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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

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 assasement (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 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
, their timeframes, working meetings:
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 team work  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 will be about 200, which is approximately 8000 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
An agreement between the European Union and Georgia exonerates VAT incurred under the Contract. The Contracting Authority shall provide the Contractor with a letter allowing for such exoneration in the course of the Contract execution. 

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 Organisation and methodology of maximum 5 pages, which shall follow the standard template.
� 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.


� Number of missions per expert differs from number of output related  missions due to the need of involvement of experts into elaboration of outputs 


� The European Union pursues an equal opportunities policy. Gender balance in the proposed team, at both administrative/secretarial and decision-making levels, is highly recommended. 
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