

From: Jamie Wilkinson <j.wilkinson@pgeu.eu>
Date: Friday 18 December 2015 15:10
To: EGA Kocas <dkocas@egagenerics.com>, François Bouvy <francois.bouvy@efpia.eu>
Cc: AESGP Christelle Anquez <C.Anquez@aesgp.eu>, AESGP Terberger <AESGP-Medicines@aesgp.eu>, AUSTRIA Teresa Ditfurth <teresa.ditfurth@apotheker.or.at>, "heinz.kobelt@eaepc.org" <heinz.kobelt@eaepc.org>, Richard Price <richard.price@eahp.eu>, EFPIA Claire Machin <claire.machin@efpia.eu>, Richard Bergström <richard.bergstrom@efpia.eu>, EGA - Julie Maréchal <jmarechal@egagenerics.com>, EGA - Koen Nauwelaerts <knauwelaerts@egagenerics.com>, EGA Van Baelen <mvanbaelen@egagenerics.com>, "claude.farrugia@um.edu.mt" <claude.farrugia@um.edu.mt>, Jane <jane@nicholj.plus.com>, GIRP Martin Fitzgerald <m.fitzgerald@girp.eu>, GIRP Monika Derecque <m.derecque@girp.eu>, "IRELAND D. O Loughlin" <doloughlin@ipumail.ie>, IRELAND Jane Murray <jane.murray@ipu.ie>, Audrey Van Coillie <a.van-coillie@pgeu.eu>, SPAIN Sonia Ruiz <sruizmo@redfarma.org>, Doerine Postma <D.J.Postma@knmp.nl>, UK Gareth Jones <g.jones@npa.co.uk>, "j.svarcaite@pgeu.eu" <j.svarcaite@pgeu.eu>, Tiia Metiäinen <tiia.metiainen@efpia.eu>
Subject: RE: Agenda for 14th Oct & Updated Information Document

Hi Deniz, hi all,
 
Firstly many thanks to Deniz and EGA for providing your feedback. Many thanks also to all colleagues who have provided their feedback on this latest draft document.
 
From analysing all comments we can conclude that at the moment, defining a shortage is still an issue for further consideration in the future. The PGEU supports the idea to await feedback from the EMA’s work on shortages early next year.
 
[bookmark: _GoBack]In the mean-time, as much work has gone into this document, we propose to keep momentum by looking into the potential recommendations which could arise from this process. As such, we propose to provide draft recommendations for comments to the group by the end of January.
 
Kind regards, happy holidays and happy New Year!
 
Jamie
 
Jamie Wilkinson  MSc, MPharm(Hons), Dip HE, MRPharmS
 
Director of Professional Affairs
 
Pharmaceutical Group of the European Union  (PGEU)
Representing European Community Pharmacists
________________________________________________
        Rue du Luxembourg 19 bte. 6 | B-1000 Brussels
         Tel. +32 (0) 2 238 08 18 | Fax +32 (0) 2 238 08 19
          www.pgeu.eu                         @JamieNWilkinson
 
