
E-Mail karger@karger.com

 Policy Statement 

 Public Health Genomics 2015;18:318–320 
 DOI: 10.1159/000435852 

 European Reference Networks and 
Guideline Development and Use: 
Challenges and Opportunities 

 Cristina Morciano    a     Paola Laricchiuta    a     Domenica Taruscio    a     
Holger Schünemann    b  

  a    Centro Nazionale Malattie Rare, Istituto Superiore di Sanità,  Rome , Italy;  b    Department of Clinical Epidemiology and 
Biostatistics, McMaster University,  Hamilton, Ont. , Canada

 

guideline production across countries. Finally, they could 
promote the establishment of new research governance 
based on systematically identified research gaps and priori-
tized as well as communicated research recommendations. 
 Conclusion:  Member States are at a decisive point in estab-
lishing the details to ensure the transparent and effective 
functioning of ERNs. Producing explicit plans for the devel-
opment and use of trustworthy guidelines should be an es-
sential part of this effort.  © 2015 S. Karger AG, Basel 

 Introduction 

 The Directive 2011/24/EU is intended to provide a le-
gal framework within the European Union (EU) to fa-
cilitate cross-border care  [1] . Article 12 requires the Eu-
ropean Commission to support the Member States in
the establishment of the European reference networks 
(ERNs). ERNs should facilitate the cooperation at the EU 
level in particular medical domains with a focus on areas 
where expertise is scarce, facilitating the access to diagno-
sis and to high-quality health care, especially in the rare 
disease area. As such, the establishment of ERNs appears 
to have been the most important European cooperative 
initiative for decades. 
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 Abstract 

  Background:  The Directive 2011/24/EU [OJEU 2011, L88/45] 
on the application of patient rights in cross-border health 
care requires the European Commission to support Member 
States in the development of European reference networks 
(ERNs). These ERNs are meant to ease the access of patients 
to highly specialized health care and to facilitate the co-
operation at the European Union level in particular medical 
domains where expertise is scarce, especially in the rare dis-
ease area.  Methods:  The Directive 2011/24/EU [OJEU 2011, 
L88/45] and the recent Commission Delegated Decision 
[OJEU 2014, L147/71] as well as the Implementing Decision 
[OJEU 2014, L147/79] require ERNs and health care providers 
wishing to join ERNs to have the capacity of developing 
good practices guidelines.  Results:  This provision results in 
a number of challenges but also opportunities for Member 
States with respect to guideline production. Member States 
could consider the importance of devoting resources to 
build efficient systems and capacities for the development 
and implementation of trustworthy guidelines. Further-
more, they could adopt a cooperative approach to optimize 
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  However, the Directive 2011/24/EU [point (iii) of Art. 
12(4)(a)] and the more recent Commission Delegated 
Decision 2014/286/EU  [2]  and Commission Implement-
ing Decision 2014/287/EU  [3]  require that ERNs and 
health care providers wishing to join ERNs should have 
the capacity to develop good practice guidelines. This will 
pose challenges but also offer many opportunities to the 
Member States, which are discussed below.

  Discussion 

 First, guideline production and implementation in the 
EU is far from satisfactory. Few countries have well-es-
tablished systems in place sustained by national or local 
regulations that provide mechanisms for quality assur-
ance, implementation and use of clinical guidelines. 
Many countries still rely on sporadic initiatives based on 
unclear processes, others lack the capacity for evidence-
based guideline development or, even if they have the ca-
pacity, they lack a coordination of a central agency  [4] .

  For these countries, the implementation of the Direc-
tive and the constitution of ERNs would be an excellent 
opportunity for (i) considering the importance of devot-
ing resources to build an efficient system for developing 
and implementing guidelines, and (ii) ascertaining the 
actual capacity of health care providers for producing 
trustworthy guidelines according to international stan-
dards, especially of those wishing to join ERNs. 

  Second, it is unclear who and what structure will sup-
port ERNs in the production of guidelines. For instance, 
will ERNs pursue a cooperative approach aimed at shar-
ing expertise, infrastructures and personnel, and at har-
monizing their methodologies towards a ‘cross-border 
guideline production’?

  Although the cooperation across countries could opti-
mize guideline production work and ameliorate quality 
assurance practices  [5] , as of yet and except for profes-
sional societies, there are no examples of sustained struc-
tures at the European level.

  ERNs can be an opportunity for changing this and for 
initiating processes to establish European structures of 
cooperation in producing guidelines. Shifting away 
from a national or regional isolationism, this could lead 
to more equitable care across countries and a wider ac-
cess for patients to care. This cooperation could be also 
initially triggered by the need of developing cross-bor-
der care pathways (as requested by the Directive) to as-
sure a safe and well-functioning cross-border patient 
mobility.

  Third, it is unclear what procedures ERNs will estab-
lish to identify and fill research gaps as requested by the 
Directive. The lack of explicit mechanisms for biomedical 
and research prioritization is an issue that has been con-
sidered many times, heightening the need for a new re-
search governance strategy that increases the transpar-
ency of the process, meets the need of research users and 
starts from the awareness of the ongoing research and all 
published evidence  [6, 7] .

  Given the substantial momentum behind the constitu-
tion of ERNs, there is the opportunity to devise such new 
research governance. This could be facilitated if ERNs 
would consider guideline development processes to sys-
tematically identify research gaps and formulate, pri-
oritize as well as properly communicate research rec-
ommendations to researchers and research funders. Ad-
vantages of this would arise not only from a greater 
transparency of the guideline process but also from a 
greater efficiency of the research machinery.

  Interesting insights and useful tools to tackle the chal-
lenges outlined here and to take advantage of the oppor-
tunities behind them could come from the work of Euro-
pean-funded projects such as (i) the GRADE working 
group’s EU-funded DECIDE project, aimed at develop-
ing strategies to improve the communication of evidence-
based recommendations  [8] , (ii) the RARE-Bestpractices 
project  [9] , which is focused on facilitating the knowledge 
exchange on guidelines on rare diseases and (iii) the 
COMET initiative, set up to try to improve the usefulness 
of outcomes in research  [10] . 

  Conclusions 

 Member States are at a decisive point in establishing 
the details of the organizational structure of ERNs to sup-
port a range of activities where cooperation could yield 
significant benefit to European citizens. Producing ex-
plicit plans for the development and use of trustworthy 
guidelines should be an essential part of this effort, taking 
into account the existing work done within the frame-
work of European initiatives.
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