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I participated on behalf of EPHA to the EMEA/CHMP Working Group with Patients’ & Consumers’ Organisations held in London on 15 February  2006. The official minutes will be sent by the EMEA by email.

I. GENERAL ISSUES

I.1
Welcome and Introduction

Mr. Frits Lekkerkerker (FL) chaired the morning session. He welcomed all participants and a round of introductions followed.

I.2
Adoption of Agenda and Minutes 

The agenda was approved with a minor change: the presentation under point V.1 will be held at the next Working Group meeting. The minutes of the previous meeting were approved.

I.3
Development of a framework in the field of interaction between EMEA and Patients’ and Consumers’ organisations 

The final version of the framework for interaction between EMEA and Patients' and Consumer's organisations was presented. The final version was endorsed by the EMEA Board after some remarks made by the European Commission on the text, namely that the original draft was too broad in some areas if compared to the EMEA mandate, and that it did not foresee adequate interaction with similar consultative bodies. Participants felt that the EMEA  Working Group with Patients’ & Consumers’ Organisations needed to make contacts with such bodies, for instance with the High Level Group on Pharmaceuticals. 

A revision of the membership of the Working Group will be carried out by EMEA according to the final framework – results are expected to be published by June.

I.4
Work programme for 2006

A new work programme for the Working Group was presented to participants. The new document only covers 2006 and not 2007 as per a decision made by the EMEA management. The work programme for 2007 will be discussed in June at the next Working Group meeting. 

I.5
Update on the evaluation of the criteria to be fulfilled by patients’ and consumers’ organizations prior to involvement in EMEA activities

So far the EMEA has received 15 questionnaires from different organisations which want to become involved in the EMEA activities and in the Working Group in particular. Four organisations were accepted, seven received requests for more information from the EMEA. The results will be discussed in June, and some negative replies are foreseen. FL said it was “too early” to discuss both the final composition of the Working Group and the foreseen rejections.

I.6       Declaration of interest / Confidentiality undertaken – Specific considerations for patients

The EMEA forms “Nomination for European experts (Annex 1)” and “Declaration of interests and confidentiality (Annex 2)” were submitted to the participants for discussion. The EMEA staff wanted to clarify whether such forms could be used successfully also for patients' and consumers' organisations.

Participants found that Annex 2 was acceptable for use, whereas some changes were needed for Annex 1. In particular, not all parts of the form were applicable to patients' and consumers' organisations – participants asked the EMEA to add “non relevant” markings to the form where appropriate. Participants also agreed that Annex 2 should clearly mention all personal and family interests in pharmaceutical products, and that guidance on how to fill the form should be added in the form itself. Comments on the forms received by email will also be considered.

II.PHARMACOVIGILANCE

II.1     Risk communication  - Presentation by Beryl Keeley

A presentation on risk communication in patient information followed. A new risk communication project was carried out by the UK  Medicines and Healthcare products Regulatory Agency – its main findings were incorporated in a briefing, “Always Read the Leaflet: getting the best information with every medicine”, which is publicly available for download.

The research reviewed the patient information leaflets (PIL) which have been provided with all medicines in the UK since 1999. These provide the essential information which patients need to enable them to use the medicine safely and gain the most benefit. The main findings and recommendations were presented to participants (see PowerPoint).

II.2   Use of Prefixes/Suffixes and qualifiers in the names of insulin products

Two presentation on insulin followed. Dr. Annemarie Hvidberg focused on medication errors. She explained that in Sweden research shows that there are 10 to 20 medication related admissions per 10.000 insulin treated patients, mainly due to injections of a wrong insulin type caused by a mix-up of the name or the package or both. Insulin causes errors also among professionals in pharmacies: 400 medication errors were collected in 12 weeks from 40 pharmacies in Sweden. Again, the naming of the medicine is to blame: there are too many names, too many prefixes and suffixes, and the numbers indicating the dose and the strength of insulin are not clear. (See PowerPoint).

