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This report has been prepared with the financial assistance of the European Commission. The contents of this publication are the sole responsibility of PROMAN and can in no way be taken to reflect the views of the European Union.
This report has been discussed with the international expert concerned in relation to the input work plan agreed with the Client, the expert’s terms of reference and to ensure it contains relevant issues and recommendations, which have been discussed in a debriefing session with the Client.
This document has been prepared for the titled project or named part thereof and should not be relied on or used for any other project without an independent check being carried out as to its suitability and prior written authority of the Framework Contract Management (PROMAN) being obtained. PROMAN accepts no responsibility or liability for the consequences of this document being used for a purpose other than the purpose for which it was commissioned. Any person using or relying on the document for such other purposes agrees and will by such use and reliance be taken to confirm his agreement to indemnify PROMAN for all loss and damage resulting therefrom. PROMAN accepts no responsibility or liability for this document to any party other than the person by whom it was commissioned.
To the extent that this report is based on information supplied by other parties, PROMAN accepts no liability for any loss or damage suffered by the client, whether contractual or tortuous, stemming from any conclusions based on data supplied by parties other than PROMAN and used by PROMAN in preparing this report.
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	Partner Country

	EDQM
EoL
EUD
MAR
OPO
TAIEX
RIA
SoHO 
SOPs 
ToR
WHO
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1. [bookmark: _Toc7521353][bookmark: _Toc43976774][bookmark: _Toc431465292][bookmark: _Toc495876696]PROJECT SYNOPSIS	
Project Title: 	Support to Implementation of the legislation compatible with EU directives on Organ, Tissue and Cell Transplantation
Contract Nr.: 	FWC SIEA 2018, Lot 4, 2019/407578
Beneficiary Country: 	Georgia

Project Overall Objective
The global objective of this assignment is to provide support to the Beneficiary Ministry in preparation and implementation of the national legislation compatible with EU directives on Organ, Tissue and Cell Transplantation.
Project Specific Objectives	 

· Support the Beneficiary Ministry in advancement and finalisation of National legislation (including secondary legislation) compatible with EU Directives in the field of organ, tissue and cell transplantation and promoting their implementation;
· Support in establishing of the Inspectorate in the regulatory agency in the field of organ transplantation and promoting its functioning.
Project Outputs
· Output 1: National legislation (including secondary legislation) is harmonised with EU Directives in the field of organ, tissue and cell transplantation, as well as medically assisted reproduction. Recommendations on the implementation of the two directives.
· Output 2:  The inspectorate for the SoHO field is set up in the regulatory agency, staff is selected and trained, the inspectorate has been provided with necessary tools (internal instructions, standard operating procedures, guidelines) to ensure efficient monitoring in the field of organ, tissue and cell transplantation.
· Output 3. Two workshops are organised and delivered: the first workshop is aimed to present new law proposals (organs and tissue). The Workshop is intended for representatives of the Beneficiary Ministry, experts in the field of organ donation and transplantation, experts in tissue banking, representatives of the transplantation centres and tissue establishments, representatives of relevant professional  societies (critical care, neurology, neurosurgery, radiology, palliative end-of-life care, transplantation, immunogenetics), bioethicist, patients’ non-governmental organizations and religious leaders.
The second Workshop is aimed to address MAR field and, in particular, the new framework for the SoHO Inspection. It is intended for representatives of the Beneficiary Ministry and regulation agency, inspectors, experts in the field of MAR, representatives of the relevant professionals societies (embryologists, gynaecologists) patients’ representatives and NGOs, legal representatives, bioethicists, representatives of the MAR service provides, international and non-governmental organizations.



Project Activities 		
· Activities related to Output 1: 
· Support to the Beneficiary Ministry in preparation of the Georgian Law on Reproductive Technologies, fully harmonised with EU Directives, and in preparation of the table of concordance regarding the Law compliance with EU Directives.
· Support to the Beneficiary Ministry in preparation of the Georgian Laws on Organ Transplantation and on Tissue and Cell Transplantation, fully harmonised with EU Directives
· Support to the Beneficiary Ministry in preparation of the regulatory impact assessment (RIA) report on the Georgian Draft Laws on Organ Transplantation and on Tissue and Cell Transplantation. 
· Support to the Beneficiary Ministry in preparation of final versions of Georgian Laws (on Organ Transplantation, on Tissue and Cell Transplantation and on Reproductive Technologies,) for its submission in procedure for public hearings and to the Parliament of Georgia.
· Support to the Beneficiary Ministry in preparation of implementing by-laws (secondary legislation) including envisaged toolkits, rulebooks, and SOPs. 

· Activities related to Output 2:
· Technical assistance and guidance on the key elements for establishment of the SoHO Inspectorate, in terms of its structure, staffing and functions, provided to the Beneficiary Ministry.
· The Regulatory agency empowered/designated/entitled by the Beneficiary Ministry for the role of inspection in the SoHO field. 
· The inspectorate staff selected and trained with the partner support. 
· Support the development of a list of SOPs and guidelines for the proper functioning of the inspectorate in the field of organ, tissue and cell transplantation. 

Project starting date:	20th September 2019 
Project duration:		15 months
Reporting period:	23th September 2019 - 21st June  2020 (though the normal reporting period would be up to March 2020, the situation created by COVID19 outbreak and the consequent delay in activities made it advisable to extend the reporting period to cover the impact of the said situation as well as the mitigating measures proposed)


2. [bookmark: _Toc7521354][bookmark: _Toc43976775]PROJECT CONTEXT
In accordance with the EU-Georgia Association Agreement, implementation of a number of directives is envisaged in the fields of competence of the Ministry of Internally Displaced Persons from Occupied Territories, Labour, Health and Social Affairs of Georgia (hereafter referred as Beneficiary Ministry). 
In the health care sector, Georgia has the obligation to bring the national legislation into compliance with the EU legislation on the field of Organ, Tissue and Cell Transplantation. Georgia has successfully started the harmonization process in collaboration with the European Union through a series of events, organized within the framework of European Commission Technical Assistance and Information Exchange Instrument (TAIEX). Thus, the Georgian Health Authority was provided with an expert assistance and valuable recommendation in the process of assessment, preparation and evaluation of national legislation compatible with EU directives on organs, tissues and cell transplantation. 
In accordance with the recommendations, Georgian Health Authority prepared an Action plan and started its implementation, which resulted with a successful preparation of the new draft law proposals in April 2019. An additional draft law on Assisted Reproductive Technologies anticipated being finished at the end of August 2019. The submission of the three draft laws (“Organ Transplantation”, "Tissues and Cell Transplantation" and "Reproductive Technologies") to the Parliament of Georgia, for adoption was provisionally planned for 1st December 2019.
The current project therefore aims at supporting to the Beneficiary Ministry in the preparation and implementation of the national legislation compatible with EU directives on Organ, Tissue and Cell Transplantation, and the setting up of the Inspectorate in the regulatory agency in the field of organ transplantation.
To reach the objectives, the Consortium selected two highly qualified experts from Croatia that have previously been working under the Technical Assistance and Information Exchange instrument (TAIEX) in Georgia for following mission: “Harmonisation of the National Legislation on Organ Transplantation with the EU Legislation”. 
3. [bookmark: _Toc7521363][bookmark: _Toc43976776]PROJECT MANAGEMENT
[bookmark: _Toc43976777][bookmark: _Toc7521364][bookmark: _Toc26285229]3.1 Project implementation 
The overall projects’ activities and its timeline are outlined in the Technical Proposal. The project activities are being carried out through the set of expert missions (on site) as originally foreseen in the Terms of Reference, as well as some homebased missions due to COVID19  outbreak in March 2020, which has made it impossible to have field missions due to international travel bans and state of emergency. All activities are conducted in agreement and close collaboration with the Beneficiary (BC) and the EUD in Georgia, and within the agreed timeframe (15 months). 
Different working methodologies reflected in the Project Technical proposal have been applied during project activities encompassing gap assessments, analysis, preparation of new legislation and regulatory impact assessments (RIAs), preparation and validation of by-laws, SOPs and guidelines, preparation and management of training, workshops, meetings, as well as reporting and communication with BC and EUD, support in public consultation, open dialogue, risk issues management, professional consultations, multi-sectoral collaboration, opinion debates and recommendations.
[bookmark: _Toc43976778][bookmark: _Toc7521366]3.2 Project team 
The original Project team is comprised of 2 fully qualified experts currently having strategic responsibilities in their own country administration (Croatia) 
· Team Leader –Expert of transplantation legislation: Ms. Mirela Bušić
Ms. Bušić is a Medical Doctor from the University of Zagreb. She has over 17 years of professional experience in the field of organ, tissue and cell transplantation. She worked in several high-ranking positions in the Ministry of Health of Croatia as Assistant minister (2012-2014) and Head of Institute for transplantation and biomedicine (2011-2012). She has been appointed in 2015 as the National Transplant Coordinator. She possesses an extensive knowledge of EU transplantation legislation, regulations and transposition of EU directives into national legislation. She has provided technical assistance as an EU expert in several projects as Team Leader, in a biomedicine field in neighbouring countries through different models of EU accession support (TAIEX, SEEHN RHDC Initiative). 
· Expert of Reproductive Technologies Legislation: Ms. Vanja Nikolac
Ms. Nikolac is a Medical Doctor from the University of Zagreb. She has over 23 years of professional experience in the field of Blood, Tissues and Cells and Assisted Reproduction Technology (ART). She possesses an extensive knowledge of EU tissues, cell and ART legislation, regulations and transposition of EU directives into national legislation. She has an extensive expertise in key in EU biomedicine legislation, especially in the fields of Assisted Reproductive Technology and Blood legislation. Since 2009 she works as Head of Department for monitoring and inspection of blood, tissues and cells for the Ministry of Health of Croatia. She has been working as an EU expert in a biomedicine field in neighbouring countries through different models of EU accession support, including TAIEX, and as twinning advisor as well.