 
From: EGA - Deniz Kocas [mailto:dkocas@egagenerics.com]  Sent: vendredi 18 décembre 2015 12:29 To: Jamie Wilkinson <j.wilkinson@pgeu.eu>; François Bouvy <francois.bouvy@efpia.eu> Cc: AESGP Christelle Anquez <C.Anquez@aesgp.eu>; AESGP Martin Terberger <AESGP-Medicines@aesgp.eu>; AUSTRIA Teresa Ditfurth <teresa.ditfurth@apotheker.or.at>; EAEPC Heinz Kobelt <heinz.kobelt@eaepc.org>; EAHP Richard Price <richard.price@eahp.eu>; EFPIA Claire Machin <claire.machin@efpia.eu>; EFPIA Richard Bergstrom <richard.bergstrom@efpia.eu>; EGA - Julie Maréchal <jmarechal@egagenerics.com>; EGA - Koen Nauwelaerts <knauwelaerts@egagenerics.com>; EGA - Maarten Van Baelen <mvanbaelen@egagenerics.com>; EIPG Claude Farrugia <claude.farrugia@um.edu.mt>; EIPG Jane Nicholson <jane@nicholj.plus.com>; GIRP Martin Fitzgerald <m.fitzgerald@girp.eu>; GIRP Monika Derecque <m.derecque@girp.eu>; IRELAND D. O Loughlin <doloughlin@ipumail.ie>; IRELAND Jane Murray <jane.murray@ipu.ie>; Audrey Van Coillie <a.van-coillie@pgeu.eu>; SPAIN Sonia Ruiz <sruizmo@redfarma.org>; THE NETHERLANDS Doerine Postma <D.J.Postma@knmp.nl>; UK Gareth Jones <g.jones@npa.co.uk>; Jurate Svarcaite <j.svarcaite@pgeu.eu>; Tiia Metiäinen <tiia.metiainen@efpia.eu> Subject: RE: Agenda for 14th Oct & Updated Information Document
 
Dear Jamie, all,
 
As EGA we would like to provide our views to the definition given by EFPIA and AESGP.
We are in agreement with the majority of the proposal however have a few key issues to address:
· We believe that the timeframe of 72 hours needs to be revised as we speak of Risk A level products, which are medicines classified under high-risk. Therefore the patient may already be seriously affected/may die within this 72 hours if they do not have access to the product.
· We are not in favour of reports being made via the industry for supply problems of products at all risk levels, whether it is public or only among the supply chain stakeholders. We would rather limit reporting by industry to Risk A level products only. Risk A level products are those that are critical for patients and do not have an alternative. And if there is an alternative, it is not the same active ingredient. Reporting for Risk A products is therefore essential however for Risk B and C would unnecessarily increase the workload for the industry.
· We have feedback from our German association ProGenerika that the reporting only of high risk products has been decided among the shortages stakeholder group in Germany.
 
We have shared the above with EFPIA and AESGP and have also discussed EAHP’s concerns expressed earlier this month. As EGA, EFPIA and AESGP, we believe that if this stakeholder group cannot come to a compromise regarding the definition, it may be useful to wait for the EMA definition to be released.
 
Kind regards and happy holidays to you all,
Deniz
 DENIZ KOÇAŞ
Economics Advisor
EGA - EUROPEAN GENERIC AND BIOSIMILAR MEDICINES ASSOCIATION
 
From: Jamie Wilkinson [mailto:j.wilkinson@pgeu.eu]  Sent: 30 November 2015 15:51 To: François Bouvy Cc: AESGP Christelle Anquez; AESGP Martin Terberger; AUSTRIA Teresa Ditfurth; EAEPC Heinz Kobelt; EAHP Richard Price; EFPIA Claire Machin; EFPIA Richard Bergstrom; EGA - Deniz Kocas; EGA - Julie Maréchal; EGA - Koen Nauwelaerts; EGA - Maarten Van Baelen; EIPG Claude Farrugia; EIPG Jane Nicholson; GIRP Martin Fitzgerald; GIRP Monika Derecque; IRELAND D. O Loughlin; IRELAND Jane Murray; Audrey Van Coillie; SPAIN Sonia Ruiz; THE NETHERLANDS Doerine Postma; UK Gareth Jones; Jurate Svarcaite; Tiia Metiäinen Subject: RE: Agenda for 14th Oct & Updated Information Document
 
Dear François, dear all,
 
Thank you for sending your comments through. We will review them over the coming week (as well as contributions from EGA when received) and respond before mid-December.
 
