



Call for membership to the existing European Reference Networks (ERNs) September – November 2019
Procedure in case of final unfavourable opinion of the ERN Board of the Network
The purpose of this document is to summarise the procedure and set out the practical procedural steps in case an applicant receives an unfavourable opinion of the Board of the Network under Article 8(6) of Implementing Decision 2014/287/EC as amended by Implementing Decision 2019/1269/EC:
“In case of an unfavourable opinion of the Board of the Network, upon request of the Member State of establishment, the Board of the Member States, may issue a favourable opinion after re-assessing the application on the basis of the criteria and conditions set out in point 2 of Annex II to Delegated Decision 2014/286/EU. That favourable opinion shall accompany the application.” 
Practical steps:
1. The applicant to the ERN receives a final unfavourable opinion of the Board of the Network.
2. The applicant to the ERN may request the Member State competent authority that issued the national endorsement of the application (Member State competent authority) to consider requesting reassessment by the ERN Board of the Member States (BoMS) by 14.12.2020. Otherwise, the assessment of its application ends with negative outcome.
3. The Member State competent authority may decide to present the case to the BoMS. The Member State competent authority sends the request for reassessment, including an explanation of the reasons for the proposed reassessment, via the European Commission ERN secretariat (unit B3, SANTE-ERN@ec.europa.eu) by 04.01.2020. Otherwise, the procedure ends with negative outcome.
4. European Commission ERN secretariat collects all the requests for review submitted by the Member State competent authorities, sends to the BoMS all the requests in written and organises a devoted meeting (most likely a virtual meeting).
5. The respective Member State competent authorities will present during the virtual meeting the applications for which they requested the review and their reasons for proposing that the BoMS reassesses the opinion of the Board of the Network. 
6. The BoMS should decide at the meeting (or in exceptional circumstances in a written procedure), after re-assessing the application and the unfavourable opinion of the Board do the Network, whether to issue a favourable opinion. The decision shall be taken in accordance with the rules of procedure of the ERN BoMS, either by consensus or by a vote. If the ERN BoMS does not reach a decision to issue a favourable opinion, the procedure ends with a negative outcome.
7. If the BoMS decides to issue a favourable opinion, the European Commission ERN secretariat submits the application to the Independent Assessment Body (IAB) for the technical assessment in accordance with Article 9 of Implementing Decision 2014/287/EC.
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