Additionally, a local support team has been recently engaged to assist the expert team with the analysis of local data and RIA methodology, as well as with preparation of  the meetings, workshops and other tasks related to the planned events and project visibility. In such way, the administrative burden of the international expert team should be minimised while the impact of their activities should be enhanced by optimising their immediate operability when in Tbilisi and their in-depth local knowledge of Georgian legislation and practice.
The most needed profiles for the local support team were defined according to project related topics that should be addressed in a manner compatible with Georgian socio-economic and overall domestic context. The local experts’ profiles were thus agreed with the EU expert team in agreement with the Beneficiary. The profiles and experts selected were as follows: 
· Key senior medical doctor):  Dr Natia Nogaideli
· Expert for RIA: Dr Vakhtang Chkheidze
· Senior experts in intensive care medicine (to be identified) 
· Expert in nomotechnic (legal expert): Dr Achi Zangurashvili

The backstopping for the project is provided by DT Global IDEV, the Implementing partner and the Quality controller in partnership with AEDES, the Consortium partner responsible for the health sector within the consortium. Everything under the umbrella of PROMAN, Consortium Leader. 
[bookmark: _Toc43976779]3.3 Timetable and workplan
A working plan and dates of the foreseen missions, as already indicated in the Terms of Reference (annex 5.) were included in the Methodology submitted with the Technical Offer.
As already advanced in the Methodology, slight alterations in mission dates and duration were proposed in the Inception Report and were subsequently endorsed by the EUD and the beneficiary. This was the plan as agreed in the Inception Report:
	 week
	location/activity
	n° of w/d
	indicative timing.

	week 1
	Mirela Bušić, Vanja Nikolac
Draft work plan and introductory meeting with BC stakeholders and EU delegation
Gap assessment analysis of existing situation and work plan for the project
	 5w/d for E 1
 5w/d for E2
	20.09.2019
24.09.2019

	week 2
	Mirela Bušić, Vanja Nikolac
Field work planning, desk review, meetings with relevant stakeholders 
Discussion, deliberation on project activities. methodology and strategy for technical assistance and communication 
risk analysis and critical assumptions
	5 w/d for E1
5 w/d for E2
	25.09.2019
29.09.2019

	week 3
	 Mirela Bušić, Vanja Nikolac
Facilitating open communication and dialog on draft law proposals with all stakeholders 
Assistance in the process of preparation and finalisation of the draft law proposals
Assistance in preparation of relevant ToCs and in management of Commission’s feedback reports
	5 w/d for E1
5 w/d for E2
	20.10.2019
24.10.2019

	week 4
	Mirela Bušić, Vanja Nikolac
Support in dialog with stakeholders and open consultation process 
Inception report drafting and debriefing
	5 w/d for E1
5 w/d for E2

	25.10.2019-30.10.2019


	Week 5
	Mirela Bušić, Vanja Nikolac
Planning and preparing workshop agenda and working materials
Preparation and debriefing on the strategy for round table discussion
	5 w/d for E1
5 w/d for E2
	31.10.2019
3.11.2019

	Week 6
	Mirela Bušić, Vanja Nikolac
Workshop/round table discussion
Analysis of conclusions and outputs
	5 w/d for E1
5 w/d for E2
	4.11.2019
9.11.2019

	Week 7
	Mirela Bušić, Vanja Nikolac
Writing workshop evaluation report 
Drafting 6-months progress report 
	5 w/d for E1
5 w/d for E2
	10.11. 2019
14.11. 2019

	Week 8
	Mirela Bušić, Vanja Nikolac
Assistance in the process of finalisation of the draft law proposals in line with outputs and conclusion from round table discussions, Workshop and open dialogue
	5 w/d for E1
5 w/d for E2
	15.11. 2019
19.11. 2019

	Week 9
	Mirela Bušić, Vanja Nikolac
Assisting in planning, drafting and debriefing on the secondary legislation 
Planning strategy for inspection system implementation 
gap assessment analysis of tools for inspection system 
Drafting 6-months progress report with short description of the progress and problems encountered; 
	5 w/d for E1
5 w/d for E2
	01.02.2020
05.02.2020

PLEASE NOTE:
Suggested working schedule from week 9 onwards  should be still  discussed and agreed with  the beneficiary Ministry


	Week 10
	Mirela Bušić, Vanja Nikolac
Assisting in secondary legislation drafting and debriefing
meeting with stakeholders and EU delegation 
Delivering and debriefing on the 6-months progress report and planned work activities for the next 6 months. 
	5 w/d for E1
5 w/d for E2
	05.02.2020
10.02.2020

	Week 11
	Mirela Bušić, Vanja Nikolac
Secondary legislation, SOPs and guidelines drafting and debriefing
Deliberation and discussion on minimal technical requirements for inspection system (SOPs, guidelines, tools and equipment, training needs)
	5 w/d for E1
5 w/d for E2
	21.05.2020
26.05.2020

	Week 12
	Mirela Bušić, Vanja Nikolac
Secondary legislation, SOPs, and guidelines drafting and debriefing
Deliberating and discussing selection criteria, profile and training needs for inspectors
	5 w/d for E1
5 w/d for E2
	27.05.2020
31.05.2020

	Week 13
	Mirela Bušić, Vanja Nikolac
Secondary legislation, sops, and guidelines drafting and debriefing
Deliberating and discussing training needs and profile for inspectors
Planning training and preparing training materials for inspectors
	5 w/d for E1
5 w/d for E2
	1.06.2020
05.06.2020

	Week 14
	Mirela Bušić, Vanja Nikolac
Secondary legislation, sops, and guidelines drafting and debriefing
Delivering (on-site) training for 2 inspectors (ART facility).
	5 w/d for E1
5 w/d for E2
	06.06. 2020
09.06.2020

	Week 15

	Mirela Bušić 
Drafting 6-months progress report with short description of the progress and problems encountered;
	5 w/d for E1

	01.07.2020
05.07.2020

	Week 16

	Mirela Bušić 
Planning and deliberating on work plan for the next 6 months
Debriefing work plan and strategy for continuation of project activities with BC stakeholders
	5 w/d for E1

	06.07. 2020
10.07. 2020

	Week 17
	Mirela Bušić
Drafting and delivering the 6-months progress report and planned work activities for the next 6 months accompanied by an invoice and the expenditure verification report
	5 w/d for E1

	11.07. 2020
15.07. 2020

	Week 18
	Mirela Bušić
Assistance in drafting secondary legislation 
	5 w/d for E1

	16.07. 2020
20.07. 2020

	Week 20
	Mirela Bušić, Vanja Nikolac
Assistance in drafting of secondary legislation and its related ToCs
	5 w/d for E1
5 w/d for E2
	10.09.2020
14.10.2020

	Week 21
	Mirela Bušić, Vanja Nikolac
Assistance in finalisation of secondary legislation and its related ToCs
Workshop planning and preparation 
	5 w/d for E1
5 w/d for E2
	15.09.2020
19. 09.2020

	Week 22
	Mirela Bušić, Vanja Nikolac
Workshop delivery and evaluation, validation of outputs, report writing and debriefing
Assistance in identifying, drafting and providing relevant protocols, SoPs and guidelines
	5 w/d for E1
5 w/d for E2
	20.09.2020
24.09. 2020

	Week 23
	Mirela Bušić, Vanja Nikolac
Assistance in management of EU Commission’s remarks and questions 
Assistance in finalisation of secondary legislation based on received Commission’s feedback and reports
	5 w/d for E1
5 w/d for E2
	24.09.2020
29.09.2020

	Week 24
	Mirela Bušić, Vanja Nikolac
Facilitating discussion, communication and open dialog with all relevant stakeholders 
	5 w/d for E1
5 w/d for E2
	01.11.2020

	Week 24
	Mirela Bušić, Vanja Nikolac
Facilitating discussion and open dialog, assistance in analysis of comments and suggestions
Assisting in implementation and validation of tools for inspectorate 
	5 w/d for E1
5 w/d for E2
	6.11.2020

	Week 24
	Mirela Bušić, Vanja Nikolac
Facilitating discussion and open dialog, assistance in analysis of comments and suggestions
Drafting final report with short description of achievements including problems encountered and recommendations; a final invoice and the financial report accompanied by the expenditure verification report
	5 w/d for E1
5 w/d for E2
	11.11.2020

	Week 24
	Mirela Bušić, Vanja Nikolac
Final analysis of received comments in open consultation process, facilitating decision process support in preparation of final report on open consultation process conclusions
Sending draft final report to the Programme Officer identified in the contract for comments on the draft final report.
	5 w/d for E1
5 w/d for E2
	16.11.2020
20.11.2020

	Week 24
	Mirela Bušić
Writing Final report in line with comments received by the Programme Officer
	5 w/d for E1

	10.12.2020
15.12.2020

	Week 24
	Mirela Bušić
Delivering Final report and presenting the outputs and achieved milestones 
Closing meeting with EU delegation and BC stakeholders
	5 w/d for E1

	16.12.2020
19.12.2020

	Total number of working days per expert
	E1 140 wd
E2 110 wd
	


The working methodology, as reflected in the project proposal, included weekends as working days, thus allowed the experts to fully dedicate themselves to the project activities with no limitations in working days. Such schedule was confirmed for the first two missions, and then extended to subsequent missions following COVID19 outbreak, and until this crisis is resolved.  
Due to experts’ limited availability in November 2019 the second mission was slightly rescheduled to 27th October till 16th November and it lasted shorter than indicated in the proposal (one week/expert 2, and 10 days/ expert 1). 
Furthermore, due to Croatia’s Presidency of the EU 2020 (January-June 2020), the missions originally planned for February and March 2020 had to be rescheduled since both experts had a top-level advisory role in their domains of specialization, as a direct implication of their professional responsibilities. 
Additionally, the protective and safety measures implemented due to COVID19 pandemic situation have significantly influenced the experts’ working methodology, notably the international travel bans in place since March. For that reason, a homebased work, revised calendar and working plan for continuation of activities in May and June 2020 were proposed and are agreed with the BC, in coordination with the EUD to Georgia (annex 3).


