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1. WELCOME AND MINUTES OF THE LAST MEETING 
 
Mr Martin Fletcher, acting Co-Chairmen of the Working Group, opened the meeting by 
welcoming participants and setting out the aims of the meeting. Sir Liam Donaldson sent his 
apologies.  
 
The main objectives of this meeting were: to elect a new co-chair; to update the working 
group on the EUNetPas proposal; to agree next steps for the draft patient safety 
recommendation; to explain the Commission's Patient Safety initiative for 2008, the links to 
the Health Services initiative and Healthcare Associated Infection Recommendation and the 
role of the patient safety working group in this work; and to review the available data on the 
extent and scope of the patient safety incidents and to identify other sources. 
 
The draft minutes of the last meeting held on 8 March 2007 were adopted without 
amendment.  The agenda was also adopted. 
 
The meting was attended by all Member States other than Estonia, Greece (see footnote in 
section 10) and Hungary. Norway attended for EFTA and all stakeholder organisations 
attended other than the Council of Europe and WHO. 
 
 
2. ELECTION OF NEW CO-CHAIR OF THE WORKING GROUP 
 
After an introduction from Mr Fletcher, Ms Basia Kutryba (Poland) was elected unopposed to 
become co-chair of the working group, maintaining the balance of chairs as one from EU15 
and one from the recently acceded Member States.    
 
 
3. PROPOSED EUROPEAN NETWORK ON PATIENT SAFETY 
 
Ms Kutryba introduced the Secretariat, who explained that he was unable to bring the group 
any news of the project proposals to establish an EU network for patient safety under the 
Public Health Programme's call for proposals earlier this year. The EUNetPaS proposal, 



together with any others that may have been received, was still being considered by the 
Commission. It was hoped that things would be clearer by the time of the next meeting so that 
a detailed discussion as to how a patient safety network could help to deliver the 
Commission's patient safety initiative could take place. 
 
 
4. PATIENT SAFETY RECOMMENDATION 
 
Ms Kutryba reminded the group that it had been intended to ask the High Level Group to 
consider and endorse the draft patient safety recommendation, the wording of which the 
working group had agreed in April 2007, at its next meeting. As the High Level Group had 
not met in June and was not meeting again today, it was suggested that the Secretariat sent the 
recommendation to the High Level Group through a written communication asking its 
members to signal Member States' support for that recommendation.  
 
Ms Kutryba explained to the working group that this document is not binding on Member 
States. It merely documents agreement by members of the working group on the key patient 
safety issues and areas for action, including mention of the need for an EU patient safety 
network. Obtaining the High Level Group's endorsement would signal the recommendation as 
a good starting point for the Commission's proposal for patient safety due in 2008,  
 
Action:  
 
Secretariat to discuss with Commission colleagues the process for bringing to the 
attention of members of the High Level Group.  
 
 
5. EUROPEAN COMMISSION'S PATIENT SAFETY INITIATIVE 
 
Mr Fletcher introduced the Secretariat who presented on the European Commission's patient 
safety initiative for 2008. That presentation is attached to these minutes. 
 
He described the current state of play regarding the health services initiative which might 
possibly provide a framework for the patient safety initiative and also mentioned the separate 
but related ongoing initiative on healthcare-associated infection (HCAI). 
 
The Secretariat then described the process, objectives and approximate timetable for the 
initiative and asked for the working group's help to develop the patient safety proposal and 
addressing the impact assessment requirement. 
 
During the general discussion session that followed the presentation, the Secretariat made the 
following points: 
 

• It was not the intention to have prolonged debate in this forum about HCAI issues. 
However, if the group wished, the Secretariat would invite a colleague from the 
Commission's Health Threats Unit to speak at the next meeting. 

• The Commission could provide an update on the other patient safety-related initiatives 
at the EU level, led by other Commission services, at the next meeting. 

• The Secretariat would endeavour to send its presentations before the meeting in 
future. 



• The Commission would provide feedback from upcoming patient safety research 
conference in Porto at the next meeting.  

 
Members of the working group agreed to assist the Commission in the development of its 
proposal and agreed that the draft recommendation from the group to the High Level Group 
was a good basis on which to build that proposal. They agreed to send data relevant to impact 
assessment to the Secretariat. In particular: 
 

• Spain would send details of its ongoing project on adverse events in primary care. 
• PGEU would send helpful information on medication safety. 
• OECD hoped that its manual on decoding hospital patient safety reporting systems in 

various Member States, which should be of use in measuring the extent of harm at the 
national level and within national health systems, might be ready by October. It would 
share this with the Secretariat once it was.   

 
To summarise the way forward: 
 

 The Commission's health services initiative proposal is due later this year. 
 Next year, there will be an Annual Policy Strategy (APS 2008) initiative on patient 

safety, which may be linked to the health services initiative, but will proceed 
irrespective of what happens to the latter. 

