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Report: Meeting between EMVO, HOPE and EAHP
	Name and position:
	Stephanie Kohl, Policy Officer

	Name of the project/meeting and event dates:
	Meeting between EMVO, HOPE and EAHP

	Date and place of the meeting
	27th June 2017, EMVO Office


	Purpose of the meeting:
	To understand the workings of EMVO and to determine the involvement of EAHP and HOPE in EMVO

	Was it upon invitation, if so from whom:
	Meeting was set up on initiative of EAHP and HOPE

	Present at the meeting (name people):
	Andreas Walter (EMVO), Pascal Garel (HOPE), Valentina Lisi (HOPE) and András Süle (EAHP)

	Outcome of the meeting:
	Andreas started the meeting by explaining the projects that EMVO is currently working on. The main focus has shifted towards on-boarding. The last remaining issues that are not related to on boarding are data access and data access by national competent authorities (NCAs). Data access has been revised in the URS lite. This still needs to be approved by the EMVO stakeholders. Data access by NCAs is currently discussed with the Commission (see meeting report 20th June on this topic).
Andreas further pointed out that the Project Managers (PMs) of the NMVOs are meeting regularly with EMVO to discuss FMD implementation and on boarding. The next meeting will take place on 28th June. 

Another point of discussions are flat fees for marketing authorisation holders (MAHs). EMVO is currently experiencing problems as SMEs do not agree with the flat fee approach. SMEs are backed up by the Commission.
No monitoring exists currently for hospitals/hospital pharmacies. EMVO would be interested in including data on hospitals/hospital pharmacies in the phase 2 monitoring. Data could be submitted for instance by HOPE and EAHP.

Email exemptions from decommissioning/ reopening of the white list
Discussions on decommissioning exemptions are not very advanced. Aggregated barcoding will not be possible before February 2019. Discussions centred around the decommissioning by third parties (i.e. the wholesaler decommissions for the hospitals). These discussions were however not further pursued since falsified medicines could enter the supply chain during the transport from the wholesaler to the hospital. In addition, there is a working group in France which is currently seeking solutions for decommissioning by hospitals. Particularly, Germany is pushing for a solution, since the majority of medicines in Germany is obtained directly from the manufacturer.

Moreover, Andreas pointed out that the Commission is of the opinion that no problems will arise in hospitals/hospital pharmacies since both HOPE and EAHP have joined EMVO. 
The reopening of the white list was discussed at some point for SMEs. The idea was not further pursued. However, the reopening of the white list could be discussed again, if Member States initiated such a discussion. For the moment there won’t be any reopening of the white list.

Creation of a hospital platform

Andreas proposed the creation of a hospital platform. This platform should seek solutions for the implementation of FMD in hospitals/ hospital pharmacies. Andreas highlighted that aggregated barcoding is not an option. The platform should thus seek alternative solutions. EMVO does not have resources that could be dedicated to the hospital platform and thus suggested the involvement of EAHP and HOPE. Both organisations should commit time and resources to this project. The platform should be created in July and commence its activity at the latest in September. HOPE and EAHP will discuss the proposal of Andreas during a meeting that is going to be held at the beginning of July.
EMVO is also planning to send a letter to NCAs in mid-/end July. NCAs will be encouraged by this letter to ensure that manufacturers/ licence holders located in their countries are on-boarding. In addition, he would like to remind NCAs that their support is needed for the on boarding of hospitals/ hospital pharmacies, particularly in countries that lack IT infrastructure supporting on boarding.
Conference in Tallinn in November

EMVO would like to communicate core messages during this conference. Core messages should highlight that on boarding of manufacturers is delayed and that on boarding of national systems, especially of hospital systems needs to be organised on national level.
Bankruptcy of Agate

Andreas explained that the bankruptcy of Agate does not affect EMVO since Agate was not chose as a blueprint provider by any NMVO. Currently, two blueprint providers remain (Arvato and Solidsoft Reply). In addition, EMVO has SOPs that regulate the recognition of other blueprint providers. Two companies were in the recognition process. They did however not follow through with it. Four countries (ES, IT, PL, RO) have not yet chosen a blueprint provider.
Upcoming Meetings

Andreas shared the dates of the upcoming meetings. There are Stakeholder meetings (27 June, 18 July, 29 August, 26 September (the meeting will most likely be cancelled), 25 October and 28 November), PM meetings (28 June, no date has been set yet for the fall meeting), FMD workshops organised by EFPIA and Medicines for Europe (29 June, 13 September, 27 September, 11 October and 29 November) as well as EMVO Board meetings (19 September and 6 December).

In addition, Andreas mentioned the FMD conference in Tallinn, Estonia on 8th and 9th November. The Commission might organise its FMD expert group meeting after the conference.
Andreas closed the meeting by urging HOPE and EAHP to think about the hospital platform. He would appreciate if we could decide on the nomination of the members by the end of July in order to kick-off the platform in September. In addition, we should work on a proposal regarding the resources that we would like to invest in this platform.


	Impact for EAHP (if any):
	The creation of a hospital platform will have an impact on EAHP since members of EAHP should be involved in the work of the platform. In addition, involvement from the policy officer and the Board leads will be necessary. 

The meetings held until end 2017 will require attendance by EAHP. 

	Follow up needed?
	EAHP will meet with HOPE on 3rd July to discuss the proposal of Andras Walter regarding the set-up of a hospital platform.
Additional follow up is needed to determine who will attend the different EMVO meetings until the end of 2017.
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