Kind regards,
 
Jamie
 
Jamie Wilkinson  MSc, MPharm(Hons), Dip HE, MRPharmS
 
Director of Professional Affairs
 
Pharmaceutical Group of the European Union  (PGEU)
Representing European Community Pharmacists
________________________________________________
        Rue du Luxembourg 19 bte. 6 | B-1000 Brussels
         Tel. +32 (0) 2 238 08 18 | Fax +32 (0) 2 238 08 19
          www.pgeu.eu                         @JamieNWilkinson
 
 
From: François Bouvy [mailto:francois.bouvy@efpia.eu]  Sent: mardi 17 novembre 2015 18:01 To: Jamie Wilkinson <j.wilkinson@pgeu.eu> Cc: AESGP Christelle Anquez <C.Anquez@aesgp.eu>; AESGP Martin Terberger <AESGP-Medicines@aesgp.eu>; AUSTRIA Teresa Ditfurth <teresa.ditfurth@apotheker.or.at>; EAEPC Heinz Kobelt <heinz.kobelt@eaepc.org>; EAHP Richard Price <richard.price@eahp.eu>; EFPIA Claire Machin <claire.machin@efpia.eu>; EFPIA Richard Bergstrom <richard.bergstrom@efpia.eu>; EGA Deniz Kocas <dkocas@egagenerics.com>; EGA Julie Maréchal <jmarechal@egagenerics.com>; EGA Koen Nauwelaerts <knauwelaerts@egagenerics.com>; EGA Maarten van Baelen <mvanbaelen@egagenerics.com>; EIPG Claude Farrugia <claude.farrugia@um.edu.mt>; EIPG Jane Nicholson <jane@nicholj.plus.com>; GIRP Martin Fitzgerald <m.fitzgerald@girp.eu>; GIRP Monika Derecque <m.derecque@girp.eu>; IRELAND D. O Loughlin <doloughlin@ipumail.ie>; IRELAND Jane Murray <jane.murray@ipu.ie>; Audrey Van Coillie <a.van-coillie@pgeu.eu>; SPAIN Sonia Ruiz <sruizmo@redfarma.org>; THE NETHERLANDS Doerine Postma <D.J.Postma@knmp.nl>; UK Gareth Jones <g.jones@npa.co.uk>; Jurate Svarcaite <j.svarcaite@pgeu.eu>; Tiia Metiäinen <tiia.metiainen@efpia.eu> Subject: Re: Agenda for 14th Oct & Updated Information Document
 
Thank you Jamie for your mail of 27 October summarising actions agreed at the 14th October meeting.
 
We had two rounds of discussions with AESGP and EGA colleagues and we have now agreed on a draft proposal for a definition of shortages that would reconcile the 'manufacturers' view with respect to what should be considered as a shortage from a public health and patient perspective on the one hand, and the 'pharmacist' approach to report any suspected shortage or incident when he cannot dispense the specific medicinal product to a patient. The proposed definition builds upon work that has been carried out under the EMA sponsorship, which links the concept of shortage to the risk level from a patient perspective. Member States having taken part in meetings also expressed their support to this overall approach, which is similar to the approach taken by FDA in the US. Please note that EGA is still waiting for additional comments from its members and therefore the attached draft proposal should only be considered to be approved by EFPIA and AESGP at this stage.
 
We have limited our input and potential amendments to section 1 of the paper. If we can all agree on this way forward then the other sections of the paper should be revised in light of the concept of 'shortages' and 'suspected shortages or incidents' included in section 1. We would also value the organization of a technical working group in order to put forward a set of specific recommendations for the setting up and governance of information systems at country level including the elaboration of the so-called supply chain actors code as referred to in section 8 of the document. We strongly believe that such a set of recommendations is need for the paper to show a credible commitment from supply chain actors to work jointly to address drug shortages (with a European added value beyond what's going on in some Member States).
 
Best regards
 
François 

François Bouvy
Director Market Access (Team Leader)
 
EFPIA - European Federation of Pharmaceutical Industries and Associations
Leopold Plaza Building, Rue du Trône 108, B-1050 Bruxelles, Belgium
+32 2 62 62 549 (Direct line) 
francois.bouvy@efpia.eu
www.efpia.eu 

 
On 27 October 2015 at 13:22, Jamie Wilkinson <j.wilkinson@pgeu.eu> wrote:
Dear all,
 
Just a quick follow-up email after our meeting on the 14th with some action points and timelines.
 
