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  MINUTES OF THE FIRST MEETING OF THE 

EMEA HUMAN SCIENTIFIC COMMITTEES WORKING PARTY WITH PATIENTS' AND CONSUMERS' ORGANISATIONS (PCWP)

EMEA 08 December 2006

Co-Chairpersons: Isabelle Moulon - Second co-chair to be nominated

I. GENERAL ISSUES

I.1 Welcome and Introduction

I. Moulon warmly welcomed the participants to this first meeting of the PCWP. The PCWP is replacing the earlier EMEA CHMP POWG, which allowed setting up a clear framework of interaction between the EMEA and Patients’ and Consumers’ Organisations as well as defining the planned interactions and related objectives. The PCWP has been established to provide recommendations to the EMEA and its Human Scientific Committees on all matters of interest to patients in relation to medicinal products. New participants were introduced to the group. I. Moulon thanked F. Lekkerkerker who kindly accepted to act as a chairman in the afternoon, Isabelle having lost her the voice.

I.2 Adoption of Agenda

The agenda was adopted.

I.3 Minutes of previous meeting

The minutes of the previous POWG meeting were adopted after a clarification (Doc. Ref. EMEA/371372/2006). These minutes will be circulated for information to the EMEA Human Scientific Committees and CMD(h).

I.4 Creation of the Group and Nomination of the Co-chair

It was explained how participation in the PCWP of general consumers’ organisations, general patients’ organisations, and organisations with specific interest in the mandatory scope of the centralised procedure, has been ensured. There was a request for transparency in relation to the criteria applied to select the organisations included in the group. It was explained that this had been done according to the criteria for involving organisations in EMEA activities and considering their appropriateness to the subject covered within the scope of the working party, as stated in the PCWP adopted mandate.

It was also highlighted that, according to the mandate, the EMEA decided internally on additional criteria, in order to select the most appropriate organisation when several organisations were eligible in the same area.
Isabelle Moulon has been nominated Co-Chairperson by the EMEA. A letter asking candidatures for the second Co-Chairperson will be sent to each PCWP Member, with a view to proceed to the election at next meeting.
Each Member is also expected to proceed with the nomination of his/her alternate. For this purpose, a reminder letter will soon be circulated. It was agreed that alternates will receive the same documentation as the Members. The alternates will be invited to the meeting when the member is not available. They could also participate when wished, however the EMEA has no budget to cover expenses related to their attendance. As an exceptional measure, both members and alternates will be invited and reimbursed to the next PCWP meeting to facilitate future work. The group was informed about the first meeting of the EMEA/CHMP Health-Care Professionals’ Organisations’ Working Group (HCP WG), held on 17 November 2006. The minutes of this meeting will be circulated to the PCWP Members. The HCP WG inquired whether a PCWP observer could attend future HCP WG meetings in order to benefit from the experience gained with setting up interaction between the EMEA and Patients’ and Consumers’ Organisations. The PCWP is therefore asked to nominate a Member as observer to the meetings of the HCP WG. The reverse arrangement will also be proposed to the HCP WG members. In order to identify suitable candidates, the PCWP Members asked clarification on the kind of work to be done with the HCP WG and on which topics they are involved. As a consequence, the EMEA will provide the PCWP with the Mandate & Rules of Procedure of the HCP WG when inviting them to volunteer to act as observer.  The observer will be nominated during the next PCWP meeting.

I.5 Working Procedures 

During the previous meeting it was agreed to work in subgroups for drafting recommendations of the group. The 3 topics identified from the “Final Recommendations and Proposal for Action” and from the Work Plan 2007 for discussion in subgroups were introduced:

1. Pharmacovigilance & Risk Communication

2. Dissemination of Information (Website and other Tools)

3. Commission Report to the Council and Parliament 

According to the article 88a of the Directive 2001/83/EC as amended:

“[…]the Commission shall, following consultations with patients' and consumers' organisations, doctors' and pharmacists' organisations, Member States and other interested parties, present to the European Parliament and the Council a report on current practice with regard to information provision —particularly on the Internet — and its risks and benefits for patients. Following analysis of the above data, the Commission shall, if appropriate, put forward proposals setting out an information strategy to ensure good-quality, objective, reliable and non-promotional information on medicinal products and other treatments and shall address the question of the information source's liability.” .

The Commission should release the document for 8 weeks public consultation in January. The PCWP will be given the opportunity to comment as a group.

In relation to future meetings, it was agreed, to work during the morning in subgroup sessions and conduct the plenary session in the afternoon. The plenary session will consist of the report from the subgroups followed by the general discussion and decisions. Composition of the subgroups is flexible and the topics could change during the year according to the work progress. A draft composition of the sub-groups was agreed; the preliminary list will be circulated to members for further comments and final agreement. The topic leaders will be chosen at the subgroup first meeting.

