European Commission - Public Health (15-03-2016)

http://ec.europa.eu/dgs/health_food-safety/dyna/enews/enews.cfm?al_id=1673

Call for interest for European Reference Networks launched today
A call for highly specialised healthcare providers to establish European Reference Networks (ERNs) has opened today, and will run until 21 June 2016. All relevant information and documents are available on the dedicated web page.

DG SANTE is organising an info day on 7 April 2016 to help candidates with the technicalities of the call for interest for ERNs and call for grants. The event will take place in Brussels on 7 April 2016. As places are limited and priority will be given to potential candidates, interested stakeholders are invited to follow the event online. The web streaming link will be announced on the event’s web page at the beginning of April.

· For more information see our FAQ and leaflet on ERNs.

CALL FOR APPLICATIONS

http://ec.europa.eu/health/ern/implementation/call/index_en.htm
CALL FOR APPLICATIONS WITHOUT A GRANT

http://ec.europa.eu/health/ern/implementation/call/without_grants_en.htm
TECHNICAL TOOLBOX AND APPLICATION FORMS

 Supportive documents 

· CHAFEA website

· FAQs on ERNs 

· Draft versions of supportive documents regarding the assessment process:

1. Description and procedures
(2 MB) 

2. Toolbox
(2 MB) (applications, checklist, etc.)

3. Operational criteria for Networks
(897 KB) 

4. Operational Criteria for Healthcare providers
(2 MB) 

5. Application Form for Networks
(2 MB) 

6. Application Form for Healthcare Providers
(2 MB) 

7. Self-assessment for Networks
(3 MB) 

8. Self-assessment for Healthcare providers
(3 MB) 

9. Sample Letter of National Endorsement for Healthcare Providers
(448 KB) 

· SANTE-ERN@ec.europa.eu 

  pdf

amt_technicaltoolbox_en
ec.europa.eu/health/ern/docs/amt_technicaltoolbox_en.pdf
08 Mar 2016 - 

  active pdf

Application_Form_Network
ec.europa.eu/health/ern/docs/amt_applicationform_network_en.pdf
07 Mar 2016 - 

  active pdf

Application_Form_Healthcare_Provider
ec.europa.eu/.../amt_applicationform_healthcareprovider_en.pdf
07 Mar 2016 - 

  active pdf

Self-Assessment Checklist for Healthcare Providers in Active PDF

http://ec.europa.eu/health/ern/docs/amt_selfassessment_healtcareprovider_en.pdf
FAQ

http://ec.europa.eu/health/ern/implementation/faq_en.htm
General questions on ERNs

· What is an ERN? 

· How to proceed to become an ERN? 

· How do you become a member of an ERN? 

· How will coordination of an ERN be decided? 

· Can there be more than one network coordinator in a proposed ERN? 

· How many calls will there be for ERNs? 

· How will applications be assessed? 

· When will the Manual become available? 

· What is the role of the Board of MS? 

· How many centres from each country might participate in an ERN? 

· Will all members of a network need to submit membership applications? 

· Some existing networks involve scores of partners across many countries - should coordinators of an ERN invite all these centres to join a proposal? 

· If a centre is not endorsed for its participation in a Network by its MS authorities what are the options to participate in ERNs? 

· If a centre does not meet the Criteria defined in the Delegated Act Annex II, what are the options to participate in ERNs? 

· What are the criteria for Associated National Centres and Collaborating National Centres? 

What is an ERN?

A network connecting health care providers and centres of expertise of highly specialised healthcare, for the purpose of improving access to diagnosis, treatment and the provision of high-quality healthcare for patients with conditions requiring a particular concentration of resources or expertise no matter where they are in Europe. For clinicians who network widely already, the ERN will represent the formalisation of their networking structures/practices in highly specialized healthcare. For those without specialist networking communities at present, ERNs will promote expertise and support health care providers in order to bring local, regional and national provision of healthcare closer to the patients.

How to proceed to become an ERN?

Before starting to set up an ERN, following suggestions might be helpful:

· Review the information on the Commission webpage 
 which includes the current framework, the legislative proposal and a many frequently asked questions (FAQ)

· Contact your national representatives
(59 KB) in the ERN Board of MS. They will  provide you with more specific information on the national endorsement process

· Conceive a one page document with your network proposal and share it with the national and European medical societies as well as your national representatives

· Address a wide scope in your network proposal referring to thematic groups. An example of such possible groupings can be found in the Rare Disease European Reference Networks ADDENDUM To EUCERD Recommendation of January 2013
(631 KB).
 

How do you become a member of an ERN?