4. [bookmark: _Toc43976780] COMPLETED ACTIVITIES AND OUTPUTS 
[bookmark: _Toc43976781][bookmark: _Toc24052037][bookmark: _Toc26285234]4.1 Analysis of existing situation and presentation of EU requirements 
The objective of the first mission was to analyse the existing situation regarding the process of harmonisation of Georgian legislative framework with EU requirements in the SoHO (Substances of Human Origin) field and to elaborate, discuss and agree on a work plan for the project with the Beneficiary Ministry and the EU Delegation to Georgia. 

During the first mission the experts were presented by the beneficiary with new initial draft law proposals (Organs and Tissues), prepared in line with the recommendations issued within previous TAIEX Expert Missions. Efforts made by BC in preparation of the proposal for application for the EU technical assistance (framework contract for SoHO legislation) and significant progress in drafting initial law proposals (ORGANS, TISSUES and MAR) was acknowledged by the experts. 

EU directive technical requirements as well as identified critical issues were presented to the beneficiary’s representatives and Georgian Transplantation Committee members for a broader discussion. Georgian representatives presented the state of play on Georgian transplant medicine and provided valuable inputs on the major challenges relevant for the legislation transposition and its implementation in a clinical practice. Different views, opinions and perspectives in terms of organizational models, guiding ethical principles and professional code of practice were shared in a roundtable guided discussion.

Besides EU directive requirements in the SoHO field, an additional, complementary set of guiding documents, recommendations and resolutions issued by the World Health Organisation (WHO) and Council of Europe (EDQM, CD-PTO) have been considered as valuable directions and input to be followed in legislation drafting. 
[bookmark: _Toc43976782]4.2 Gap assessment and recommended actions - Organs  
Based on the most critical gaps and identified needs the experts issued a set of recommendations on priority actions that should be immediately taken by the beneficiary in order to facilitate the preparation of the next mission and to ensure the smooth continuation of the project activities. 

Recommended actions addressing the field of organs are listed here:

1. APPOINTMENT OF WORKING GROUP FOR THE DECEASED DONOR PROGRAM - An additional working group for deceased organ donation should be officially appointed to ensure professional guidance and opinions on all topics related to deceased organ donation pathway. The working group should consist of the most prominent and skilled experts in intensive care, neurology, end-of-life care, emergency (representatives of professional societies in the fields of neurology, anaesthesiology/ intensive care, neurosurgery and bioethicist).
2. CONSENT MODEL - Additional instruments for consent for donation should be explored to enable public trust and facilitate expression of personal will regarding organ donation.
3. LEGAL PROVISION ON DEATH - Definition of death by neurological or circulatory criteria are universal and irrespective of organ donation and should be regulated by the relevant law. More detailed criteria and protocol for determination of death should be further elaborated by secondary legislation (by-law).
4. END-OF-LIFE (EoL) CARE - The current EoL practice in terms of patients’ rights regarding end-of-life care should be extensively discussed with all relevant professionals involved in EoL (intensivists, neurologists, bioethicists and legal expert) to overcome identified barriers for deceased organ donation (ventilator depending brain death patient).
5. REPORTING CRITERIA AND MANDATORY NOTIFICATION- Criteria for timely referral/notification/reporting on potential organ donor i.e. all suspected brain-deaths should be agreed at country level, by all relevant group of experts/ professional societies on neurology and intensive care).
6.  ORGAN PROCUREMENT ORGANISATION (OPO) – It should be defined which institution / organisation/body will be entitled/established to perform the role of OPO. It will encompass 24 round- the-clock service for management of notification of potential organ donors, optimal donor management, donor selection and evaluation, organ allocation and coordination of all deceased organ donor related activities (donor testing, organ procurement, transport, and exchange). OPO should be entitled to perform all functionalities (waiting list management, organ allocation, professional guidance…) in terms of EU Directive's requirements and in line with CoE Recommendation on the functionalities of National Transplant Organisation. 
7. FUNDING MODEL (for the purpose of preparation of RIA Report) - An approximation of funding requirements should be prepared in order to assess the impact of the implementation of new legislation. Optimal funding mechanisms for payment/reimbursement of transplantation treatments and organ donor-related cost should be explored together with financial experts. It will minimum include following items :
· the list of medical procedures/therapies that must be funded through the State Budget (DRG/DTS)
· specification of procedures-related cost such as:
Deceased donor related cost:
· deceased donation management (donor maintenance, donor evaluation characterisation, testing, HLA typing
· organ procurement, preservation and packing
· transportation
· list of additional requirements for waiting list management, allocation (OPO office), registries, logistics and transport of organs 
Living donor related cost 
Patient related cost (transplantation)
· pre-transplantation evaluation  
· HLA typing PRA screening, cross match
· transplantation surgical procedure
· short-term follow-up (hospital care)
· immunosuppression therapy and long-term follow-up
OPO central office related cost (staff, equipment and IT tools)

[bookmark: _Toc43976783]4.3 Gap assessment and recommended actions- MAR
A meeting addressing the MAR Pathway, organized by the BC, was held on September 1st 2019. The meeting brought together a panel of multi-disciplinary experts in medically assisted reproduction (gynaecologists, embryologists, lawyers) to address the MAR requirements and provide valuable input for the preparation of a new MAR legislative pathway. The key questions in terms of the MAR users, procedures, facilities, embryo donation, gestational and traditional surrogacy, funding, etc., prepared by the expert team were communicated to the Georgian experts and beneficiary representatives. The feedback on the questionnaire was required before the start of the second mission, at the latest. In addition to the questionnaire, the list of priority actions to be taken prior to the 2nd mission was delivered to the beneficiary (Recommendations No2) as follows:

· Scan and mail the list of participants of the meeting
· Prepare a ToC template
· Prepare RIA form and current official document describing RIA methodology (if exists);
· Plan engagement of domestic expert familiar with Georgian RIA methodology and calculations;
· Translate and mail articles on assisted reproduction that are in the current law; 
· Establish a small working group (max. 5 members in total) of experts on reproductive gynaecology and embryology plus bioethicist and a lawyer who is familiar with nomotechnics for drafting the Act on medically assisted reproduction.

A Work Plan for the following mission based on the first mission outputs, timelines communicated and confirmed by the beneficiary, and the overall project Terms of reference, was prepared, presented and agreed with the beneficiary.

[bookmark: _Toc43976784]4.4 Drafted new proposals of the law on organ transplantation, tissues and cells, and MAR
The new law proposals on human organ transplantation, on tissues and cells as well as on MAR were drafted during the second mission in November 2019. The draft proposals of those three laws were delivered to the beneficiary (the Ministry) on 24th, 25th of November and 3rd of December 2019, for the consultation process, comments and feedback. Additionally, the ToC related to the MAR legislative proposal were prepared and delivered to the beneficiary on 28th of November 2019. 

[bookmark: _Toc43976785]4.5 Framework and Inputs for RIA process
The experts prepared and delivered a framework and initial inputs on the RIA process regarding the law on tissues and cells, as well as for law on MAR (Annex 5 ). Experts were informed on the new RIA regulation that was adopted in 2019, but which is not yet in force. It was not clear whether this new RIA methodology, as outlined in the new Georgian RIA regulation, should be applied to the legislation within the project scope. This open issue is essential to enable proceeding with a preparation of a more elaborated RIA.  Meeting with beneficiary internal staff from the financial division was organised to assist the experts in understanding Georgian budgeting of the health care service, and to clarify the issue on the applicable RIA methodology, but these staff was not yet knowledgeable nor familiar with the new RIA methodology. 


5. [bookmark: _Toc38452738][bookmark: _Toc43976786]ISSUES AND RISKS
The political situation and the election process of the new Government (autumn 2019) presented a serious risk of lack of sustained political support and BC effort in the project implementation, due to the turnover of high-level ranked staff in the Ministry. Deputy minister (Mr Zaza Bokua) leading the work on harmonisation of SoHO legislation was moved to the University and his colleagues engaged in coordination and implementation of project activities (Dr Marina Darakhvelidze and Dr Natia Nogadeli) also left the ministry. 

It also posed a risk of delayed decision-making process regarding the key strategic or highly sensitive non-technical issues, that should be addressed by the beneficiary, i.e. at national level.  (such as guiding ethical principles in MAR, organisational structure, designated bodies, funding related issues….).

Besides the above, COVID19  pandemic also created risks not only for the project activities implementation but also for the health care system as a whole, and for all areas of Georgian Government activity. Following the WHO announcement on a COVID19 global pandemic, Georgian and Croatian governments declared the state of emergency  and imposed limitations on the freedom of citizens to travel (March 2020). 

Due to the above-mentioned circumstances, the experts had to ensure a reasonable extended time to the newly appointed staff of beneficiary for response, feedback and position regarding the draft law proposals delivered in November 2019 (this has not yet been  achieved).

Last but not least, the translation of project outputs from English into Georgian language raised some concerns, especially regarding interpretation of some English terms and directives' related wording that have no proper equivalent word (or any word at all) in Georgian language. 
[bookmark: _Toc43976787]5.1 Current state of affairs
The sensitive political momentum and the disruption caused by the COVID19 outbreak have greatly influenced experts' work in a different ways, causing a 6-months break between the second and third mission (from November 2019 till May 2020). Additionally, homebased working methodology, without live communication, is significantly slowing work down and is affecting the discussion process and exchange of opinions with the local counterparts. Working homebased has created a heavier burden on the team, since the experts have to undertake the drafting work without the possibility of immediate inputs from the beneficiary (as it would have been the case if it had been possible to do field missions), leading to more frequent revision of documents and more cumbersome information collection. 

