on, at minimum, uniformity of the components’ quality, increase of quality, lower cost of service, decrease of need for competent personnel.
Prior to development of the reorganization plan due diligence of the existing BEs should be performed assessing all aspects: personnel, premises, equipment and QS.

In reorganization of the service care should be taken on the requirements for the competences of the personnel-especially responsible person of the BE shall be medical professional, expert in transfusion medicine.

The other most prominent aspect that should be taken into account is the fact that automatisation of the processes is current golden standard in transfusion medicine, preventing different types of errors. Particularly processes such as TTI testing and immunohaematology testing should not be performed manual as they are in observed BEs. Centralisation will enable that improvement also.
g. Technical level of the transfusion professionals should be increased. 
In that aim access to international guidelines or publications should be assured. Initial efforts should be done in terms of organising the translation into Georgian language of most relevant of them. 
Training needs should be assessed and training plan developed including initial and continuous training. Practical training should be performed particularly in the processing, testing, haemovigilance and QC aspects.
Structured view of the recommendations is presented graphically in fishbone diagram as follows:


[image: image1]
iii) possible areas for further TAIEX assistance
We recommend following areas to be targeted by TAIEX event:
iii) Establishment of competent authority for blood

-study visits to explore different organizational models and functions of CA 

iii) Organisation of the Transfusion Service 
- study visits to explore different organizations of functional Transfusion Service assuring full self-sufficiency through VUD of quality and safe blood components
iii) Strategies and tools for the implementation of a voluntary blood donation

-workshop supporting preparation of development of the plan for the VUD promotion 
iii) Quality system in the blood field 
-series of workshops covering QM, QA and QC in transfusion

-study visit(s) to cover identified training needs in specific topics
iii) Establishment of the inspectorate for the blood field
- series of workshops covering issues of establishment of the inspectorate: QS (SOPs, check-lists, planning, risk assessment) , personnel, training programme 

-expert mission(s) to exercise the inspection under supervision of experienced inspectors 

-study visit(s) to observe inspection performance


4) Gender equality
In line with the EU Gender Action Plan 2016-2020, the European Commission aims to strengthen girls' and women's rights, to give them a stronger voice and to improve their participation as well as empower them in all the areas in which we provide assistance. In this regard, how do you assess the progress of policy or the institutional set-up in the country and/or in the area covered by your mission?
	The participation as well as the empowerment of women in the area cover with this TAIEX event was very high. In the most of the activities beneficiary country  was presented by  well-trained women, with knowledge and decision capacity in the fields they worke.


DETAILS OF THE EXPERTS

	Name, position and institution 
	Ms Vanja Nikolac, Head of Inspection Service - Service for the Blood, Tissues and Cells Ministry of Health, Zagreb (Croatia)


	Country 
	Croatia


	Telephone and e-mail
	+ 385 99 7368 412
vanja.nikolac@miz.hr




	Name, position and institution 
	Mr Juan R Grífols, Head of Department & International Coordinator for Medical Affairs, Blood Bank and Tissues, Barcelona (Spain)              

	Country 
	Spain

	Telephone and e-mail
	+34 687 890 640

jrgrifols@bst.cat



Date:
Signature(s):
�Personal data contained in this document will be processed in accordance with the privacy statement of the TAIEX instrument (see � HYPERLINK "http://ec.europa.eu/enlargement/taiex/pdf/privacy_statement_online.pdf"�http://ec.europa.eu/enlargement/taiex/pdf/privacy_statement_online.pdf�) and in compliance with the Regulation (EC) N° 45/2001





The information and views set out in this report are those of the author(s) and do not necessarily reflect the official opinion of the European Union. Neither the European Union institutions and bodies nor any person acting on their behalf may be held responsible for the use which may be made of the information contained therein.
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