The directive 2011/24/EU is intended to provide a legal framework within the European Union (EU) to facilitate cross-border care. Article 12 requires the European Commission to support the Member States in the establishment of the ERN. The process how to become a member of an ERN is clearly defined in the Implementing Acts: a healthcare provider (HCP) wishing to become a member of an ERN will have to pass an assessment process based on the criteria in Delegated Decision (2014/286/EU) Annex II and on the Implementing Decision (2014/287/EU). This assessment will be composed of several steps:

· the formal support/endorsement by the Member State in which the HCP is based (for further information an interested HCP should approach the relevant MS representative on the Board of Members States of ERNs and ensure they understand and abide by the agreed national process for endorsing HCPs (More information 
). 

· After passing an eligibility check a technical assessment composed of documentation review, teleconferences and on-site visits will follow. 

· The final approval of the proposed ERN will take place by the Board of Member States.

How will coordination of an ERN be decided?

· The Acts state that the ERNs will be governed by a Board of each network, composed of representatives of each member HCP. One of these HCPs has to be designated as the coordinator of the proposed network and a single individual from this HCP will be named network coordinator.

· More details are (will be) found in the Assessment Manual and Toolkit.

Can there be more than one network coordinator in a proposed ERN?

No, according to the delegated decision only one coordinator of the network will be chosen from among the health professionals belonging to the staff of the coordinating member, who will chair the meetings of the Board and represent the network.

How many calls will there be for ERNs?

The 1st call will take place in 2016. After consulting the Member States, the Commission shall decide on the appropriate timing for the publication of subsequent calls for interest.

How will applications be assessed? 
The applications will have to pass three steps - the eligibility check by the Commission and the independent assessment bodies, the technical assessment by the independent assessment bodies and the approval by the Board of Member State. For the application, each applicant member will have to secure the endorsement of their Member State. An Assessment Manual and Tool-Kit for applicant members will describe the assessment.

When will the Manual become available?

The Assessment Manual and Tool-Kit is expected to be published in 2015.

What is the role of the Board of MS?

The Board of Member States (BoMS) has the responsibility of approving European Reference Networks (ERNs). The BoMS consists of representatives from across the EU Member States and European Economic Area (EEA). The Board's main roles and responsibilities are to:

· Develop and maintain rules of procedure for the Board of Member States (functioning and decision-making process);

· Review the assessment reports and recommendations from the Independent Assessment Body (IAB);

· Give final approval of applications for ERNs;

· Approve proposals to add one or more members to an existing ERN;

· Approve the termination of an ERN; and

· Decide on the loss of membership of one or more members of an existing ERN.

How many centres from each country might participate in an ERN?

· To be eligible for application a proposed network has to consist at least of 10 HCP out of 8 member states. The Commission Implementing Decision provides the minimum but not the maximum of possible HCP. This will be agreed by the proposing network along with their considerations of the governance of the network. The possibility to include more than one centre of expertise of a member state by endorsement is in the responsibility of the member state.

· When considering the number of centres to network in any given ERN, it is important to remember that as per the Acts, one representative from each member will need to serve on the Board of that ERN - the larger the Board, the more challenging the governance.

Will all members of a network need to submit membership applications?

Yes, each applicant member will need to submit an application in addition to the application of the proposed network as a whole.

Some existing networks involve scores of partners across many countries - should coordinators of an ERN invite all these centres to join a proposal?

Coordinators will need to think carefully about possible memberships of HCPs especially considering the efficient governance of proposed networks. In these considerations they will have to include the eligibility check criteria for each applicant member of the proposed network. Alternative means of affiliation (such as Associated and Collaborating National Providers) may be of use here. 
If a centre is not endorsed for its participation in a Network by its MS authorities what are the options to participate in ERNs?

The MS has the full capacity and responsibility on the endorsement process and the EU legislation does not provide a legal base related with this matter.

If a centre does not meet the Criteria defined in the Delegated Act Annex II, what are the options to participate in ERNs?

For centres which will not meet the criteria but nonetheless could contribute to an ERN, the MS where the centre is located might take a strategic decision on the convenience to designate it as an Associated National Centre or a Collaborating National Centre

What are the criteria for Associated National Centres and Collaborating National Centres?

At present, there are no specific criteria for each of these forms of affiliation to an ERN (note not membership of). As formulated in the Delegated Decision "proposed networks must collaborate with Associated National Centres and Collaborative National Centres chosen by Member States with no Member in a given Network, particularly if the objectives of the Network are among those listed in Article 12 (2) (f) and (h) of the directive. The ERN should facilitate mobility of expertise virtually or physically and develop, share and spread information, knowledge and best practice and foster developments of the diagnosis and treatment of rare diseases, within and outside the networks. Further they should help member states with an insufficient number of patients with a particular medical condition or lacking technology or expertise to provide highly specialised services of high quality."

