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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  hemodyalisis  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 hemodialysis  in  three medical facilities,  currently 3 212 patients are benefiting from hemodialysis 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). There has been made an announcement regarding European Commission Technical Assistance and Information Exchange Instrument (TAIEX) (2ND Quarter of 2018), within which the first expert mission has been held on 1-5 October, 2018. Within the framework of this mission an expert prepared recommendations (19.10.2018) 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”. 

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

Development of  two above mentioned laws (“The Law of Organ Transplantation” and “The Law of Tissue and Cell Transplantation”) is anticipated  by  May 2019. Additional assistance from  TAIEX for  revising the draft and its finalization based on external review is 
expected. In addition, the Beneficiary Ministry plans to initiate the technical process for drafting the law on Reproductive Technologies. 

Submission of the two  draft laws on “Organ Transplantation” and "Tissues and Cell Transplantation" to the Parliament of Georgia is provisionally planned  by 1st  2019 September and of the draft Law on "Reproductive Technologie"  by 1st  November , 2019.

2. DESCRIPTION OF THE ASSIGNMENT

· Global objective 
The global objective of this assignment is to provide support to the Beneficiary Ministry in 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 in preparation for further  adoption of basis of subordinate acts (bylaws) compatible with the 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 the Beneficiary Ministry in developing bylaws, standard operating procedures (SOPs) and national guidelines to ensure implementation of the new legislative framework to be adopted by the GoG by the end of 2019. In addition the Contract 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. Technical assistance to the National Transplantation Council (established at the Beneficiary Ministry) in developing a package of bylaws, SOPs and guidelines for implementation of the Georgian Laws on "Organ Transplantation", "Tissue and Cell Transplantation", "Reproductive Technologies". 

Benchmark: The report, describing the need for preparation of subordinate legislation (list and reasoning) and recommendations on their content deriving from the legislation, is prepared.

1.2. Preparation and approval of the draft subordinate normative acts. 

The experts shall facilitate the development and coordination process with  respective  stakeholders  until the normative acts approval. 

Benchmark: Draft bylaws identified in the report under activity 

1.3. Preparation of guidelines in the field of organ, tissue and cell transplantation, as well as preparation of tools for effective functioning of the services involved in the transplantation (units of the Ministry, medical service providers)

The experts shall be involved in the guidelines preparation and consultation with respective stakeholders 

Benchmark: ?   

1.4. Establishment of the organ, tissue and cell transplantation data base and registry. 

Technical assistance to the Beneficiary Ministry in defining key features and functional requirements for the national transplantation database and relevant registries. Options for establishing international partnership with the International Registry with Organ Transplantation and Donation should be elaborated and discussed with the Beneficiary Ministry.  

Benchmark: The information system (database and registries) requirements are defined; The software developed and implementation launched. 

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 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 and guidelines for the work of the Regulatory Agency Inspectorate;

The experts shall be involved in preparation 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 responsible for the 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.

2.3. Implementation of the study visit for the Inspectorate with the purpose of introducing the European system of inspection in 
the field of organ, tissue and cell transplantation;

Method: Not less than 5 days study visit will be conducted for the purpose of sharing the experience of the European Union in the field of Inspection for 4 Persons;

Benchmark: A study visit delivered. Study visit report drafted;  

Resources: Study visit costs (Flights + Per Diem).

2.4. Start the pilot project of inspection in the provider facilities of organ, tissue and cell transplantation services and prepare recommendations based on the results, including the implementation of amendments in the relevant documents.

The Contractor's experts together  with  the Beneficiary Ministry will select the provider facilities of organ, tissue and cell transplantation services  (not less than 5), where pilot inspections will be performed. Important to note that inspection of service suppliers involved in the pilot project will be initiated by the Beneficiary Ministry and its subordinated Agency. After taking into account the inspection results, the partner should prepare recommendations to eliminate the shortcomings found in the inspection process.

Benchmark: Report on implementation of pilot project inspection and relevant recommendations;

2.5. Improvement of the inspection process in accordance with the recommendations prepared based on the pilot project.

Expert shall prepare  recommendations based on the pilot project and  the relevant departments  enabling  the beneficiary Ministry to carry out activities in order to ensure the improvement of inspection process, including improvement of legislation and guidelines / instructions, improvement of administration mechanisms, additional preparation of inspectors, etc..

Benchmark: Report on improvement of the inspection process based on the pilot results;

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.  Bylaws that are compatible with EU Directives in the field of organ, tissue and cell transplantation have been prepared and approved; Tools that provide effective implementation are developed.
To define the number of possible missions, their timeframes, working meetings, 

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.
To define the number of possible missions, their timeframes 

· Language of the Specific Contract
English
3. EXPERTS PROFILE  or EXPERTISE REQUIRED
· Number of requested experts
 per category and number of man-days per expert or per category
· Number of requested experts per category and number of work days per expert
I recommend to use category II experts: 

"Category II

- Qualifications and skills: Education at least Master's Degree or, in its absence, equivalent professional experience. The Specific ToR will further define the required education sector and type and duration of the equivalent experience (equivalent experience which must be above the general professional experience duration fixed below);

- General professional experience: At least 6 years' experience in the sector(s) related to the lot;

- Specific professional experience: The technical skills required shall be specified in the Specific ToR;

