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THE EFRETOS PROJECT

EFRETOS is a 2-year project funded under the Public 
Health Program of the European Commission. 
The general objective of this project is to provide 
a common definition of terms and methodology to 
evaluate the results of organ transplantation, 
by promoting a European registry on transplant 
outcomes, building on the currently operational 
or future national and regional registries.
This project will allow a comprehensive view on the 
quality and safety in solid organ transplantation in 
Europe, will gauge actual versus expected outcome 
and evaluate best practices to promote the health and 
safety standards in all member states. The registry 
would allow to have a tool for evaluating outcomes of 
the use of expanded criteria donors or even new 
treatment methods and drugs.  

SPECIFIC OBJECTIVES

To achieve the general objective the main actions are: 
developing a common data dictionary, defining a 
methodology and delineating legal, functional and 
technical requirements for registry management. 
Furthermore a safety management program closely 
monitoring risks associated with the use of special 
categories of donors will be designed. Finally, a 
quality assurance procedure is to be described. 
Specific objectives of the project include:

The design of the specifications of the European 
registry;

The agreement on common definitions of terms 
and methodology to evaluate the results of 
transplantation across Europe;

The promotion of a registry or network of registries 
on the follow-up of organ recipients;

To monitor health of patients who have undergone 
transplantation of organs;

To set up a quality assurance system for obtaining 
high quality data on transplantation outcomes

TASK 1: Development of data dictionary

The aim of this task is to develop a data dictionary 
with clear definitions of all the variables to be included 
in the registry that all partners (current registries) in 
Europe can agree on as being the best possible. For 
this task: 
A complete overview of all variables and data 
definitions  currently used by organizations in Europe 
will be constructed; 

Groups of European experts in the transplantation 
field will be set up for the different organs;

A required "minimum" and optional "expanded" data 
set of variables to be recommended for collection in 
the registry will be proposed by the experts and 
decided upon by the consortium 

The data dictionary will describe individual variables 
and define the data set that will allow risk-benefit 
analyses in organ donation and transplantation. 

Building on the outcome of the overview and 
recommendations described under the first task, 
existing definitions will be discussed and, if 
acceptable, confirmed. 

TASK 2: Methods and legal and technical 
requirements

The objective of this second task is twofold: to 
develop methods for analyzing outcomes on organ 
transplantations and to propose an organizational 
structure and legal, functional and technical 
requirements for this future registry of registries. 
Once a common data set and method of analysis 
have been agreed, data for individual countries will be 
obtained where possible. This will be done in 
compliance with all data protection and confidentiality 
frameworks, and in particular shall not involve the 
transmission of person identifiable information.

TASK 3: Safety management

The objective of this task is to develop a common 
safety management procedure. Specific objectives 
are: 

to review the current available information on 
criteria applied to transplanted organs from 
donors with specific conditions in the participating 
European countries, the technical conditions 
required, the legal issues, as well as on the 
risks/problems related to their use; 

to provide a set of recommendations on the use 
of such organs; 

to develop recommendations for a harmonized 
system for organ vigilance in organ 
transplantation, incorporating legal, functional 
and technical requirements for the management 
of this system (broad European level)

TASK 4: Quality assurance

The objective of this last task is to set up a quality 
assurance system for obtaining high quality data on 
transplantation outcomes. 
A consensus document identifying an agreed 
quality assurance methodology will be worked out 
for a best practice of quality assurance of transplant 
outcome, data collection, production pathways and 
auditing methods. 
The definition of quality indicators for organ 
transplantation is a prerequisite for increasing 
quality of health in this field. Ensuring the quality of 
data that are used for assessing transplant 
outcome is pivotal in this process, as quality 
assurance of registry data allows comparative 
analysis. 
This work will finally lead to a common shared 
methodology for assessing the quality of 
post-transplant outcome, the validation of these 
data sources and their handling. 
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