Having in mind all the above,  and the uncertain epidemiological situation, the experts decided to propose to use all possible working days as homebased working days for the purpose of producing and finalizing documents. Once the most urgent  work on legislation is finished, the team will be able to spare a reasonable number of working days to spend for practical work onsite in close collaboration with the beneficiary (such as final consultations, finalization of documents, supporting decisions on critical issues, training, workshops etc.).  Provided of course that the travel bans are lifted, and that field work can be done in line with Georgian and international recommendations to ensure that work can be done safely for all parties involved. 
The work plan for the missions in May and June was communicated and discussed on May 15th 2020 via teleconference with the MoH representatives (Ms Gaunia and Mr Anzor). It has resulted in a broad timetable of activities agreed with the Ministry:  
· The Ministry of Health will carry out an internal consultation on the 3 draft Law proposals delivered by the experts. It is estimated that the consultation process will be finished by the end of the June at the latest.  
· Feedback on the consultation results will be provided to the team, in order to finalise the draft law proposals.
· [bookmark: _Hlk43913834]The Ministry of Health will explore the current situation on the RIA (template, methodology and regulation) and inform the experts of any findings, since it is not yet clear whether the new RIA methodology should be applied to the laws that are under the scope of the project (SoHo legislation).
· A list of eligible ICU experts will be put together by the MoH and communicated to the team and the Contractor for potential engagement in the project.
· [bookmark: _Hlk43913914]In the meantime, the team will continue drafting by-laws of exclusively technical content, which cannot be subject of changes due to results and input of the beneficiary’s internal consultation process.  Drafts of these by-laws will be delivered by beginning of July.
· The Beneficiary was informed of the need to establish an inspection body and undertake a selection of personnel to be trained in the framework of the project.
· The Beneficiary was provided with all delivered and relevant documents and a list of open questions that should be decided at the national level, by Georgian authorities (such as designated body for inspection& authorization, organ procurement organization….).
· Once  the position and feedback of the Ministry on the delivered draft law proposals has been provided to the team, the project experts will do the second review and recommend improvements.
· Regular support in consultation and decision-making processes will also be provided at this stage, via teleconference.
· Regular communication with beneficiary stakeholders and local expert team will be ensured via teleconference.  
At the moment, the high-level coordination of project related activities is directed by the new Deputy Minister (Ms Tamar Gabunia) herself and through her assistant Mr Anzor. The day-to-day technical and coordination work is carried out by Mr. Anzor, with the assistance of the local support team. 

The latest meeting of this period was held on 19th of June 2020, via teleconference, with Mr Anzor and local expert Mr. Vakhtang Chkheidze, and aimed at addressing several topics of common concern. The main conclusions and identified challenges are summarized below:  
· Neither the beneficiary or the contracted local experts were satisfied with the translation of the documents delivered so far, so a good technical translation into Georgian is identified as a major current challenge and risk;   
· Another issue raised was the existence of technical/professional English terms that do not exist in Georgian language and therefore need to be ”invented";
· Dr Chkheidze and the rest of the support team will continue working on the review and improvement of the translated documents, and in parallel the Ministry will organise a small group of  field experts (1-2 per field) proficient in English to support them;
· The expected time for finishing the translation is end of June.
· It is a priority to obtain the position of the beneficiary (Ministry) on the delivered drafts to  enable project experts to finalize the laws and proceed with the part of work directly linked with the Georgian strategic goal(s);
· The Ministry will provide the project experts with a list of professionals (profiles) to be involved in consultation process throughout the documents drafting (by-laws, training materials...);
· The following meeting was scheduled for 25th June 14:00 Georgian time (12:00 CET)

Hence, to this point (June 2020), project activities aimed at the harmonization of the SoHO legislation with EU requirements have been proceeding in line with original plans and timetable, both slightly revised in agreement with the beneficiary and EUD to Georgia. 

The situation may be re-assessed after stabilization of COVID19 pandemic to some extent, presumably when the state of emergency comes to an end.

 
6. Resources used Period September 2019 – March 2020 (6 months):

Working days: 

[image: ]

Travel: 
[image: ] 

Translation and Interpretation: 
[image: ] 

7. [bookmark: _Toc43976788][bookmark: _Toc24052038][bookmark: _Toc26285236]ANNEXES
[bookmark: _Toc43976789]Annex 1. Agendas for missions 2, 3 and 4
 Agenda for the 2nd Mission (27th October – 16th November 2019)

	Week
	Days
	Activities on ART
	Activities on ORGANS/TISSUES

	Week 1

	Sunday -Thursday
	Drafting law
Meeting with beneficiary
	Drafting laws 
Meeting with beneficiary

	
	Friday
	Meeting of the work group
	Meeting of the work groups

	
	Saturday-Sunday
	Drafting law
	Drafting laws

	Week 2
	Monday-Thursday
	Drafting law
Meeting with beneficiary
	Drafting law
Meeting with beneficiary

	
	Thursday-Friday
	Meeting of the work group
	Meeting of the work groups

	
	Saturday-Sunday
	Drafting law
	Drafting laws

	Week 3
	Monday- Sunday
	Working on ToC and RIA
Meeting(s) with RIA expert
	Working on ToC and RIAs
Meeting(s) with RIA experts

	
	
	
	












[bookmark: _Toc43976790]Annex 2. Presentations made during mission 1
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[bookmark: _Toc43976791][bookmark: _Toc26285238]Annex 3. Recommendations 
[bookmark: _Toc24052039]RECOMMENDATION No1 (ORGANS)
GAP ASSESSMENT AND RECOMMENDATIONS FOR ORGANS

APPOINTMENT OF WORKING GROUP FOR THE DECEASED DONOR PROGRAM; - Additional working group for deceased organ donation should be officially appointed to ensure professional guidance and opinions on all topics related to deceased organ donation pathway. The working group should consist of the most prominent and skilled experts in intensive care, neurology, end-of-life care, emergency (representatives of professional societies in the fields of neurology, anaesthesiology/ intensive care, neurosurgery and bioethicist).  

CONSENT MODEL - Additional instruments for consent for donation should be explored to enable public trust and facilitate expression of personal will regarding organ donation.
LEGAL PROVISION ON DEATH - Definition of death by neurological or circulatory criteria are universal and irrespective of organ donation and should be regulated by the relevant law. More detailed criteria and protocol for determination of death should be further elaborated by secondary legislation (by-law).

END-OF-LIFE (EoL) CARE The current EoL practice in terms of patients’ rights regarding end-of-life care should be extensively discussed with all relevant professionals involved in EoL care (intensivists, neurologists, bioethicists and legal expert) to overcome identified barriers for deceased organ donation (ventilator depending brain death patient).

REPORTING CRITERIA AND MANDATORY NOTIFICATION- Criteria for timely referral/notification/reporting on potential organ donor i.e. all suspected brain-deaths should be agreed at country level, by all relevant group of experts/ professional societies on neurology and intensive care). 

ORGAN PROCUREMENT ORGANISATION (OPO) – it should be defined which institution / organization/body will be entitled/established to perform the role of OPO. It will encompass 24 round- the-clock service for management of notification of potential organ donors, optimal donor management, donor selection and evaluation, organ allocation and coordination of all deceased organ donor related activities (donor testing, organ procurement, transport, and exchange). OPO should be entitled to perform all functionalities (waiting list management, organ allocation, professional guidance…) in terms of EU Directive's requirements and in line with CoE Recommendation on the functionalities of National Transplant Organization. 

FUNDING MODEL (for the purpose of preparation of RIA Report) - an approximation of funding requirements should be prepared in order to assess the impact of the implementation of new legislation. Optimal funding mechanisms for payment/reimbursement of transplantation treatments and organ donor-related cost should be explored together with financial experts. It will minimally include following items;

· the list of medical procedures/therapies that has to be funded from the state budget (DRG/DTS)
· specification of procedures-related cost such as:
Deceased donor related cost:
· deceased donation management (donor maintenance, donor evaluation characterisation, testing, HLA typing
· organ procurement, preservation and packing
· transportation
· list of additional requirements for waiting list management, allocation (OPO office), registries, logistics and transport of organs 
Living donor related cost 
Patient related cost (transplantation)
· pre-transplantation evaluation  
· HLA typing PRA screening, cross match
· transplantation surgical procedure
· short-term follow-up (hospital care)
· immunosuppression therapy and long-term follow-up
     OPO central office related cost (staff, equipment and IT tool)

RECCOMENDATION ON MEDICALLY ASSISTED REPRODUCTION
Activities taken prior to the mission 2.
· Scan and mail the list of participants of the meeting held on 1st September;
· Prepare a ToC form ; 
· Prepare RIA form and current official document describing RIA methodology (if exists);
· Plan engagement of domestic expert familiar with Georgian RIA methodology and calculations;
· Translate and mail articles on assisted reproduction that are in the current law; 
· Establish small workgroup (max.5 members in total) of experts on reproductive gynaecology and embryology plus bioethicist and a lawyer who is familiar with nomotechnics for drafting the Act on medically assisted reproduction.

[bookmark: _Toc24052040][bookmark: _Toc26285240]


[bookmark: _Toc43976792]Annex 4   Frameworks for RIAs process (MAR, Tissues and cells)
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SPECIFIC TERMS OF REFERENCE 
2019 /407578 Version 1
Support to Implementation of the legislation compatible with EU directives on Organ, Tissue and Cell Transplantation
FWC SIEA 2018- LOT Lot 4: Human development and safety net
Europe Aid/138778/DH/SER/multi

1. BACKGROUND

On 27 June 2014 was signed and on 18 July 2014 ratified by the Parliament of Georgia the “Association Agreement between the European Union and the European Atomic Energy Community and their Member States, of the one part, and Georgia, of the other part”. In accordance with the EU-Georgia Association Agreement, implementation of number of directives is envisaged in the fields of competence of the Ministry of Internally Displaced Persons from Occupied Territories, Labour, Health and Social Affairs of Georgia (hereafter referred as Beneficiary Ministry), including the field of Organ Transplantation. 

These Directives are:
1. Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells;
2. Commission Directive 2006/17/EC of 8 February 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council as regards certain technical requirements for the donation, procurement and testing of human tissues and cells;
3. Commission Directive 2006/86/EC of 24 October 2006 implementing Directive 2004/23/EC of the European Parliament and of the Council as regards traceability requirements, notification of serious adverse reactions and events and certain technical requirements for the coding, processing, preservation, storage and distribution of human tissues and cells;
4. Directive 2010/53/EU of the European Parliament and of the Council of 7 July 2010 on standards of quality and safety of human organs intended for transplantation.