Ms Zaide Frias from the EMEA introduced the recommendations on the use of Prefixes/Suffixes and qualifiers in the names of insulin products as developed by the EMEA. The EMEA/NRG (invented Name Review Group) discussed and established some principles on the use of prefixes/suffixes and qualifiers in the Names of insulin containing medicinal products. These should primarily be considered when naming new medicinal products. (See the related document for the guidelines) 

II.3
Guidelines on pharmacovigilance (Draft Volume 9A)

The last volume of guidelines on pharmacovigilance were presented to the participants. This last edition includes the an overview of the existing legislation on reporting to patients, and all patient reports are now systematically added. 

III. DISSEMINATION OF INFORMATION AND TRANSPARENCY

III.1
EPAR Summary in understandable language. Proposal of a procedure for involvement of patients in the preparation of the Q&A and the checking of the translations 

The involvement of patients in the preparation and in the final checks of EPAR summaries (European Public Assessment Report) was discussed. From 20 November 2005, every European Public Assessment report (EPAR) includes a summary written in a manner that is understandable to the public, also known as the“EPAR summary for the public”. 

Two levels of involvement have been identified: Retrospective feedback and/or direct involvement in the EPAR preparation procedure. In the case of retrospective feedback, EPAR summaries published in between two meetings of the EMEA/CHMP Working Group with Patients’ and Consumers’ Organisations will be presented for consideration and discussion within the group at the next meeting. A specific subgroup could take the responsibility of performing this task, and would report back to the group afterwards. In the case of direct involvement, patients’ and consumers’ organisations directly contribute in the preparation of each/selected EPAR summary. A medical writer within the EMEA will prepare the first draft of the document. The purpose of this consultation is not to rewrite the document, but to check that the information is understandable by lay persons.

In both cases, experts from the Working Group with Patients’ and Consumers’ Organisations could collaborate. Of course, they would be bound by the Declaration of interest / Confidentiality discussed under point I.6.

III.2 European database on medicines and website update 

A web-based European database on medicines is under development at the EMEA, it has been slightly delayed due to copyright issues on the originally foreseen name. A proof of concept is already ready and a small testing group has been put in place by the EMEA.

The EMEA website pages on consumers and patients will be redesigned soon. A direct link to the pages will be added to the EMEA website homepage. The website pages will be organised under two main headings: information and participation. 

IV.PRODUCT INFORMATION

IV.1
Proposal for involvement of patients’ organizations in QRD Activities

A presentation of the EMEA internal working group on Quality Review of Documents (QRD) followed. The QRD mandate is to ensure clarity, consistency and accuracy of the medicinal product information (labelling and package leaflet) and of its translations. It also verifies the terminology used in translations of opinions and their consistency with the original version of documents.  The QRD working group meets in Plenary three to four times a year, while sub-groups meet on a monthly basis. A secured email connection is also used, mainly to check the accuracy of translations. 

Members of the Working Group with Patients’ and Consumers’ Organisations could be involved in the so-called Pre-Opinion phase, which aims at obtaining a good English version of the medicinal product information, which is suitable for the subsequent translations (see PowerPoint). Their participation would also ensure that the information provided can be read, understood and be used in the correct way by a patient.

IV.2 
Usage patent 

Members were updated on the issue of usage patents in the case of generic medicines, which was extensively discussed at the previous Working Group meeting (see minutes). All the comments made at that meeting were forwarded to the European Commission for comments, although it seems that the EC does not look at the wording EMEA suggested very favourably. In fact, the EC argues that adding a sentence such as:

“(active substance) which is contained in (product) [may also be/is also] authorised to treat other conditions, which are not mentioned in this leaflet. Ask your doctor or pharmacist if you have further questions”.

could in fact promote off-label use of the medicine, leading to the possibility of medication errors. Participants were not convinced by the EC arguments. More discussion between the EMEA and the EC will follow.

V. A.O.B.

V.1
How to present Safety and Efficacy of medicines in product information Presentation by François Houÿez

This point was cancelled (see point I.2 above).

V.2
Letter to the European Commission regarding information on benefit versus risk in the Package Leaflet

A draft letter to the European Commission regarding information on benefit versus risk in the Package Leaflet was presented to participants and discussed (see letter).
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