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Report from EMVO Workshop with the European Commission and the EC Expert Group on Implementation of the FMD
13th December 2016, Novotel Airport (Da Vincilaan 25, 1831 Diegem
	Name and position:
	Richard Price, Policy and Advocacy Officer

	Name of the project/meeting:
	Falsified Medicines Directive

	Date and place of meeting:
	13th December 2016, Novotel Airport (Da Vincilaan 25, 1831 Diegem

	Purpose of the meeting:
	“The purpose of this workshop will be to discuss some crucial topics reg. the implementation of the EMVS, with a focus on supervision/access to data by National Competent Authorities (NCA). Also the end-users will be touched, i.e. hospitals.”

	Was it upon invitation, if so from whom:
	Yes, invited by Andreas Walter, General Manger of EMVO – Rather late, (7th December)

	Present at the meeting
	Mixture of pharmaceutical company representatives and national government representatives.

	Outcome of the meeting:
	A presentation by Agnes Mathieu-Mendes of the European Commission opened the meeting. She explained some of the key deliverable dates  that the Commission expect to be met. The Commission will continue to organise meetings of the expert group to “facilitate a harmonised implementation of the Delegated Regulation”. 

4 Member State Working Groups have been set up on specific technical topics:

1. Supervision of repositories (lead Ireland)

2. NCA access to repository systems (lead Spain)

3. Data traceability (lead Italy)
4. Exchange of best practices (lead Belgium)

Expert Group held a one day meeting on 12th December. Outcomes were reported: “Most Member States confirmed the involvement of all stakeholders including hospital pharmacists”.

There was also “reporting of issues related to the cost allocation models”, “We are not entirely sure it addresses the needs of SMEs to participate in the system.”
The issue of aggregation also came up at the Expert Group meeting. It was understood that this would be helpful for large hospitals. “We agreed to continue to discuss this aspect and if necessary update the Commission’s Q&A document on this.”
Another topic that came up was what penalties exist for companies that don’t pay the required EMVO fees. Can their access to the system be suspended?
Unfortunately no opportunity was provided to ask questions after the presentation. Questions sent to Ms Mathieu by email instead.
The second presentation was given by Paul Mills, Operations Manager at EMVO on the issue of supervision of EMVO access to data. He emphasised that the system holds no patient data. He explained that in respect to the hospital exemption (that hospitals can decommission on arrival) it means the system won’t know with certainty whether the medicine has reached the patient, as the medicine could be sitting on a hospital pharmacy shelf. This will not be the case for community pharmacy.
Reporting metrics within EMVO will include:

· Number of connecting stakeholders

· Number of product pack data upload transactions
· Number of products in the system

· Transaction times

The system will only know when a product is checked out of the pharmacy. It won’t know where a batch is (e.g. It won’t necessarily be known that the medicines have arrived at a pharmacy – except in some cases, the hospital pharmacy, if the hospital pharmacy is checking out on arrival).

A national government representative asked whether EMVO will charge national authorities for access to EMVO data (e.g. pharmacoepidemiology, pharmacovigilance). Andreas Walter gave a very non-committal answer. “We will discuss this further with national authorities”.

Susan Grieve of the UK Department of Health gave an exasperated question to EMVO “you have not engaged with the National Competent Authorities on the data issues – we’ve not even seen the URS!”. Andreas Walter said the URS can be made available to NCAs on request.
Grant Courtenay from GSK asked about aggregation – EMVO stated boldly that there will be no facility for aggregation in the system. I followed up the question. If a country demanded aggregation, could it not occur. The answer was it is not possible to achieve this by 2019. The timescales do not allow it.
I also asked whether the UK and ROI consultation on User Requirements would be replicated in other countries. Andreas Walter said EMVO preferred to achieve a ‘co-governance model’ with the hospital sector, rather than achieve inputs via consultation. The capacity to create a hospital constituency in EMVO and NMVOs remains. In the meantime, the hospital sector is already achieving NMVO representations partly through PGEU and other mechanisms. “We invite you to be a part of technical committees and an observer on our Board. Aggregation for 2019 is impossible, but the future thereafter can still be shaped. Lets meet in 2017.”
Markus Gerigk, Commercial & Partner Management at EMVO, gave an overview of NMVO developments across 32 European countries. Current challenges include contractual relationships between EMVO and NMVOs. 40 companies are technically connected. But small companies without association membership are a big challenge. He ended his presentation by urging National Health Ministries to raise awareness among hospitals via National Competent Authorities.
Catherine Neary of the Health Products Regulatory Agency in Ireland asked what EMVO will be doing about the needs of contract manufacturers. EMVO stated they will host information sessions for this interest group.

A question was asked about the transfer period for pharmacists, where they currently scan linear barcodes and in future will scan 2D barcodes. Jurate Svarcaite said PGEU is already encouraging pharmacies to purchase scanners that can do both. She seemed confident it will not be a problem.
Andreas Walter underlined that pharmaceutical companies are overall late in “onboarding” to the EMVO system, which is increasing implementation costs for EMVO. A presentation was provided on the tools that EMVO supplies to companies to help them come on board e.g. portal.
A question was raised about implementation in Switzerland. Apparently Swiss pharmacists are considering not complying. Jurate Svarcaite said PGEU are “working with their members in Switzerland on the issue”, “maybe they will not meet the 2019 deadline, but they can’t remain an island forever.” Richard Bergstrom emphasised the commitment of the pharmaceutical industry in Switzerland (Roche, Novartis) to implementing the FMD requirements. Andreas Walter also raised that compliance of Lichtenstein with FMD is impossible if Switzerland does not. “This is our problem and we will take care of it. I can not say more at this moment”.
The final presentation dealt with the cost allocation model of EMVO. It appeared to respond to concerns within the Expert Group/Commission that the cost allocation model’s impact is disproportionate to small pharmaceutical companies and certain orphan drug or low profit medicine manufacturers.
Marcin Wiesniewski from the Ministry of Health in Luxembourg expressed his country’s desire to see the system used to help address medicines shortages problems in small countries. Jan McDonald from the UK medicines agency (MHRA) spoke against going beyond the terms of the Delegated Regulation.

	Impact for EAHP (if any):
	Same message from EMVO. Join EMVO (at subscription).
To note some voices of dissatisfaction from national government representatives at EMVO. Some are not happy with aspects of EMVO decision-making, and feel a little shut out (e.g. on data access supervision, fees etc).

To note reported willingness of Swiss pharmacists to defy the legislation.

	Follow up needed?
	To ask Commission for the slides presented, and ask follow up questions (what will the Expert Group/Commission do about the reported problems with the Cost Allocation Model, and any plans to make the Expert Group more transparent?) – DONE
To suggest to Thomas De Rijdt that Phillipe De Buck of the Belgian Federal Agency for Medicines and Health Products could be an interesting Congress speaker in respect to Belgium’s leadership of the Member State Best Practice Working Group – DONE
To set up EAHP, HOPE, EMVO meeting – TO DO (18th January?)
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