Regarding the reporting of the PCWP activities, the minutes of PCWP meetings will be circulated to Members, CxMP and CMD(h), and will also be published on the EMEA website. The CxMP representative and CMD(h) observers may report orally on the meeting to their group, waiting once the minutes have been circulated. EMEA support is available upon request or when additional written communication is necessary.

I.6 Performance Indicators: Degree of satisfaction from patients and consumers involved in EMEA activities (Draft Doc. Ref. EMEA/345483/2006)   

The revised new draft was presented. The group approved this version with some amendments. It will be used for assessing degree of satisfaction as of 2007. The results will be regularly reported to the EMEA Management Board.

I.7 Pharmaceutical Forum

The Pharmaceutical Forum takes forward some of the issues outstanding from the G10 Medicines process, in particular Information to Patients, Relative Effectiveness and Pricing/Reimbursement. Three technical Working Groups, supported by a Steering Committee, have been established on each of these three subjects.

I. Moulon reported on the last meeting of the “Information to Patients” Working Group. The aim of the working group is to advise the Commission on ways to improve the quality of information on authorised medicines available to European patients.

The Forum’s Working Group on Information to Patients has developed the following three work streams:

a) Quality of Information: to develop a model package of information on diseases (using diabetes as a first example); establish quality criteria for information to patients and consider areas for more harmonised action on information on medicines at an EU level.

b) Statutory Information: the EMEA CHMP/POWG “Recommendation and proposal for action” were acknowledged.

c) Accessibility of Information: to improve patient access to good quality health information in healthcare environments.

Progress is being made with issues related to source of information and EU disharmonies (e.g. in diabetic treatment) to be addressed. It was confirmed that this group will address not only treatment information but also disease information (e.g. considering the need for recommendation on “Disease-related information campaign”). The pharmacist’s role in giving information to patients has been analysed.
I.8 NSAID: Draft New Wording for package leaflet

1.8.a Background

Documents were presented to the group, explaining that, as part of its continuous monitoring activities on medicines, the EMEA has recently reviewed newly available cardiovascular safety data on “non-selective NSAIDs”. NSAIDs are non-steroidal anti-inflammatory drugs. Non-selective NSAIDs have been available on the market for many years and mainly used in the treatment of painful conditions. The non-selective NSAIDs being looked at are diclofenac, etodolac, ibuprofen, indomethacin, ketoprofen, ketorolac, meloxicam, nabumetone, naproxen, nimesulide and piroxicam.

The Agency’s scientific Committee for Medicinal Products for Human Use (CHMP) concluded (24th October Press Release http://www.emea.europa.eu/pdfs/general/direct/pr/41313606.pdf), based on currently available information, that:

“- Non-selective NSAIDs are important treatments for arthritis and other painful conditions. 

- It cannot be excluded that non-selective NSAIDs may be associated with a small increase in the absolute risk for thrombotic events, especially when used at high doses for long-term treatment. 

The overall benefit-risk balance for non-selective NSAIDs remains favourable when used in accordance with the product information, namely on the basis of the overall safety profile of the respective non-selective NSAID, and taking into account the patient’s individual risk factors (e.g. gastrointestinal, cardiovascular and renal).”
The Committee confirmed its previous advice for doctors and patients to continue to use the lowest effective dose for the shortest possible duration to control symptoms. 

The CHMP Pharmacovigilance Working Party has considered possible harmonisation of relevant product information for non-selective NSAIDs available in the EU.

Following these recommendations, the CHMP Pharmacovigilance Working Party has prepared an additional warning for Package Leaflets (PLs) of prescription-only NSAIDs and also for NSAIDs available "over the counter" (i.e. without prescription - "OTC"). The document has been circulated to members of the PCWP to confirm if the message is clear and understandable.

During the discussion the group asked for more information on the increased thrombotic risk associated with use of NSAIDs and the possible related outcomes. The group enquired if studies will be undertaken to increase the knowledge base (also with a view to risk of co-medication). It was clarified that a study is planned in France and that further consideration to studies will be given at EU level. 

Outcome of the discussion
1. The PCWP members found that the proposed wording could be improved in terms of clarity and comprehensibility. Indeed the relevance of accurate “tuning” of the risk from one product to another was questioned as this should be considered in relation to the other benefits and risks of each product. However, the group acknowledged that communication to patients on this topic is necessary.

2. They also recognised that there are two populations of users. They are the occasional users and those who are long-term users, for example, patients controlling chronic pain. The long-term users need the therapy and therefore interruption of the treatment could be a problem.