·         EFPIA/EGA/AESGP to provide re-wording on section 5 to be moved to section 1
o   Deadline 6th November
·         Once the above is received, PGEU to incorporate into next draft (with other discussed changes on 14th e.g. draft MoU etc) and circulate next draft at the beginning of December
 
Many thanks once again for your participation.
 
Kind regards,
 
Jamie
 
Jamie Wilkinson  MSc, MPharm(Hons), Dip HE, MRPharmS
 
Director of Professional Affairs
 
Pharmaceutical Group of the European Union  (PGEU)
Representing European Community Pharmacists
________________________________________________
        Rue du Luxembourg 19 bte. 6 | B-1000 Brussels
         Tel. +32 (0) 2 238 08 18 | Fax +32 (0) 2 238 08 19
          www.pgeu.eu                         @JamieNWilkinson
 
 
From: Jamie Wilkinson  Sent: lundi 5 octobre 2015 16:48 To: AESGP Christelle Anquez <C.Anquez@aesgp.eu>; AESGP Martin Terberger <AESGP-Medicines@aesgp.eu>; AUSTRIA Teresa Ditfurth <teresa.ditfurth@apotheker.or.at>; EAEPC Heinz Kobelt <heinz.kobelt@eaepc.org>; EAHP Richard Price <richard.price@eahp.eu>; EFPIA Claire Machin <claire.machin@efpia.eu>; EFPIA François Bouvy <francois.bouvy@efpia.eu>; EFPIA Richard Bergstrom <richard.bergstrom@efpia.eu>; EGA Deniz Kocas <dkocas@egagenerics.com>; EGA Julie Maréchal <jmarechal@egagenerics.com>; EGA Koen Nauwelaerts <knauwelaerts@egagenerics.com>; EGA Maarten van Baelen <mvanbaelen@egagenerics.com>; EIPG Claude Farrugia <claude.farrugia@um.edu.mt>; EIPG Jane Nicholson <jane@nicholj.plus.com>; GIRP Martin Fitzgerald <m.fitzgerald@girp.eu>; GIRP Monika Derecque <m.derecque@girp.eu>; IRELAND D. O Loughlin <doloughlin@ipumail.ie>; IRELAND Jane Murray <jane.murray@ipu.ie>; PGEU Audrey Van Coillie <a.van-coillie@pgeu.eu>; PGEU Jamie Wilkinson <j.wilkinson@pgeu.eu>; SPAIN Sonia Ruiz <sruizmo@redfarma.org>; THE NETHERLANDS Doerine Postma <D.J.Postma@knmp.nl>; UK Gareth Jones <g.jones@npa.co.uk>; 'Jurate Svarcaite' <j.svarcaite@pgeu.eu> Subject: Agenda for 14th Oct & Updated Information Document
 
Dear all,
 
As promised, please find attached a draft agenda for the meeting on 14th Oct. Please also find attached the updated “Draft Joint Supply Chain Actors Statement on Information and Medicinal Products Shortages”.
 
As you will see, the agenda is partially directly linked to specific areas of the document for discussion and there are several areas highlighted in yellow related to discussions during our teleconference.
 
Please could you provide any feedback on the Draft Agenda by close of business on Tuesday 6th Oct.
 
Kind regards and many thanks for replies,
 
Jamie
 
Jamie Wilkinson  MSc, MPharm(Hons), Dip HE, MRPharmS
 
Director of Professional Affairs
 
Pharmaceutical Group of the European Union  (PGEU)
Representing European Community Pharmacists
________________________________________________
        Rue du Luxembourg 19 bte. 6 | B-1000 Brussels
         Tel. +32 (0) 2 238 08 18 | Fax +32 (0) 2 238 08 19
          www.pgeu.eu                         @JamieNWilkinson
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