 In parallel with the general APS 2008 initiative on patient safety, a separate 
Commission initiative on HCAI is being progressed. 

 The draft patient safety recommendation would form the basis of the Commission's 
proposal which will require the input of the working group. We have the 'what' but 
need more on the 'how'. 

 Hopefully, an EU network for patient safety will emerge to help to deliver some of the 
required work on patient safety which the proposal will identify. 

 The Commission will decide the preferred instrument for the patient safety proposal. 
There is a range of legislative and non-legislative options available.  

 In parallel to the development of the proposal, work has commenced on impact 
assessment. Again, the working group has an important role to play in this.  

 
 
6. DATA ON THE EXTENT AND TYPE OF PATIENT SAFETY INCIDENTS 
 
Mr Fletcher introduced the Secretariat who stressed the need to capture as much information 
as possible on the scope and nature of harm and adverse events in EU (and other) health 
systems to help to produce a strong 'problem definition' section for the impact assessment 
paper, and hence make a powerful case for the need for action at the EU level on patient 
safety. Supported by a very short presentation, also attached, the Secretariat listed some of the 
key reports and studies containing such data which are well documented, and asked members 
of the working group to provide him with other available studies (or details of those studies) 
in their Member States or elsewhere. Information should be for large-scale studies but should 
not be confined to those covering all types of patient safety incidents or those that take place 
only in the hospital setting.  
 
Members welcomed moves to try to establish a firmer idea of the patient safety problem in the 
EU. Quantitative data on both the levels of harm in the EU and the economic cost of that harm 
would present a powerful argument for action to policy-makers.  There was widespread 



acknowledgement, however, that there was not a great deal of information of that nature 
available. The research evidence-base for patient safety needed to be strengthened.  
7.  NEXT MEETING 
 
The next meeting was scheduled to take place in Brussels on Thursday, 22 November 2007 
but this is to be confirmed by the Secretariat nearer the time.  
 
The Secretariat explained that it was not planned to hold a formal public consultation in 
respect of the patient safety APS 2008 initiative. Instead the patient safety group would be the 
main consultative mechanism, given its membership included representatives of all 27 
Member States and key stakeholder groups. However, there were important constituencies not 
represented on this group, which needed to be involved in the development of the 
Commission's proposal on patient safety and the associated impact assessment work.   
 
Therefore, the group was asked if it had any objections to the Secretariat inviting medical 
device and pharmaceutical product manufacturers to the next meeting. Members of the group 
had no objection to that suggestion but only if it was made clear at the outset that they were 
being invited to hear about, and contribute to, plans for patient safety at the EU level rather 
than push single issue agendas. The Commission's Directorate General for Enterprise and 
Industry is of course in the lead for legislative issues in the area of pharmaceuticals and 
medical devices.  
 
Action:  
 
The Secretariat would liaise with colleagues in DG Enterprise about the most 
appropriate organisations to invite. 
 
 
8.  ANY OTHER BUSINESS 
 
i) Ireland reported back on a project it is undertaking in partnership with WHO's World 
Alliance for Patient Safety, on supporting patients, families and clinicians in the aftermath of 
a patient safety incident. It had hosted a conference the previous week to formally launch the 
project. The conference had attracted participants from 28 Member States and encouragingly, 
for a patient-led project, around 25% of those attendees were patients themselves.  
 
Action: 
 
Ireland is collecting international literature on best practice in this area and encouraged 
working group members to send anything that might be of interest to them.  
 
Ireland will send key documents about the project and conference to the Secretariat who 
will forward to other members of the group.     
 
ii)  The Secretariat asked the Nordic countries present about the Nordic Patient Safety 
Network that had been brought to its attention, and how this work might complement an EU 
patient safety network should one be established. The Nordic network wasn't actually 
restricted to the Nordic countries and indeed many of the working group members were 
involved. It was primarily a patient safety research network and the relationship between 
research networks and a general EU patient safety network would be explored further at the 



patient safety research conference in Porto at the end of the month, at which the Secretariat 
and many working group members would be in attendance.    
 
9. CONCLUSIONS 
 
Mr Fletcher concluded by summarising what was required of the working group. 
  
Key action from today's meeting:  
 
Working group members should send to the Secretariat data from published studies or 
obtained through reporting systems on the scope and nature of the patient safety 
problem and, where interventions have been introduced, any data on the impact of those 
interventions.  
 
 
10. FOOTNOTE 
 
Ms Zoi Kolitsi arrived for a 14.00 meeting due to the confusing messages regarding the 
correct start time for the meeting. Ms Kolitsi and the Secretariat met for 45 minutes to run 
through the discussion and outcomes of the meeting.  
 
The Secretariat promised to report back to colleagues on concerns voiced about the timing of 
the meetings when the plenary was not meeting. 
 
 
Lee McGill, SANCO C5 – draft 2, 27 September 2007   
 


