TEMPLATE REPORT MEETINGS
Report from meeting with the Commission on medicines shortages (Common Position Paper partners) 

Brussels, 30th June 2014 

	Name and position:

	Richard Price (Policy and Advocacy Officer)


	Name of the project/meeting:
	Meeting to discuss with the European Commission the Common Position Paper on medicines shortages, and its recommendations for action

	Date and place of meeting:
	30th June 2014, DG SANCO offices, Brussels

	Purpose of the meeting:
	To raise awareness of the European Commission to the nature and prevalence of the medicines shortage problem, and the need for targeted actions at the European level.

	Was it upon invitation, if so from whom:
	At the request of the Common Position Paper partners

	Present at the meeting (name people):
	Commission:

Stefano SORO, Head of Unit B3: 'Product and service safety', DG SANCO 

Ms. Sabine JUELICHER, Head of Unit Medicinal Products- authorisations, EMA. DG SANCO
Additional officers from DG Enterprise and DG Internal Market

(to request a list of all attendees if not already provided to Eurordis)

Common Position Paper partners:
Richard Price, Policy and Advocacy Officer, EAHP

Joan Peppard, President-Elect, EAHP

John Chave, Secretary General, PGEU

Siegfied Schwarze, EATG

	Outcome of the meeting:
	In the early part of the meeting, Commission officials questioned what was a shortage, running through various reasons for unavailability including manufacturing problems and affordability. PGEU and EATG representatives made a case for what one might call a ‘moral definition’ – when the patient cannot get the medicine. RP of EAHP made the argument that the lack of a commonly agreed definition in Europe was part of the problem in addressing action to the problem as there wasn’t certainty about stakeholders talking about the same thing.  Ms. Sabine JUELICHER agreed that it could be helpful for the Common Position Paper partners to send proposals for agreed definition to the Commission for consideration. Ms Juelicher referred to this as ‘a working definition’.
Mr Stefano Soro voiced his strong disagreement with the section of the common position paper dealing with the concerns that the Falsified Medicines Directive’s requirements on 3rd country API imports could exacerbate shortages. He believed this to be an incorrect proposition, not shown to be the case over the past 12 months, and believed the proposition in the paper therefore undermined its credibility. John Chave explained that at the time of writing the paper this was a genuinely held concern but recognised that subsequent events had perhaps not seen the expressed fears realised.

Overall, the Commission representatives relayed the message that European level action on the medicines shortage problem needs to be initiated by the Member States, and advised the Common Position Paper partners to focus their efforts in this area. On this point, while they were sorry they could not offer more, they advised the partners that the Italian Presidency of the Council was interested in pharmaceutical issues, albeit from the economic/innovation aspects. While searching for better European cooperation on immigration difficulties was its number one issue for the Presidency, the interest in pharmaceutical issues might still present opportunities for having the Common Position Paper’s recommendations considered. Thereafter, the Commission representatives also predicted that the Latvian and Luxembourg Presidencies in 2015 would also be interested in the area. The Netherlands was another Government with pharmaceutical issues in focus, in relation to European discussions.
The Commission representatives also advised there could be opportunities to have the issue of shortages considered in relation to negotiations on the Transatlantic Trade and Investment Partnership (TTIP), as improving the harmony of GMP inspection procedures between USA and EU was within remit of these discussions.

In relation to parallel trade, the Commission representatives expressed scepticism as to the extent to which this was a primary cause, feeling there was a lack of evidence on the point. They also considered that some countries were being too severe in regulating the trade. Monitoring the trade of all medicines was disproportionate in their view.

John Chave asked when the promised Commission study on the availability of medicines would be available. The Commission representatives caveated that it was not ‘their’ study per se, but rather had been commissioned to the University of Utrecht. They were now in a process of consulting national authorities for their views on the study before publication. No firm time commitment was given for when this would be made available.

At other points in the meeting, the Commission explained that it was difficult for them to take any new initiatives until there was a new health commissioner in place, and showed reluctance to discuss new legislation suggestions, or enter debate on pricing. On the suggestions of giving the EMA new mandate for a fuller and more robust shortages database, no particular objection was presented, but it appears nothing of that nature will occur without Member State or the new Health Commissioner initiating it.
Overall, beyond agreeing to collaborate on a ‘working definition’ of medicines shortage, and some advise about who to lobby, the Commission were unhelpful, defensive and resistant.
Perversely, the strong showing of officers and heads of unit however, could be indicative of recognition of the seriousness of the problem.

A small comfort on the definition outcome is the chance to create the beginning of a Commission workstream in this area, maintain some focus with SANCO in the area, and remove one obstacle to action – failure to talk about the same thing. It may also help create greater political and public expectancy for action if a definition can be agreed and publicised.

	Impact for EAHP (if any):
	To inform EAHP strategy on shortages e.g. national level lobbying, and creation of a suitable definition (or set of definitions)

	Action needed by EAHP
	Maintain Common Position Paper partnership as a useful coalition for action.

	Follow up needed?
	Conference call with Common Position Paper partners to discuss next steps.
Work on agreeing a definition of shortages.

	Next meetings:
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