3. For the occasional user the risk is minimal.

4. It is necessary to simplify (improve) the wording of the section informing patients about when they should discuss with a doctor.

5. For the long-term user, the Package Leaflet should promote the exchange of information with the doctor.

6. For OTC products the key point is to recommend patients to consult their doctor if they have an identified risk.

7. This new warning written in the PL, whether OTC or prescription, should be the same for all NSAIDs concerned.

These comments will be provided to the PhVWP in December 2006 who will be invited to re-consult the PCWP with any new wording.  Deadline for comments will then be one week.

II. Pharmacovigilance
2.1 Risk Communication

It was proposed a mailing scheme to disseminate documents published by the EMEA in a way that could meet patients’ and consumers’ organisations’ specific needs. Contents, timeline, addresses and work plan to implement and improve it were proposed.

The group welcomed the proposal, suggesting the addition of certain features, such as a patient friendly and easy readable text.

A first mailing will be performed the week after the January 2007 CHMP meeting. The mailing scheme will be further developed together with the PCWP subgroup on dissemination of information with a view to make proposals for improvement and to further consider specific matters, such as information tailored by disease area.

III. National Authority Experience on Interaction With Patients’ OrganisationS
3.1 Partnership between the Agence française de sécurité sanitaire des produits de santé (Afssaps) and Patients' Organisations: a progressive change in France

A presentation was shown, describing the involvement of patients in different activities at the French Agency-Afssaps. The agency has taken a systematic approach to develop such contacts, which was initiated at a first meeting in December 2004, where different PCOs where invited according to their previous or current participation in Afssaps’ activities. After several meetings a work programme was published in March 2006. The Afssaps collaborate with 37 organisations including chronic disease associations, drug « victims » organisations, and consumers’ organisations. Basic criteria for eligibility, formally defined by the agency include: qualification and independence, representativeness and obligations (including confidentiality). The organisations’ interaction with the agency is organised in three groups: Review and Validation, Interactions and Procedures, Health Products & Safety Monitoring. The group on review and validation provides systematic input from PCOs on patients’ information before public dissemination: This includes testing and advice on drug safety information for patients, review of information on disease-related or general topics. The group on Interaction and Procedures is involved in first « tools » initiatives: a mail box for PCOs’ requests, a newsletter and an associations’ portal on the future Afssaps website. The group on safety monitoring, all along 2005, has drawn up the requirements for patients’ reporting defining specific form and user’s guide and nominating of a « Vigilance » correspondent in each association. A first pilot study on patients’ reporting of adverse drug events, with its preliminary results was shown to the PCWP.

Approaching industry and health professionals, developing a public access to Afssaps databases and defining procedures of exchange on product-related issues are proposed as ways forward in the agency future work with stakeholders.

The presentation was very welcomed by the group who ask for presentations of other national experiences.

IV. Product Information Transparency and Dissemination
4.1 Principle for Deletion of Commercially Confidential Information (Doc Ref. EMEA/45422/2006)
It was reported that a number of interested parties have provided comments on the document, and particularly thanked the patients’ and consumers’ organisations for their input. They will be taken into account in the preparation of the final version of the document, which will include a paragraph stating that protection of commercial interests should be ensured unless an overriding public interest in the disclosure is present. The document is expected to be finalised early in 2007.
4.2 Q&A on Generics and Biosimilars (Doc Ref. EMEA/393905/2006 and EMEA/74562/2006)
An overview of the comments received on the above-mentioned draft Q&A documents was presented. These comments consisted mainly of minor suggestions for linguistic improvement. However, the information related to bioequivalence study and inactive ingredient still need to be improved in order to make it better understandable. It was agreed to avoid excess detail for some parts of the information, e.g. in the sections concerning “what is a medicinal product” and  “which are the usual regulatory requirements for a marketing authorisation”. Overall, the content of the document was agreed by consensus, and a final version will be prepared by a subgroup of the PCWP.

4.3 Update on Insulin Naming 

The topic was postponed to the next meeting due to absence of the relevant interested parties.

4.4 EMEA Website section for Patients’ and Consumers’ Organisations 

The new draft EMEA website dedicated to patients was shown, explaining the backbone of the subsections and briefly summarising its contents. PCWP members will be provided with this draft new webpage for comments (one month consultation period). Further comments and improvement will be discussed during the next meetings in the remit of the PCWP subgroup on dissemination of information.