The field of organ transplant/ transplantation services in Georgia has evolved over the past 20 years: the first kidney transplant operation was conducted in 1995, the first liver transplantation - in 2014 and corneal transplantation has been also performed in the country as part of ophthalmologic services.  In Georgia, organ transplants from living donors are used, with the exception of corneal transplants, when   imported cadaver   material is applied. As for the deceased donation process, despite the fact that the legislation regulates some aspects of this kind of donation, it is not performed in Georgia due to the lack of respective infrastructure, as well as of  the  willingness on the part of the population.

Since 1995, Georgia has performed a total of 310 kidney and 41 liver transplant surgeries, including 16 kidney and 13 liver transplantations in 2018. The overall mortality of organ recipients from 1995 to present is  13%  for  the kidney   and - 25%  for the  liver  transplants. It is noteworthy that since 1995 the results of transplantation operations have significantly improved, as evidenced by the 5-year life expectancy of renal recipients, which increased   from 53% in 1995- 2000 to 98% in 2011-2017. 

In 1996 the ministry launched the state dialysis program which was complemented with the kidney transplantation component since 1999. At this stage, the state program of dialysis and kidney transplantation ensures the provision of  haemodialysis  and peritoneal dialysis services to patients with terminal renal insufficiency. The program also covers the renal transplantation surgeries and post-transplantation immunosuppressive therapy to the persons with kidney transplants. 

The number of dialysis program users  is increasing: in 1996, 20 patients underwent haemodialysis  in  three medical facilities,  currently 3 212 patients are benefiting from haemodialysis services in 22 medical institutions,  111 patients undergo peritoneal dialysis  in  3  medical institutions, and  244 patients with kidney  transplants  receive  immunosuppressive therapy  under the same  program. Liver transplantation is mainly covered by the state program   of "Referral Services", which responds to an individual patient’s applications on needed assistance.   

At this stage the renal transplantation services are provided by  3 medical  facilities (all  in Tbilisi) and  liver transplantation  services -  by 3 medical  establishments (1 in Batumi and 2 in Tbilisi). Each institution,  performing  transplantation services meets the   legal  requirements  for  such   service provision  and  holds a  respective permit (hospital  permits for  "procurement, storage and transplantation of  organs and tissues").

In order to be granted the right to work in transplant surgery, general surgeons and urologists are required to complete the sub-specialty program in "transplant surgery" and to hold a subspecialty certificate.  At this stage, there are 20 specialists with such subspecialty certificates. 

In 2000 the Transplantation Council was established   at the Ministry, which is a consultative body of the Ministry, among the functions of which  is the preparation of  recommendations on the main directions of state policy in the field of transplantation.

In order to implement directives on organ transplantation, Georgia is actively cooperating with the European Union within the framework of European Commission Technical Assistance and Information Exchange Instrument (TAIEX). Within series of event TAIEX the first expert mission has been held on 1-5 October, 2018. Within the framework of this mission an expert prepared recommendations about approximation of Georgian National Law with EU directives in the field of organ, tissue and cell transplantation. The Beneficiary Ministry prepared a detailed action plan in accordance with these recommendations and started implementation process. The working group has been established which is tasked to draft the Georgian Laws on “Human Organs” and “Tissues and Cells”. 

As a second TAIEX activity a study visit to the Ministry of Health of Republic of Croatia to share the experience was held on 21-25 January, 2019.

Development of two above mentioned draft laws (“The Law of Organ Transplantation” and “The Law of Tissue and Cell Transplantation”) finished   at the end of April 2019. 

A third TAIEX activity - an expert mission was held on 06-13 May 2019, during which   evaluation of the new draft laws on Organ Transplantation as well as Tissue and Cell Transplantation was carried out and first drafts of these laws were prepared. The expert mission also provided an opportunity to draft the guidelines and the framework for the new law on Reproductive Technologies. 

The Beneficiary Ministry plans to initiate the technical process (TAIEX expert mission) for preparing the table of concordance of two draft laws - Organ Transplantation and Tissue and Cell Transplantation.

In addition, Development of draft law on Reproductive Technologies is anticipated at the end of August 2019.

Submission of the three draft laws on “Organ Transplantation”, "Tissues and Cell Transplantation" and "Reproductive Technologies” to the Parliament of Georgia is provisionally planned  by 1st  December, 2019.

2. DESCRIPTION OF THE ASSIGNMENT

· Global objective 

The global objective of this assignment is to provide support to the Beneficiary Ministry in preparation and implementation of the national legislation compatible with EU directives on Organ, Tissue and Cell Transplantation.

· Specific objective(s) 
This framework contract has two specific objectives:
1.  Support to the Beneficiary Ministry in advancement and finalisation of National legislation (including secondary legislation) compatible with EU Directives in the field of organ, tissue and cell transplantation and promoting their implementation;
2. Support in establishing of the Inspectorate in the regulatory agency in the field of organ transplantation and promoting its functioning.

· Requested services, including suggested methodology[footnoteRef:1] [1:  Contractors should describe how the action will contribute to the all cross-cutting issues mentioned above and notably to the gender equality and the empowerment of women. This will include the communication action messages, materials and management structures.] 


The main focus of this framework contract is support to the Beneficiary Ministry in developing secondary legislation  standard operating procedures (SOPs) and guidelines to ensure implementation of the new legislative framework to be adopted by the GoG (Beneficiary Ministry) by the end of 2020. In addition, the Contractor shall produce the tools to ensure effective functioning of the designated unit at the national regulatory agency responsible for oversight of the organ transplantation services.
The project activities entail technical assistance and capacity building of regulatory agency staff to ensure quality and safety of transplant services. The organ transplantation inspectorate should be established and equipped with effective tools for regular monitoring and timely detection of weaknesses for immediate response. 

The following activities are expected to be implemented for achieving the Output 1: 
1.1. Expert support to the Beneficiary Ministry on the compliance of the Georgian Law on Reproductive Technologies with EU Directives with the purpose of preparation of the table of concordance.
Expert prepares the table of concordance regarding compliance of the Georgian Law on Reproductive Technologies with EU Directives.
Benchmark: The table of concordance regarding compliance of the Georgian Draft Law on Reproductive Technologies with EU Directives is prepared and submitted to the Beneficiary Ministry.
1.2. Expert support to the Beneficiary Ministry for preparation of the regulatory impact assessment (RIA) report on the Georgian Draft Laws on Organ Transplantation and on Tissue and Cell Transplantation.
The experts jointly with the Beneficiary Ministry will prepare RIA report on the Georgian Draft Laws on Organ Transplantation and on Tissue and Cell Transplantation.
Benchmark: RIA Report on the Georgian Draft Laws on Organ Transplantation and on Tissue and Cell Transplantation are prepared.
1.3. Expert support to the Beneficiary Ministry for the preparation of the RIA  Report on the Georgian Draft Law on Reproductive Technologies.
The experts jointly with the Beneficiary Ministry will prepare RIA report on t on the Georgian Draft Law on Reproductive Technologies.
Benchmark: RIA Report on Reproductive Technologies is prepared.
1.4. Support to the Beneficiary Ministry in preparation of final versions of Georgian Draft Laws on Organ Transplantation, on Tissue and Cell Transplantation and on Reproductive Technologies.
Experts will assist the Beneficiary Ministry with the preparation of final versions of the Georgian Draft Laws based on table of concordance about compliance with the EU Directives.
Benchmark: The final versions of Draft Laws are prepared and submitted to the Parliament of Georgia.
1.5. Preparation and facilitation approval the draft subordinate normative acts discussions. 
Expert support in drafting of the full legislative package for the further perusal for adoption is expected.
Benchmark: Draft bylaws identified in the report under activity 1.1. produced and prepared for approval by the GoG.  
The following activities are expected to be implemented for achieving the Output 2:
2.1. The inspectorate is established in the regulatory body and staff is trained with the partner support. 
Technical assistance shall be provided to the Beneficiary Ministry on structure, staffing and functions of the unit. The Beneficiary Ministry will issue relevant decrees to make the unit legitimate and support its operations. 
Benchmark: The Regulatory Agency Inspectorate's decree is prepared, staff is trained. 
2.2. Preparation of standard operating procedures (SOPs) and guidelines for the work of the Regulatory Agency Inspectorate;
The experts shall support development of a list of SOPs and guidelines, which are necessary for the functioning of the inspectorate in the field of organ, tissue and cell transplantation. The inspectors and staff of the Regulatory Agency will be involved in preparation of standard operating procedures and guidelines relevant to the EU Directives.
Benchmark: standard operating procedures and guidelines have been prepared for the Regulatory Agency Inspectorate.

Methodology: In general, the Contractor is requested to provide with the offer a general outline of methodology they want to apply for the implementation of the assignment and the precise number of experts offered for the assignment. Contractors should describe how the action will contribute to the all cross-cutting issues and notably to the gender equality and the empowerment of women. This will include the communication action messages, materials and management structures.

The Beneficiary Ministry division for health regulations will facilitate the technical process by opening consultations with stakeholders – active in this field. 
The experts are expected to closely coordinate their work with the EU Delegation and respond to the requests of the project manager. They shall hold a dialogue with all relevant state and non-state, local and international stakeholders. 
As for timing for the missions and delivery of outputs, please refer to the relevant sections below.
  
· Required outputs 

Output 1.  National legislation (including secondary legislation) is compatible with EU Directives in the field of organ, tissue and cell transplantation. 
The number of possible missions[footnoteRef:2], their timeframes, working meetings: [2:  Number of missions per expert differs from number of missions under outputs due to the need of involvement of experts in different outputs] 

The number of missions -7:
1.1.  Mission – 20.09.2019 – 29.09.2019;
1.2.  Mission – 20.10.2019 – 19.11.2019;
1.3. Mission – 01.02.2020 – 10.02.2020;
1.4. Mission – 21.05.2020 – 30.05.2020;
1.5. Mission – 01.07.2020 – 10.07.2020;
1.6. Mission – 10.09.2020 – 19.09.2020;
1.7. Mission – 11.11.2020 – 20.11.2020;

Output 2:  The inspectorate is set up in the regulatory agency, staff is selected and trained, the inspectorate has all necessary tools (internal instructions, standard operating procedures, guidelines) to ensure efficient functioning in the field of organ, tissue and cell transplantation.
The number of missions -5:
2.1. Mission – 31.05.2020 – 09.06.2020;
2.2. Mission – 11.07.2020 – 20.07.2020;
2.3. Mission – 20.09.2020 – 29.09.2020;
2.4. Mission – 01.11.2020 – 10.11.2020;
2.5. Mission – 10.12.2020 – 19.12.2020.

