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Eimear O'Loughlin attended the meeting of the EMEA working group with patients and consumers organisation on 1 and 2 June 2006.  The following is an outline of the proceedings of the meeting. The minutes by the EMEA will be published once approved by the next meeting of the group in September 2006.

1. 
GENERAL ISSUES

1.1
Welcome and Introduction

Ms. Isabelle Moulon and Mr. Frits Lekkerkerker chaired the day's session. They welcomed all participants and a round of introductions followed.

1.2
Adoption of Agenda and Minutes 

The agenda was approved and the minutes of the previous meeting were adopted.

Rules of involvement of members of Patients’ and/or Consumer’s Organisations in Committees related activities have been adopted. No major changes have been introduced following the external consultation phase.

1.3
Pharmaceutical Forum – Information to patients 

Mr. James Copping of the European Commission's DG Entreprise Unit F5: Competitiveness of Pharmaceuticals Unit offered a presentation on the Pharmaceutical Forum and Information to Patients.  He outlined the aims of the Forum and noted that there has been a long recognition of the need to improve information (info) to patients.  One of the working group of the Pharmaceutical Forum is dealing with Information to Patients. During its last meeting this working group decided that the EMEA would coordinate the topic "Statutory information" and prepare a working document on the basis of the " Recommendations and proposals for action from the EMEA/CHMP working group with Patients and Consumers' Organisations.

Mr. Copping emphasised that the dialogue between health professionals and patients must remain central to health information, that information is best provided locally although there is a role for the EU, and that there is no question of introducing direct to consumer advertising.  

The approach of the Forum has been twin track – i.e. inclusive of legislative reform (including the Pharmaceutical Review and a Review of information provisions by 2007) and non-legislative approaches (such as the G10 Medicines – established to improve the competitiveness of the pharmaceutical industry in line with public health objectives - and the Pharmaceutical Forum).

At the initiative of the Pharmaceutical Forum, the Information to Patients Working Group decided to establish a three-pillar work programme.  Mr. Copping outlined briefly the Work Pillars.  Pillar I – Non-statutory Information aims to develop model info packages on diseases (to which all stakeholders can contribute).  Pillar II – Statutory Information aims to prepare a report on possible European level action.  Pillar III – Accessibility aims to develop recommendations on enhancing info in pharmacies and hospitals (hence the need to identify the criteria of “good information”).  The work of Pillar I and III will be user tested through stakeholder workshops and electronic consultations.

The next steps for 2006 will be 

· 23 June - WG on Info to Patients to consider the draft progress report on the three Pillars

· 3 July – Steering Committee to agree progress report

· 29 September – Pharmaceutical Forum to provide political mandate for objectives.

1.4
Pharmaceutical Forum  - Information to Patients - “Statutory information for patients”

.

Following on from Mr. Copping's outline of three Pharmaceutical Forum's three-pillar work programme, Ms. I Moulon presented the working document “Recommendations and Proposals for Action from the EMEA/CHMP Working Group with Patients' and Consumers' Organisations”.  EPHA suggested that the document should refer not only to ‘patient’ but also to ‘individual/consumer/public’ who might become ‘patient’. Representatives of EMEA explained that the Commission requested the removal of the headings making distinction between recommendations requiring harmonisation by Member States and recommendation requiring legal revision, which was agreed to do by participants.  

It was noted that the recommendations which can be implemented by the EMEA have either been implemented already or are currently being implemented. The document will be presented to the Information to Patients Working Group at the end of June 2006.

1.5
Mandate and Rules of Procedure

Mr. Juan Garcia Burgos of the EMEA presented the mandate, objectives and rules of procedure for the EMEA Human Scientific Committees Working Party with Patients' and Consumers' Organisations.  The document serves as a basis for the interaction of Patient and Consumer Organisations with EMEA Scientific Committees.  On the request of a participant the deadline for comments was delayed one week, until 21 June.  There were no other comments on the document except for clarification of the submission and implementation of the mandate and rules.

In email follow-up after the meeting Mr. François Houyez of Eurordis expressed concern around the fact that one of the two chairpersons, appointed by EMEA, will be financially supported for its responsibilities/tasks as this will be part of his/her job. The other chairperson, if elected among patients and/or consumers representatives, will not. He felt that this may introduce an unfair and unbalanced situation, where one of the two may not act as much as he/she would like to.


1.6       Work Programme for 2007

Activities planned for 2007 were presented by Mr. Juan Garcia Burgos through the revised work plan.  It focuses on the implementation of the “Final Recommendations and Proposals for Action”, adopted by the CHMP and available on the EMEA website.  The Working Party and its mandate and rules of procedure had been revised.  There were no objection or comments on this or the proposed work programme.  Participants have one month to comment on the 2007 work programme.