4.5 Creation of the Experts List for the Review of the Package Leaflets and the EPAR Summaries

It was announced that the EMEA will send the letters requesting nomination of experts for the review of Package Leaflet and EPAR summaries. It is underlined the key role of the Coordinator for each organisation. He/she will be responsible for coordination of experts’ related work. Training for this new activity will be organised on the 15th of February 2006. As far as possible, training attendees will have the opportunity to attend the PCWP the day after. The EMEA will further inform on this possibility when the meeting room availability has been clarified.

4.6 EudraPharm
The group was informed of the last 6th December launch of EudraPharm for public access. The database includes the summary of product characteristics, package leaflets and the labelling of medicinal products. It currently gives access to information on Centrally Authorised Products only in English, but information in the other official EU languages will be available at a later phase. Mainly characteristics and functions were shown. It was also described what is expected for the future, like improved search functions. The group warmly welcome the project but also asked to have the opportunity to meet representatives of TIG, the group responsible for managing the project.

4.7 Published EPAR summaries (Doc Ref. EMEA/36901/2006)
In view of inviting comments on the translations of every EPAR summary newly published, especially Luminity, Champix, Suboxone, Spyricel. The group was presented with an updated list of the 140 published EPAR summaries. Every EPAR published since the last POWG meeting, is clearly marked. EPAR summaries are published in the emea website on the following page (http://www.emea.europa.eu/htms/human/epar/eparintro.htm). Any comments on any translation should be sent to the PCWP secretariat at any time. 

V. A.O.B

5.1 Organisations Eligible to Participate in EMEA Activities

The group was reminded that a table indicating each organisation eligible to participate in EMEA activities is available on the website. The table will be regularly updated as new organisations join. A more informative version of the table (e.g. with link to each organisation website) is being prepared as part of the new EMEA webpage for patients.

5.2 Draft EC Guideline on the Readability of the Label and Package Leaflet of Medicinal Products for Human Use

Comments received on the document were summarised. Compiled comments from PCOs, sent to the EC, in particular, recommended that:

-Font size of package leaflet and label should be as large as possible. Print colours are often too pale.

-Annex 1- on user consultation: Recruited participants to the readability test should be representative of the population to be treated.

In addition, even late comments received, which therefore could not be discussed within the assigned time frame will be sent.

Although they were out of the scope of the consultation, comments related to Recommendation for blind patients and Consultation with patient groups will also be forwarded to the Commission for future consideration (see Annex II).

5.3 ICH Draft Definition for Genomic Biomarkers, Pharmacogenomics, Pharmacogenetics, Genomic Data and Sample Coding Categories (Doc Ref. CHMP/ICH/437986/2006)
The document was presented to the group, introducing its contents. It was recognised that the document is rather technical and not easy to read. Nevertheless, it is important that PCOs develop awareness on the topic and provide general comments on it. Comments are expected by the 1st of February 2007.

5.4 Guidance Document for Compassionate Use of Medicinal Products (Doc Ref.EMEA/27170/2006)
Upon the group’s request, it was informed that the EMEA is liaising with the European Commission and Member States for finalising the implementation of the new legal requirement of CHMP’s opinion on compassionate use of medicinal products, and the practical framework for compassionate use will be set up nationally, even in cases where CHMP has provided an opinion. The EMEA will publish information on CHMP opinions related to compassionate use. 

5.5 Conclusion

Attendees were thanked for their participation and the Chairperson drew their attention to the possible increased workload in the future as illustrated by the number of new requests from various parties addressed to the group during this meeting.

5.6 Date of next meeting and training on product information review

The next meeting will take place on Friday 16th February 2007 following the 1-day training session on the review of product information, which will take place on Thursday 15th February 2007.

Closure of the meeting

 ANNEX I: List of documents circulated at the meeting
	· Agenda
	EMEA/437267/2006

	· List of Participants
	EMEA/375805/2006

	· Minutes from last meeting on 15 09 2006 
	EMEA/371372/2006

	· List of Members and Contact Details
	EMEA/497402/2006

	· PCWP Working Procedures
	EMEA/495043/2006

	· Performance Indicators: Degree of satisfaction from patients and consumers involved in EMEA activities
	EMEA/345483/2006

	· Proposed wording for NSAIDs Package Leaflet 
	EMEA/484175/2006

	· Risk Communication – Mailing List 
	EMEA/494871/2006

	· Partnership between AFSSAPS and Patients’ Organisations
	EMEA/497574/2006

	· Interested Parties having commented on draft Principles for Commercially Confidential Information
	EMEA/494657/2006

	· Q & A on Generics and Biosimilars
	EMEA/74562/2006

 EMEA/393905/2006

 EMEA/520948/2006

	· List of EPAR Summaries published to the EMEA website
	EMEA/36901/2006
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