Output 3. Workshop(s)/Meetings These roundtables shall be professionally prepared by the experts in close coordination with Beneficiary Ministry and all issues agreed upon with the EU Delegation project manager not less than two weeks in advance. The Contractor will not be responsible for hotel booking or the daily allowances for the workshop participants.  

There will be held two workshops.

The first workshop/meeting will be provisionally held in November 2019: with participation of experts, representatives of the Beneficiary Ministry and the Parliament of Georgia, experts in the field of transplantation, suppliers of transplantation services, international and non-governmental organizations (60 participants);
The second workshop/meeting will be provisionally held in September 2020: with participation of experts, representatives of the Beneficiary Ministry and regulation agency, experts in the field of transplantation, suppliers of transplantation services, international and non-governmental organizations (40 participants);

· Language of the Specific Contract

English

3. EXPERTS PROFILE or EXPERTISE REQUIRED

	Input
	Category
	Min. working days

	- Expert of transplantation legislation, Team Leader 
	2

	 Total 140 days, in 8 missions


	  - Expert of Reproductive Technologies Legislation
	2

	Total 110 days, in 6 missions





Profile per expert or expertise required:

Category II – Expert of transplantation legislation, Team Leader- Qualifications and skills: 
· At least Master's Degree or, in its absence, at least 8 years of equivalent professional experience in Medicine; 
· PhD level education would be an asset; 
- General professional experience: 
· At least 6 years' experience in the field of organ/tissue/cell transplantation;
· Experience in a Member State administration as high ranking (at least Head of Division) employee dealing with transplantation issues
· Proven experience as a project manager, with a demonstrable record of organisational leadership resulted in a number of completed projects.
-Specific professional experience: 
· Comprehensive knowledge of EU transplantation legislation and regulations (in the field of organ/tissue/cell transplantation); 
· Experience in preparation of national legislation on organ donation and transplantation in accordance with corresponding EU directives and standards (in the field of organ/tissue/cell transplantation);
· Proven experience in designing, managing or implementing active transplantation initiatives or projects.
·  Experience in team leading of  Donor/EU funded projects would be an asset;

- Soft skills
· Good communications and inter-personal skills.
- Language skills: 
· Excellent spoken and written English and Georgian language skills; 

Category II – Expert of Reproductive Technologies Legislation 

Qualifications and skills
· At least Master's Degree or, in its absence, at least 8 years of equivalent professional experience in Medicine; 
· PhD level education would be an asset; 

 General professional experience
· Minimum of 6 years professional experience in regulations in the field of reproductive technologies;
· Proven experience as a project manager with a demonstrable record of teamwork  resulted in a number of completed projects 
Specific professional experience
· At least 3 years’ experience in transplantation international cooperation ( in regulations in the field of reproductive technologies); 
· Comprehensive knowledge of EU transplantation health legislation and regulations ( in regulations in the field of reproductive technologies);
· Preparation of national legislation on  reproductive technologies in accordance with corresponding EU directives and standards ( in regulations in the field of reproductive technologies);
· Experience of work as an expert in Donor/EU funded projects would be an asset.

Soft skills
· Good team-working, communications and inter-personal skills;
· Strong analytical and report writing skills;
· Computer literacy.
Language skills: Excellent spoken and written English and Georgian language skills


4. LOCATION AND DURATION 

· Starting period 
The intended start date is September, 2019 

· Foreseen finishing period or duration 
The foreseen contract duration is 15 months from the commencement date. The assignment is expected to be completed by December 2020.

· Planning, including the period for notification for placement of the staff as per Article 16.4 a) of the General Conditions

The Contractor shall ensure that all missions be planned in coordination with the EU Delegation Programme Officer  and the Beneficiary Ministry, subject to variations made in coordination with the Contracting Authority and all respective relevant stakeholders.

The indicative timetable of missions is set out under Section 2 above.

Location(s) of assignment: 

Tbilisi, Georgia 

5. REPORTING 

	Name of report
	Content
	Time of submission

	Inception report
	Analysis of existing situation and work plan for the project
	No later than 1 month after the start of implementation

	6-month progress report
	Short description of progress (technical and financial) including problems encountered; planned work for the next 6 months accompanied by an invoice and the expenditure verification report.
	No later than 1 month after the end of each 6-month implementation period.

	Draft final report
	Short description of achievements including problems encountered and recommendations.
	No later than 1 month before the end of the implementation period. 

	Final report
	Short description of achievements including problems encountered and recommendations; a final invoice and the financial report accompanied by the expenditure verification report.
	Within 1 month of receiving comments on the draft final report from the Programme Officer identified in the contract. 



EU Programme officer will provide a feedback to the submitted draft reports in 2-week period.   

· Language
The reports shall be submitted in English; Georgian version of whole reports  shall also be submitted. 

· Number of report(s) copies 
The final version of the reports shall be received by the Contracting Authority in electronic version within 10 days after the approval of the draft version.
No reports or any other related documents may be published or provided to any third party without prior approval by the EU Programme Officer. The reports shall make clear that any opinion expressed therein remain that of the Contractor and does not represent the opinion of the EU.

6. INCIDENTAL EXPENDITURE

Travels: 
· International travel costs: for 14 separate trips (8 missions to Georgia for Team Leader and 6 missions for reproductive legislation expert);

Team Leader (tentative timetable):

Mission – 20.09.2019 – 29.09.2019;
Mission – 20.10.2019 – 19.11.2019;
Mission – 01.02.2020 – 10.02.2020;
Mission – 21.05.2020 – 09.06.2020;
Mission – 01.07.2020 – 20.07.2020;
Mission – 10.09.2020 – 29.09.2020;
Mission – 01.11.2020 – 20.11.2020;	
Mission – 10.12.2020 – 19.12.2020.


Expert of Reproductive Technologies Legislation (tentative timetable):

Mission – 20.09.2019 – 29.09.2019;
Mission – 20.10.2019 – 19.11.2019;
Mission – 01.02.2020 – 10.02.2020;
Mission – 21.05.2020 – 09.06.2020;
Mission – 10.09.2020 – 29.09.2020;
Mission – 01.11.2020 – 20.11.2020;




Translation: 
The number of translated documents could be up to 100, which is could be up to approximately 4000 pages of A4 format.

Workshop(s)/Meetings  -  two workshops/meetings  will be held (see details in required outputs, output 3)
Note that civil servants and other staff of the public administration of the beneficiary country cannot be recruited under this project.

Tax and VAT arrangements

Please note that in Georgia all EU funded projects are exempted from VAT. The Contractor is invited to obtain information from the Contracting Authority concerning relevant procedures well in advance.


7. MONITORING AND EVALUATION

Monitoring and Evaluation of the project will be conducted using the project-specific logframe, to be encoded in the EU projects monitoring system OPSYS. The Contractor should report on the results at impact, outcome and output levels, linked to sources of verification presented in the logframe. Reporting will be carried out through Progress, Interim and Final Reports as laid down in the terms of reference / project description and general conditions. For the better quality of the logframes and indicators, the contractors are encouraged to get familiar with DG NEAR guidelines on Indicators  - P. 45 and the EU Results Framework. Wherever an indicator set out in the project logframe is also reflected in the EU Results Framework, project reporting will also cover it. 

· Definition of possible  indicators (to be agreed during the inception period of the Contract):


· Number of regulatory impact assessment reports prepared in accordance with mutual agreement;
· The number of laws ready for approval by the Parliament, prepared in accordance with the mutual agreement;
· Number of bylaws produced and ready for approval by the GoG in line with the mutually agreed plan;
· Number of SOPs developed and approved by the Beneficiary Ministry in line with the mutually agreed plan;
· Number and % of staff members in needs trained in inspecting transplantation services.
The Contractor shall submit, in the offer, a specific Organization and methodology of maximum 5 pages, which shall follow the standard template.
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Supplier Description Travel Dates Local Currency Exch. Rate  Total Cost in EUR
Mirela Busic

Viare Austral Refum fight Zagreb-stanbul-ThilsT 2170872019 - 0371072070 79662EUR 1,000 79662€

Vije Austral Flight Z‘“Q’e"";:’;‘jl';n‘"s Vienna- - 96/10/2019-47/11/2019 119621 EUR 1,000 119521 €
Total international travel according to incurred costs 907,83 €
Total international travel according to contract 6.800,00 €
Vanja Nikolac Markic

Viare Austral Refum fight Zagreb-stanbul-ThilsT 2170872019 - 0371072070 79662EUR 1,000 79662€

Vije Austral Flight Z‘“Q’e"";:’;‘jl';n‘"s Vienna- - 96/10/2019-47/11/2019 119621 EUR 1,000 119521 €
Total international travel according to incurred costs 199183 €
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Supplier Description Local Currency Exch. Rate Total Cost in EUR

Translation Bureau-Dialog 2006 LTD Translation 172500USD 10935 159579 €
Translation Bureau-Dialog 2006 LTD Translation 10400USD 1,106 9364 €
Translation Bureau-Dialog 2006 LTD Translation 900,00USD 1,106 81037 €
Translation Bureau-Dialog 2006 LTD Translation 157400 EUR 10000 1574.00 €

Total according to incurred costs 2.07381€
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        Draft working agenda for 3 nd   Mission   from 3 nd  to 31 st   May   2020    

Week  Days   (28)  Date   Activities   

Week 1    Sunday   03.0 5 .  Planning and preparatory work for the mission    

Monday  04.05.  Planning and preparatory work for the mission    

Tuesday  05.05.  Assessment on  number of  by -   laws   indicated in new  draft Law proposals and its content that should be  addressed   