1.7 Performance Indicators: Degree of satisfaction from patients and consumers involved in EMEA activities

Mr. Juan Garcia Burgos presented the the third draft  of the Questionnaire on the degree of satisfaction on the interaction between the EMEA and PCOs.  Participants have four weeks to comment on its content and format before it is finalised in September and sent to the committees for adoption.  It was debated and agreed to change the scale of satisfaction from 5-point to 3-point (Good/Fair/Poor), since generally respondents tend to score “average” in most cases.  In addition, it was proposed to put a specific question on POWG work input in Organisations’ work and for the Group’s meetings. A revised draft questionnaire will be prepared for a round of written consultation prior to its adoption at the September meeting.

1.8.Declaration of Interest / Confidentiality Undertaken – Specific considerations for patients

Mr. Laurent Brassart presented and sought feedback on the document of guidance for PCOs in completing the EMEAs Declaration of Interest form.  There was some debate on the specific wording of the guidance document, especially regarding the definitions on the right-hand side of the page. For example, some participants felt that the difference between professional and personal address was ambiguous, since some smaller PCOs work from home.  However, it was concluded that in these cases such information would have anyway been made public, and this form does not jeopardise an individual's privacy rights.

1.9  Presentation on “The Naming of Insulins”

Mr. Zaide Frias presented an update on the Invented Name Review Group (NRG) draft recommendations document on naming of insulins. The acceptable qualifier for the duration of action was proposed as Rapid, Long and Mix (with the proportion identified in front of the qualifier).  Participants proposed alternative qualifiers such as Short/Medium/Long, as well as harmonisation of colour-coding and other layout standards for visually impaired patients was also suggested.

Pharmaceutical industry will be consulted on these on these naming recommendations. It was suggested that industry be given adequate transition time for such update on names, but to ensure benefit of this naming recommendation it will have to be applied to all insulins.

An update of the document will be presented at the September meeting.

2.
PHARMACOVIGILANCE 7 DESSEMINATION OF INFO AND TRANSPARENCY

2.1
Report from the Workshop on Risk Communication

Mr. Andreas Wulf reported to EMEA representatives on the previous day's workshop for the PCOs, held at Which?'s London offices.  Participants who had been present at the workshop added further comments to Andreas' report.  The report of the workshop is available on EPHA's website.

2.2
How to communicate Safety and Efficacy of Medicines

Mr. Francois Houyez and Mr. Frits Lekkerkerker each presented “How to communicate Safety and Efficacy of medicines  - NNTB and NNTH concepts”.  NNTB is the concept which describes the number of people who must be treated in order that one adverse event is prevented by the treatment at issue.  The NNTH is the concept which describes the number of patients needed to be treated for one additional patient to be harmed.  

Generally an individual/patient prefers to be informed about the qualities of a medicine as relative risks.  However, estimates of absolute risks and NNT calculations are considered by experts to be more helpful than relative risks.    

There were a number of different opinions on how to present the information to patients.  Some participants suggested to provide both types of measures, others to use one for assessment purpose and the other as explanation for patient, others stressed that this issue can lead to misinformation. 

There was consensus that it needs to be discussed on an individual basis between patient and Doctor. 

Further discussion is required before deciding on how to communicate results.

3.
A.O.B

The last agenda item of the day was a report of the EMEA workshop with healthcare professionals (HCPs).  This was the first time EMEA interacted directly with HCPs, and the interaction was based on the model developed with PCOs.  The areas to be focused on include information on medicines, pharmocovigilance, involvement in EMEA scientific activities and involvement of “learned societies and academia”.  
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Friday 2 June, 2006

Practical exercises Reviewing Package Leaflets

Several patient package leaflets of medicines were reviewed by participants, with regard to readability for patients and ease of comprehension.  It was noted that currently such package leaflets are essentially little more than a legal document, which serves more to protect the manufacturer than to inform and educate the patient/user.

The information on APTIVUS, EVOLTRA, and AVAGLIM was reviewed.  There were numerous practical comments for improvement – many focussing on wording.  This included avoiding medical jargon whenever possible, expanding definitions (e.g. what is meant by “child”),  including explanations of key words to increase patient/reader understanding of the medicine and illness itself.  

Questions were raised on what level of comprehension to pitch such package information.  Some patient representatives expressed views that many patients are experts in their illnesses and therefore it is unnecessary to explain in great detail aspects of illness and treatment.  Other patient representatives felt that patients are easily confused, forgetful, and not trustable in taking medicines correctly.   

EPHA advocated for explanation of key jargon and words (e.g. either avoid referring to “paediatric”, or include “child and young person” in addition for clarity), some brief information on how the drug acts on the body, and and objective explanation of the effect of misuse of medication (e.g. overuse of the corticosteroid may lead to skin thinning).  EPHA also expressed the need to include indications of where to find more information.  This raised the question of the need for an independent European database of information on medicines.

The debate raised issues such as providing “too much” information, especially on risk or adverse effects may reduce “patient compliance”. 

The debate also looked at different brand names for the same medicine in different European countries and the problems associated with this phenomenon.

It was concluded that this debate needs much more discussion and consultation with a wide variety of stakeholders, in particular patients and caregivers themselves.

Next Meeting – 15 September, 2006
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