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Report: EMVO Stakeholder Meeting
	Name and position:
	Stephanie Kohl, Policy Officer

	Name of the project/meeting and event dates:
	EMVO Stakeholder Meeting

	Date and place of the meeting
	27th June 2017, EMVO Office, Rue de la Loi 28, Brussels


	Purpose of the meeting:
	Monthly meetings of EMVO Stakeholders during which pending issues are discussed

	Was it upon invitation, if so from whom:
	Yes, EMVO

	Present at the meeting (name people):
	Andreas Walter (EMVO), Tobias Beer (EMVO), Paul Mills (EMVO), Markus (EMVO), Heinz Kobelt (EAEPC), Francois Bouvy (EFPIA), Monika Derecque-Pois, (GIRP), Martin Fitzgerald (GIRP), Johan Verhaeghe (Medicines for Europe), Sonia Ruiz Moran (PGEU – via conference call for part of the meeting), Jurate Svarcaite (PGEU) and András Süle (EAHP)

	Outcome of the meeting:
	Andreas added two new agenda items – his contract and the employment of a legal counsel by EMVO – to the agenda. 
Legal Counsel

Andreas pointed out that EMVO is planning to hire an in-house legal counsel. A suitable candidate has not been found yet. Thus, Stakeholders were encouraged to submit CVs of candidates to Andreas in case they happen to know a legal counsel.

Data Access by NCA

Before giving Paul the floor to present the final document on NCA data access that will be submitted to the Commission, Andreas circulated a legal opinion that was provided by EFPIA on the identification of end users (pharmacies/ wholesalers) and the use of an external library. The document suggested that address data and names of manufacturing authorisation holders (MAHs) and wholesalers designated by MAHs need to be included in the repository. It highlighted that the absence of a specific reference to other end users (i.e. pharmacists and brokers) in the Delegated Regulation does not stipulate automatically that address data does not need to be provided. Regarding external libraries, the legal opinion pointed out that the use of such tools would not ensure full compliance with Article 35 (1)(g) of the Delegated Regulation.
EFPIA and Medicines for Europe favour the inclusion of address data in the repository, while PGEU and GIRP would prefer an external library due to trust issues between the two groups. Members of PGEU/GIRP would like to know who access their data. Such supervision and the control of data access is only possible with an external library. EFPIA and Medicines for Europe disagree. Paul tried to explain to both parties the pros and cons of an external library. No consensus was however reached. PGEU/GIRP requested another workshop between EMVO Stakeholders, NCAs and the Commission in order to discuss the use of an external library. Their IT experts should be present at the meetings to demonstrate the advantages of an external library.
Paul presented the information that will be provided to the Commission and NCAs regarding the reports that have been requested.
Supervision – The four reports ((1) Supervision of manufacturer/ MAHs report, (2) Supervision of wholesaler’s report, (3) Supervision of persons authorised or entitled to supply medicinal products to the public report and (4) No activity report) requested by NCAs can be produced by EMVO as discussed during the NCA/Commission meeting.
Investigation – The Audit trail for the investigation of a suspected falsified medicinal product can be produced. More information is needed regarding the other 3 reports ((1) Identification of other products related to the suspected falsified medicinal product pack report, (2) Information of operations performed by a suspected stakeholder in relation with a falsified medicinal product pack report, (3) Information of falsified medicinal product pack report), since Paul is not sure if NCAs really do not need them anymore as mentioned during the NCA/Commission meeting.
Reimbursement – The two first reports ((1) Number of product packs supplied by an organisation and (2) Number of product packs decommissioned by an organisation) can be supplied by EMOV. The production of the other 2 reports ((3) Number of product packs supplied in a market, listed territory or ZIP code and (4) Number of product packs decommissioned in a market, listed territory or ZIP code) is currently not possible because the repository does not hold any address data. It needs to be determined if the repository will contain address data or if an external library is used.
Pharmacovigilance & Pharmacoepidemiology – The report detailing the Number of product packs supplied in a market, listed by territory or ZIP Code can currently not be produced since the repository does not hold address data. The same holds true for the Non-specific reports eluding to “Data [that] may be required for all products which include a particular active moiety, regardless of pack-size or formulation” because the repository does not contain IDMP data. Paul would favour the inclusion of an IDMP data field. The use of this field could be enabled once EMA’s SPOR database goes live. Including such a field now would cause less synchronisation problems for both EMVO and NMVOs. The additional report mentioned by NCAs during the NCA/Commission meeting requires further discussions, because EMVO Stakeholder are not in favour of disseminating information on market shares before a product recall has been carried out.
All stakeholders agreed with the approach suggested by Paul.
Progress reports

Markus presented the current progress report as well as his ideas for the second phase reporting. The latter should be more detailed than the current report. He mentioned that he will discuss the second phase reporting tomorrow with the project managers (PMs) of the NMVOs that will be present at the PM workshop.

Blueprint definition

A heated discussion took place between Johan and Andreas regarding the policy document defining blueprint that was initiated by Johan. Johan accused Andreas of stalling the project, since he did not circulate it among Stakeholders nor complete his part. Andreas countered by pointing out that Johan’s document is incomplete and thus was not circulated. He suggested to circulate it once Johan completes it. 

Andreas contract – written board decision

Andreas would like to obtain consent of the stakeholders regarding his contractual powers by means of a written board decision. He would like to settle this issue as soon as possible. Francois disagrees with this approach. EFPIA won’t sign a written board decision. Andreas needs to set up a board meeting during which stakeholders can discuss his request.
Support Services

Tobias explained the current situation in the commercial team. All members are very busy with replying to on-boarding questions. Despite the minimisation of the response time and the streamlining of process, the team won’t be able to deal with all requests in the future, since they are currently already operating on their capacity limit. He requested the set-up of an external help desk to support the team. Stakeholders favoured this idea. It will be discussed during the next board meeting.

	Impact for EAHP (if any):
	No direct impact for EAHP. However, the stakeholder meetings are useful to stay up-to-date and to understand the dynamics within EMVO.

	Follow up needed?
	EAHP should monitor the developments regarding the NCA Data Access and the position paper defining a blueprint.
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