Wednesday    06.05.  Drafting the list of  indicated  by - laws   

Thursday  07.05.  C onsultation on administrative/technical issues via  teleconference   with project management team   

Friday  08.05.  Preparatory work for meeting with local expert group   

Saturday    09.05.  Local expert team introductory  teleconference   meeting  (job description and assignments)  

Week 2  Sunday   10 .05.  Drafting by - law   

Monday  11 .05.  Drafting by - law   

Tuesday  12 .05.  Drafting by - law   

Wednesday    13 .05.  Drafting by - law   

Thursday  14 .05.  Preparatory work for meeting with  beneficiary team  

Friday  15 .05.  Consultation   with beneficiary team (MoH) via  teleconference , on work plan s and   the mission ’s  expected outcomes  

Saturday    16 .05.  Teleconference  meeting with local experts   and    exchange of project relevant documentation and   RIA  templates  

Week 3  Sunday   17 .05.  Drafting by - law  

Monday  18 .05.  Drafting by - law   

Tuesday  19 .05.  Drafting by - law   

Wednesday  20 .05.  Drafting by - law   

Thursday  21.05  Drafting by - law   

Friday  22.05  Drafting by - law  

Saturday  23.05.  Debriefing meeting on outputs  (EU experts)  

Week 4  Sunday   24.05.  Drafting by - law   

Monday  25.05  Preparation of the minutes of the meetings and  exchange of documentation and feedback information   with beneficiary team   

Tuesday  26.05.  Drafting by - law   

Wednesday  27.05.  Drafting by - law   

Thursday  28.05.  Drafting by - law   

Friday  29.05.  Drafting by - law   

Saturday  30.05.  Drafting by - law   

Sunday  31.05.  Debriefing meeting on outputs  (EU experts)  
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 Draft working agenda for 3nd Mission from 3nd to 31st May 2020 

		Week

		Days (28)

		Date 

		Activities 



		Week 1



		Sunday 

		03.05.

		Planning and preparatory work for the mission





		

		Monday

		04.05.

		Planning and preparatory work for the mission





		

		Tuesday

		05.05.

		Assessment on number of by- laws indicated in new draft Law proposals and its content that should be addressed 



		

		Wednesday  

		06.05.

		Drafting the list of indicated by-laws 



		

		Thursday

		07.05.

		Consultation on administrative/technical issues via teleconference with project management team 



		

		Friday

		08.05.

		Preparatory work for meeting with local expert group 



		

		Saturday



		09.05.

		Local expert team introductory teleconference meeting (job description and assignments)



		Week 2

		Sunday 

		10.05.

		Drafting by-law 



		

		Monday

		11.05.

		Drafting by-law 



		

		Tuesday

		12.05.

		Drafting by-law 



		

		Wednesday  

		13.05.

		Drafting by-law 



		

		Thursday

		14.05.

		Preparatory work for meeting with beneficiary team



		

		Friday

		15.05.

		Consultation with beneficiary team (MoH) via teleconference, on work plans and the mission’s expected outcomes



		

		Saturday



		16.05.

		Teleconference meeting with local experts and  exchange of project relevant documentation and RIA templates



		Week 3

		Sunday 

		17.05.

		Drafting by-law



		

		Monday

		18.05.

		Drafting by-law 



		

		Tuesday

		19.05.

		Drafting by-law 



		

		Wednesday

		20.05.

		Drafting by-law 



		

		Thursday

		21.05

		Drafting by-law 



		

		Friday

		22.05

		Drafting by-law



		

		Saturday

		23.05.

		Debriefing meeting on outputs  (EU experts)



		Week 4

		Sunday 

		24.05.

		Drafting by-law 



		

		Monday

		25.05

		Preparation of the minutes of the meetings and exchange of documentation and feedback information  with beneficiary team 



		

		Tuesday

		26.05.

		Drafting by-law 



		

		Wednesday

		27.05.

		Drafting by-law 



		

		Thursday

		28.05.

		Drafting by-law 



		

		Friday

		29.05.

		Drafting by-law 



		

		Saturday

		30.05.

		Drafting by-law 



		

		Sunday

		31.05.

		Debriefing meeting on outputs  (EU experts)
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D raft  working  agenda   for  4 th   Mission   from   June 1 st   - 30 th   2020    

Week  Days    Date   Activities   

Week 1    Monday    to    Sunday   Planning and preparatory work for the mission   Drafting mid - term project report    Drafting by - law(s)    

Week 2  Monday  to  Sunday    Finalizing mid - term project report    Drafting by - law (s)   Preparatory work and  teleconference  meeting  with  local experts team , addressing the topic of   RIA  methodology and nomotecnic    

Week 3  Monday     To S unday   Drafting by - law(s)     Preparatory work  for the  meeting with    beneficiary team      Debriefing meeting (s)   with beneficiary team (MoH) via  teleconference , on   internal consultation process and its  outcomes      

Week 4  Monday   To Sunday   Analysis of feedback information on the drafts law  proposals in  consultation with beneficiary and its expert  team    
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Draft working agenda for 4th Mission from June 1st -30th 2020 

		Week

		Days 

		Date 

		Activities 



		Week 1



		Monday  to  Sunday

		

		Planning and preparatory work for the mission

Drafting mid-term project report 

Drafting by-law(s)





		Week 2

		Monday  to Sunday 

		

		Finalizing mid-term project report 

Drafting by-law(s)

Preparatory work and teleconference meeting with local experts team, addressing the topic of RIA methodology and nomotecnic





		Week 3

		Monday

 To Sunday

		

		Drafting by-law(s)



Preparatory work for the meeting with 

beneficiary team 



Debriefing meeting(s) with beneficiary team (MoH) via teleconference, on internal consultation process and its outcomes







		Week 4

		Monday

To Sunday

		

		Analysis of feedback information on the drafts law proposals in consultation with beneficiary and its expert team
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Week 1    Monday    to    Sunday   Planning and preparatory work for the mission   Drafting mid - term project report    Drafting by - law(s)    
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FRAMEWORK FOR RIA PROCESS   (MAR)    

General information on the  initiative and responsible  ministry  Within the framework of the relation of Georgia with the European union and the harmonisation  of the EU acquis t he regulation   in the MAR field   has to be set up  according to the  requirement s   of the  following  EU Tissue s and Cells Directives:   1.   Commission Directive 2006/17/EC regarding certain technical requirements for the  donation, procurement and testing of human tissues and cells   2.   Commission Direc tive 2006/86/EC concerning traceability requirements, notification of  serious adverse reactions and events, additional technical requirements for the coding,  processing, preservation, storage and distribution of human tissues and cells   3.   Commission Directive   2015/565 amending Directive 2006/86/EC as regards certain  technical requirements for the coding of human tissues and cells   4.   Commission Directive 2015/566 implementing Directive 2004/23/EC concerns the  procedures for verifying the equivalent standards of qu ality and safety of imported tissues  and cells.   5.   Commission Decisions 2010/453/EC and Commission Directive 2012/39/EU, as well as  Commission Decision C(2015) 4460Search for available translations of the preceding  link••• address some further specific aspect s.    

Problem definition    The health service within the MAR field in  the  Republic of Georgia is not regulated   by neither  national legislation nor by transposition of EU Directives although MAR activities are performed  on a regular basis in a significant number of health institution.    There is no competent authority clearly responsible and dedicated to authorisati on and  supervision of the activities in the MAR field.   The register/compendium of MAR performing institutions doesn’t exist.  
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Framework for RIA Process (MAR)



		General information on the initiative and responsible ministry

		Within the framework of the relation of Georgia with the European union and the harmonisation of the EU acquis the regulation in the MAR field has to be set up according to the requirements of the following EU Tissues and Cells Directives:

1. Commission Directive 2006/17/EC regarding certain technical requirements for the donation, procurement and testing of human tissues and cells

2. Commission Directive 2006/86/EC concerning traceability requirements, notification of serious adverse reactions and events, additional technical requirements for the coding, processing, preservation, storage and distribution of human tissues and cells

3. Commission Directive 2015/565 amending Directive 2006/86/EC as regards certain technical requirements for the coding of human tissues and cells

4. Commission Directive 2015/566 implementing Directive 2004/23/EC concerns the procedures for verifying the equivalent standards of quality and safety of imported tissues and cells.

5. Commission Decisions 2010/453/EC and Commission Directive 2012/39/EU, as well as Commission Decision C(2015) 4460Search for available translations of the preceding link••• address some further specific aspects.





		Problem definition

		

The health service within the MAR field in the Republic of Georgia is not regulated by neither national legislation nor by transposition of EU Directives although MAR activities are performed on a regular basis in a significant number of health institution. 

There is no competent authority clearly responsible and dedicated to authorisation and supervision of the activities in the MAR field.

The register/compendium of MAR performing institutions doesn’t exist.

MAR is the service within the public health. Conducting MAR activities inconsistent to the current good practice can possibly endanger public health mainly through transmission of blood transmitted diseases, transmission of hereditary diseases, causing infections from contamination etc.

 



		No-action option (baseline scenario)

		

This option means retaining the non-regulated status of the activities.  

It would continue threatening public health.





		Objectives

		

General objective 

Assurance of the public health providing access to the MAR service meeting EU accepted quality and safety standards.

	

Specific objectives:

1. protecting donors and gestational carriers assured through the setting of the requirements for the information delivered to the donor, assessment of the donors’ eligibility and follow up



2. increasing MAR success rate through the implementation of the contemporary approach to the techniques



3. bringing transparency to rights for access to MAR



4. standardising the quality and safety of the MAR service countrywide





		Options’ identification

		

Considering that solution has to cover mandatory authorisation of the health institutions and official inspection against ethical and technical requirements the only option for the achievement of the objective is to establish set of regulation of the MAR field.





		Impact characterisation



		Economic impact

1. Policy changes will have direct economic impact on public administration. It will increase budgetary consumption. 

2. It is not possible to decide if there will be economic impact on business due to the lack of data on number of clinics performing activities and their condition.



