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Date: Monday 9 September 2013 13:48
To: "s.marschang@epha.org" <s.marschang@epha.org>, francoise charney-sonnek <f-charnaysonnek@efec.eu>, Haerry <david@haerry.org>, "C.E.M. Hollak" <c.e.hollak@amc.uva.nl>, "vlassembrouck.jean-marie@esmo.org" <vlassembrouck.jean-marie@esmo.org>, Roberto Frontini <roberto.frontini@medizin.uni-leipzig.de>, John Chave <J.chave@pgeu.eu>, Richard Price <richard.price@eahp.eu>
Cc: "isabelle.moulon@ema.europa.eu" <isabelle.moulon@ema.europa.eu>, Garcia Juan <Juan.Garcia@ema.europa.eu>
Subject: adoption of the draft common position

Dear members of the drafting group "Common position on supply shortages",

I hope you all had a nice Summer, not too often interrupted by supply shortages of medicines...

· The EMA workshop will take place on 14 October. I guess an agenda will be shared soon. At this workshop we will have an opportunity to present the consequences of shortages and the absence of a proper European regulation, from the perspective of pharmacists, clinicians and patients. We will also have an opportunity to present our common position, once adopted.
· For the adoption of the position, we first need to finalise the draft. I would like to invite you to respond before 13 September to a Doodle poll (link below ) on your availability for a conference call next week:
http://doodle.com/zwvemmrbi5y3tuv4
Please find the current V3 version of the draft.
· After the call I will prepare the final draft , and then it will be sent to the EMA to be mailed to participants joint PCWP/HCPWP meeting 25-26 September.
The remaining issues that we can discuss, in addition to any other point you would like to propose, are here explained:
1. Definition of essential medicines: Do we focus only on shortages for medicines for which no alternative product is available?
2. Safety supplies: MS should not be allowed to create their own safety supply, and an independent body should make the inventory of available supply in each Member State.
3. National measures that are “MS-centric” and that should be avoided:
APPG report: 5.6 The guidance made clear that the interests of UK patients should override all other considerations, and addressed the issue of exporting directly, stating that “if a wholesaler chose to trade medicines for export that were in short supply in the UK, and as a consequence, the needs of patients in the UK were not met, the holder of a wholesale dealer’s license could be in breach of the Regulations, and could face regulatory action against his license, and/or criminal prosecution. The requirements apply to all holders of a wholesale dealer’s license including pharmacists and pharmacy owners who hold a wholesale dealer’s license.”
4. Quite a strong statement to make, do we support it?: EU free movement of goods seems to matter more to those responsible for the medicines supply chain than the best interests of EU patients.
5. Prohibition on the parallel exporting of medicines
1. Parallel exporting is highlighted frequently as being the major underlying cause of the medicines shortages currently being experienced
2. Although legal under EU law, the practice could be prohibited if it posed a threat to public health.
6. Legal separation between wholesaling and dispensing pharmacies: should there be a legal of separation between wholesaling and dispensing activities. Such an approach would allow manufacturers to prioritise supply to pharmacies that serve patients directly, and would also provide clear evidence of transactions for regulators.
Best regards,
François



François Houÿez Treatment Information and Access Director / Health Policy Advisor EURORDIS
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