- Soft skills: If required, the soft skills (e.g. facilitation and communication skills) will be specified in the Specific ToR;

- Language skills: The language skills required for each assignment will be specified in the Specific ToR."  - The average fee rate for this category is 1015,50
	Input

	Category
	Min. work days

	- team leader 

	2

	Define working  days (of which at least (XX) days in Georgia), XX  missions

	  - Legal expert 
	2

	Define work days (of which at least XXX days in Georgia), XXX missions


· Profile per expert or expertise required:

- Category and duration of equivalent experience

- Education
- Experience 

- Language skills – please adjust according to requirements  . Pealse note that this is a fee based Contract. 
< Guidance notes on expert profile or expertise required:
The skills required may be expressed in terms of expert profile or expertise required for the team. It may include professional technical skills, team management skills, communication skills, and/or language skills as appropriate. It is recommended to be as clear as possible to guarantee a fair technical evaluation. Remember to set the scores in the evaluation grid accordingly. It is strongly recommended that the precise time inputs of the experts be left to the discretion of the FWC’rs for global price contracts. However, when appropriate, it is possible to provide the Contractor the  absolute minima (in terms of time input) for a specific expert contribution (e.g. min 50 working days of Cat 2 expert).
When deciding on the profiles, equal access must be guaranteed and that they do not create unjustified obstacles to competitive tendering. Furthermore, the profiles should be clear and non-discriminatory. As an example, "local expertise" may be required but not a "local expert" (i.e. a national/resident of a country). Remember that participation is open on equal terms to all eligible persons. 

The profile of the "ideal expert" should not be described as it sets the threshold for acceptance of the offer. Due consideration should be taken to the real minimum requirements and the existence of such experts on the market when choosing the criteria. The criteria should be as broad as possible. Quantifiable criteria should be drafted with vigilance.
Please specify carefully what minimum requirement is and what preferred requirement is. It should be born in mind that in case an expert does not meet the minimum requirements he/she should be rejected. This has the consequence that the entire offer is rejected. 

Consider carefully the possible consequences of the drafting of the profiles as the more precise and challenging the profiles are the fewer experts will meet the minimum requirements and the result is that competition will be restricted.
Guidance notes on expert inputs (Fee based contracts only)
1) Working days: performance of the Specific Contract (and therefore payment) is based on working days only, recorded in timesheets. Please see the Global Financial Offer with its footnotes. 
2) The Global fee rates (expert and management) being all-inclusive, the only exception is the exhaustively defined incidental expenditure items in the Budget Breakdown: (1) travel costs; (2) per diems; (3) other reimbursable costs identified in the Budget Breakdown.

It is important to exactly establish in the Specific ToR how many times each expert is to be mobilised to various destinations, and for how many working days over which period.
· Management team member presence required or not for briefing and/or debriefing

4. LOCATION AND DURATION 

· Starting period 
The intended start date is November, 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 February 2021.
· 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 project manager  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 – please adjust if equired 
	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 project manager identified in the contract.


· Language
The  reports shall be submitted in English; an executive summary of the approved version of the assessment reports shall also be submitted in Georgian  - please  adjust if  Georgian version of the  whole reports is required. 

· Number of report(s) copies 
The final version of the reports shall be received by the Contracting Authority in electronic version and two hard copies 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
Logistical support: 

At least 1 interpreter/assistant for the duration of the substantive work of the assignment. Due to the nature of the assignment the interpreter need to be highly qualified specialist, aware of the specific terminology and practice and relevant to the assignment. Salary in line with Georgian market rates should be foreseen and the professional capacity of the assistant should be confirmed by a CV. 

Travels: 

· International travel costs for XXX separate trips (XX missions to Georgia for each expert);

Translation: 

Please indicate possible volume  of documents to be translated  (if required)   (approximately A4 format 2000 pages from Georgian to English) necessary for the proper implementation of the assignment.

Workshop(s, )if needed:  please indicate number  of  people (venue and refreshment costs, invitation, interpretation, printing of material). 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.  

Per diem may not exceed the per diem rate for Georgia  published  on the website:   http://ec.europa.eu/europeaid/funding/about-calls-tender/procedures-and-practical-guide-prag/diems_en -  in force at the time of contract signature. 
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. 

· the need to accompany the final invoice with an expenditure verification report; if so, the amount of the provision for the expenditure verification. Delete if expenditure verification report is not requested.

7. MONITORING AND EVALUATION

· Definition of indicators
· Number of bylaws produced and approved by the GoG in line with the mutually agreed plan;

· Number of SOPs developed and approved by the GoG in line with the mutually agreed plan;

· Number and % of staff members in needs trained in inspecting transplantation services;

· The national transplantation database and registries established; 

· Number of % of staff members in need trained in the transplantation database and the registries. 

The Contractor shall submit, in the offer, a specific Organisation and methodology of maximum 5 pages, which shall follow the standard template.
� The global and specific objectives shall clarify that all EU funded actions must promote the cross-cutting objectives of the EC: environment and climate change, rights based approach, persons with disability, indigenous peoples and gender equality.


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





�It shit already negotiated and agreed with TAIEX team? 


�This Study visit may not be feasible due to the limited funds – up to € 300000 


�To check with C & F section 





Annex VII b