Social impact

Policy changes will have direct impact on health and safety of beneficiaries of MAR



Environmental impact

Policy changes will have no impact on the state of the environment.





		Impact assessment



		Economic impact

1. Regulation will increase administrative burdens on clinics performing MAR due to the obligations of reporting their activities to the competent authority and due to the requirement of periodical renewal of the authorisation

2. Regulation will also increase budgetary consumption due to the requirement on establishing national authorisation and inspection body or significant reorganisation of the existing public authority. It will increase of governmental expenditure immediately due to the costs of establishing competent authority, employment of the personnel, equipping and initial training of the personnel.

3. Additionally it will increase  governmental expenditure on a long run due to the costs of personnel salaries, costs of continuous training and costs of conducting the inspections

4. It will increase governmental administrative due to the implementation of additional procedures related to the authorisation and inspection of the MAR clinics.



Social impact

1. Policy changes will impact public health and safety. It increases quality and safety of the reproductive cells and tissues, as well as protection of the donors and gestational carriers due to implementation of principles of voluntary unpaid donation and validated good practice.

2. Regulation will assure transparent access to the MAR services 





		Options’ comparison

		

Because only one option - regulation of the activities, meets criteria  for solving identified problem options’ comparison procedure is not applicable.





		Monitoring and Implementation plan

(for preferred option)

		The Act is  foreseen to be presented to the Parliament for the adoption (date?).  

Along the finalisation of the draft Act proposal a range of secondary legislation (by-laws) covering technical issues will be drafted. 

For the complete legislation set it is foreseen to be finalised (date?).  

The transitional period for the implementation of the regulation’s  requirements will be 18 months.

The established MAR competent authority will  monitor developments in the field.



		Public consultation process

		Prior to public consultation it is recommended to organise professional committee to carry on inquiry on the regulation impact and to bring put the conclusions.



It is recommended to carry out public consultation to strengthen public confidence in the development and use of medically assisted reproduction technologies through efficient regulatory measures.

The regulation should content important issues of public interest including, but not limited to: 

-voluntary unpaid donation

-different groups’ access to MAR

-handling oocytes and embryos

-gestational carriers’ position

-cross border service.

Wide range of stakeholders should be included; future authorisation holders, patients' representatives, professional bodies and individual members of the public. 



Data gathered from the public consultations should be independently analysed and report summarising the responses and results of the consultation should be prepared and document should be published reflecting realistically, quantitatively, public perception and attitudes on complex MAR issues.





		Accreditation

(RIA “sign-off”)

		Declaration and signature of the responsible person
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FRAMEWORK FOR RIA PROCESS   (TISSUES AND CELLS)    

General information on the  initiative and responsible ministry  Within the framework of the relation of Georgia with the European union and the harmonisation of the EU  acquis t he regulation   in the field   of  tissue and cells   has to be set up  according to the  requirement s   of the  following  EU Tissue s and Cells Directives:   1.   Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on setting  standards of quality and safet y for the donation, procurement, testing, processing, preservation,  storage and distribution of human tissues and cells   2.   Commission Directive 2006/17/EC regarding certain technical requirements for the donation,  procurement and testing of human tissues and  cells   3.   Commission Directive 2006/86/EC concerning traceability requirements, notification of serious  adverse reactions and events, additional technical requirements for the coding, processing,  preservation, storage and distribution of human tissues and cell s   4.   Commission Directive 2015/565 amending Directive 2006/86/EC as regards certain technical  requirements for the coding of human tissues and cells   5.   Commission Directive 2015/566 implementing Directive 2004/23/EC concerns the procedures for  verifying the equi valent standards of quality and safety of imported tissues and cells.   6.   Commission Decisions 2010/453/EC and Commission Directive 2012/39/EU, as well as  Commission Decision C   (2015) 4460   Search for available translations of the preceding link•••  address some   further specific aspects.    

Problem definition    The availability of h uman tissues and cells used for  therap eutic purposes is dependent on Georgian  citizens  who are prepared to donate them. In order to safeguard public health and to prevent the  transmission of   infectious diseases by thes e tissues and cells, all safety  measures need to be taken during their donation,   procurement , testing, pro cessing, preservation, storage,  distribution and use.    
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Framework for RIA Process (TISSUES AND CELLS)



		General information on the initiative and responsible ministry

		Within the framework of the relation of Georgia with the European union and the harmonisation of the EU acquis the regulation in the field of tissue and cells has to be set up according to the requirements of the following EU Tissues and Cells Directives:

1. Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells

2. Commission Directive 2006/17/EC regarding certain technical requirements for the donation, procurement and testing of human tissues and cells

3. Commission Directive 2006/86/EC concerning traceability requirements, notification of serious adverse reactions and events, additional technical requirements for the coding, processing, preservation, storage and distribution of human tissues and cells

4. Commission Directive 2015/565 amending Directive 2006/86/EC as regards certain technical requirements for the coding of human tissues and cells

5. Commission Directive 2015/566 implementing Directive 2004/23/EC concerns the procedures for verifying the equivalent standards of quality and safety of imported tissues and cells.

6. Commission Decisions 2010/453/EC and Commission Directive 2012/39/EU, as well as Commission Decision C (2015) 4460 Search for available translations of the preceding link••• address some further specific aspects.





		Problem definition

		

The availability of human tissues and cells used for therapeutic purposes is dependent on Georgian citizens who are prepared to donate them. In order to safeguard public health and to prevent the transmission of

infectious diseases by these tissues and cells, all safety measures need to be taken during their donation,

procurement, testing, processing, preservation, storage, distribution and use.





It is essential ensure that human tissues and cells, whatever their intended use, are of comparable quality and safety, and to reassure that human tissues and cells that are procured or/and imported from another countries carry the same guarantees as those in the own country.



The health service within the field of tissues and cells in the Republic of Georgia is currently regulated by national legislation under the common framework with human organs (Law of Georgia on human organ transplant No 3393 of 23 June 2006 - LHG I, No 26, 14.7.2006, Art. 214). 



The current law is only partially harmonised with EU Tissues and Cells Directives requirements although tissue and cells activities are performed in a significant number of tissue establishments. 

There is no proper system for authorisation and supervision of the tissues establishment activities. The register/compendium of Tissues establishment doesn’t exist. There is no vigilance system in place for notification on serious adverse events/reactions.  



Conducting tissue and cells activities inconsistent to the current good practice can possibly endanger public health mainly through transmission of blood transmitted diseases, causing infections from contamination etc.



		No-action option (baseline scenario)

		This option means retaining the partially regulated status of the activities.  

It would continue threatening public health.



		Objectives

		General objective 

Lay down EU standards of quality and safety for human tissues and cells intended for human applications.

Assurance of the public health providing sufficient supply of tissues and cells for medical treatments (human application).



Specific objectives:

1. promoting voluntary and unpaid tissue and cell donations 

2. protecting donors and recipients assured through the setting of the requirements for the information delivered to the donor assessment of the donors’ eligibility and follow up

3. ensure that appropriate control measures are in place for the procurement of human tissues

4. ensure that system is in place for Notification and management of serious adverse events and reactions

5. ensure traceability of tissues and cells from donation to application   

6. ensure common quality and safety standards of tissues and cells, countrywide



		Options’ identification

		

1. Amendment and Changes of the current Law of Georgia on human organ transplant No 3393 of 23 June 2006  



2. Adoption of the new Law on tissue and cells, separated from the organs (different directives requirements)





		Impact characterisation



		Economic impact

1. Policy changes will have direct economic impact on public administration. It will increase budgetary consumption. 

2. It is not possible to decide if there will be economic impact on business due to the lack of data on number of clinics performing activities and their condition.



Social impact

Policy changes will have direct impact on health and safety of beneficiaries of tissues and cells



Environmental impact

Policy changes will have no impact on the state of the environment.





		Impact assessment



		Economic impact

1. Regulation will increase administrative burdens on Tissues establishments due to the obligations of reporting their activities to the competent authority and due to the requirement of periodical renewal of the authorisation

2. Regulation will also increase budgetary consumption due to the requirement on establishing national authorisation and inspection body or significant reorganisation of the existing public authority. It will increase of governmental expenditure immediately due to the costs of establishing competent authority, employment of the personnel, equipping and initial training of the personnel.

3. Additionally it will increase  governmental expenditure on a long run due to the costs of personnel salaries, costs of continuous training and costs of conducting the inspections

4. It will increase governmental administrative due to the implementation of additional procedures related to the authorisation and inspection of the Tissue establishments.



Social impact

Policy changes will impact public health and safety. It increases quality and safety of the cells and tissues, as well as protection of the donors and recipients due to implementation of validated good practice.





		Options’ comparison

		There is a substantial difference in the EU technical requirements for tissues and cells then requirements for the human organ fields. Therefore harmonisation of the national legislation with EU Directives would be difficult achieve by amending and changing the current law.



		Monitoring and Implementation plan

(for preferred option)

		The Act is foreseen to be presented to the Parliament for the adoption   

Along the finalisation of the draft Act proposal a range of secondary legislation (by-laws) covering technical issues will be drafted. 

For the complete legislation set it is foreseen to be finalised  

The transitional period for the implementation of the regulation’s  requirements will be 18 months.

The established competent authority will monitor developments in the field.



		Public consultation process

		Prior to public consultation it is recommended to organise professional committee to carry on inquiry on the regulation impact and to bring put the conclusions.



It is recommended to carry out public consultation to strengthen public confidence in the ethical principles safeguard procedures and equal access to the tissues and cells for therapeutic use, through efficient regulatory measures.

The regulation should content important issues of public interest including, but not limited to: 

-voluntary unpaid donation

-different groups’ access to Tissues &cells

-handling tissues and cells

-cross border service.



Wide range of stakeholders should be included; future authorisation holders, patients' representatives, professional bodies and individual members of the public. 



Data gathered from the public consultations should be independently analysed and report summarising the responses and results of the consultation should be prepared and document should be published reflecting realistically, quantitatively, public perception and attitudes on tissues and cells donation and demand.



		Accreditation

(RIA “sign-off”)

		Declaration and signature of the responsible person
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