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Workshop on Patient Safety 

EXECUTIVE SUMMARY 
On 30 May 2013, the Committee on Environment, Public Health and Food Safety (ENVI) of 
the European Parliament held a workshop on "Patient Safety". The workshop was hosted by 
MEP Mr Oreste ROSSI, ENVI Committee Rapporteur for the Parliament’s own-initiative 
report on the implementation of the Council Recommendation on patient safety (2009/C 
151/01). The workshop was co-chaired by the ENVI Shadow Rapporteurs: MEP Ms Michèle 
RIVASI, MEP Ms Renate SOMMER and MEP Ms Rebecca TAYLOR.  

MEP Mr Oreste ROSSI welcomed participants to the workshop and stressed that the 
workshop would contribute to the on-going discussion on the Parliament’s own-initiative 
(INI) report on patient safety. In her introduction to the first part of the workshop, Ms 
TAYLOR highlighted that patient safety is an endemic concern across Europe due to various 
adverse events that may occur in hospitals, including medical errors and health care 
associate infections (HCAI). She also stressed that the risks associated with these adverse 
events are largely avoidable and that preventative measures should be promoted to 
increase the level of patient safety in the EU.  

Ms Nathalie CHAZE, Head of Unit for Healthcare Systems in the European Commission DG 
Health and Consumers, then provided an overview of the Commission’s follow up activities 
to the report on the implementation of the Council Recommendation on patient safety. 
According to the report, three areas remain poorly implemented in Member States: 
information to patients; the use of reporting systems for adverse events; and education 
and training of the workforce. As a result, the Commission is working with Member States 
to introduce common training guidelines and is promoting the exchange of best practices 
on the quality of care. In conclusion, Ms Chaze stressed the need for a real change in the 
culture of health care quality management to enhance patient safety. In her words, "This is 
all about saving lives". 

Presenting the draft Parliament’s own-initiative report on the implementation of the Council 
Recommendation on patient safety, Mr ROSSI highlighted the importance of ensuring 
sufficient levels of health care staff in the face of the restructuring and cost cuts being 
made across Europe due to the financial crisis. Urgent action on patient safety is needed 
since 37,000 people die each year in Europe due to HCAI and a lot more get ill (and 
recover). In this respect, Mr Rossi mentioned that coordination and exchange of good 
practices are crucial to reduce the differences that still exist between Member States. He 
also stated that common safety protocols are needed to respond to the increasing mobility 
of patients in the EU.  

Ms RIVASI opened the second part of the workshop stressing that nosocomial (i.e. hospital-
acquired) infections and illnesses are a big challenge in Europe and that prevention efforts 
should be made to reduce infection cases. In particular, she pointed at phage therapy as a 
possible complementary treatment that could be used to face the increasing resistance to 
antibiotics in hospitals. Dr Fabrizio OLEARI, President of the Italian National Health 
Institute, spoke about nosocomial infections, which relate to any infection acquired by a 
patient in a hospital. In particular, he highlighted the enormous economic costs related to 
HCAI, which are not included in prices and hence produce a high economic burden for 
health care systems. He explained the importance of monitoring the quality of care using 
clinical indicators, including structure indicators (e.g. number of specialists compared to 
other doctors or availability of specific units), process indicators (e.g. patients treated 
according to clinical guidance) and outcome indicators (e.g. mortality and morbidity, but 
also quality of life and patient satisfaction).  
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Dr Oleari then stressed that one of the key risk factors for HCAI is antibiotic resistance in 
health care settings, which has increased as a consequence of high antibiotic consumption 
and misuse. Finally, Dr Oleari underlined that, in his view, the best way to address HCAI is 
at European level as proper research and cooperation can only happen at a wider scale. 

Dr Boudewijn CATRY, Head of Healthcare-Associated Infections and Antimicrobial 
Resistance at the Scientific Institute of Public Health in Belgium focussed on infections in 
home care and long-term health facilities, such as nursing homes. The elderly are a 
particularly frail population that often suffer from impaired mobility, disorientation and 
incontinence, which are risk factors for the development of infections. Another risk factor is 
antimicrobial resistance. Dr Catry explained that in the context of home/nursing home care, 
hand hygiene compliance is still an issue and that various campaigns have been carried out 
in Belgium to promote this practice.   

The next speaker, Dr Olivier PATEY, Head of Internal Medicine  Service, Infectious and  
Tropical Diseases at the CHI Villeneuve Saint Georges in Paris, presented the opportunities 
that could be offered by phage therapy, a practice that was extensively used mainly in 
former Soviet Union countries in the early 1900s. This treatment consists of the therapeutic 
use of bacteriophages, i.e. natural viruses that can be found in the environment and in 
humans, to treat bacterial infections. Phage therapy is currently not allowed in the EU as 
bacteriophages are considered as medicines and do not meet the criteria to receive a 
marketing authorisation. Finally, Dr Patey emphasised that phage therapy could represent 
a valid and natural alternative to antibiotics and its potential should be further assessed 
and exploited. Ms Rivasi concluded that, as a practice that could save patients’ lives, the 
potential of phage therapy should be exploited in the EU, and she called on the European 
Medicines Agency to look further into this matter. 

The third part of the workshop dealt with the challenges in implementing a true European 
system of patient safety. Dr Agnès LEOTSAKOS, Leader of Patient Safety Education and 
Global Capacity Building at the World Health Organization (WHO) focussed on patient 
safety priority areas for the development of programmes and policies at the European level. 
According to WHO, the main priority areas for patient safety are errors related to unsafe 
medical care (e.g. unsafe medications and HCAI), structural factors (e.g. poor training and 
education, stress and fatigue of health care workers) and poor processes (e.g. misdiagnosis 
and poor test follow up). Dr Leotsakos highlighted that a strong evidence base and 
monitoring data are essential to design effective policies and programmes on patient 
safety. 

Dr Dominique L. MONNET, Senior Expert & Head for the Antimicrobial Resistance and 
Healthcare-Associated Infections Programme in the European Centre for Disease Prevention 
and Control (ECDC) explained that the spread of Carbapenemase-Producing 
Enterobacteriaceae (CPE) in Europe represents a real challenge for HCAI because these 
bacteria have become almost totally resistant to antibiotics. He explained that multidrug
resistant infections represent a threat to patient safety, causing increased length of hospital 
stays and increased patient morbidity and mortality. Dr Monnet highlighted that CPE are 
propagating worldwide and represent a new threat for the safety of European patients. In 
particular, cross-border transfer of patients and the extensive use of antimicrobials 
contribute to the spread of CPE. According to the ECDC risk assessment, measures to 
prevent the spread of CPE include the use of standard precaution and basic hand hygiene, 
the pre-emptive isolation of high-risk patients and the prudent use of antimicrobial agents. 
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In her introduction to the last part of the workshop, Ms SOMMER highlighted that 1.4 
million patients suffer from therapy-associated infections each year. She also stressed that 
large differences still exist between Member States on how these cases are handled. 
Exchange of information to learn from the best practices is therefore crucial in this context. 
Presenting the views of the European Wound Management Association (EWMA), Prof. Zena 
MOORE explained that the incidence of wounds is significant, with 4 million individuals 
affected each year. The most common infections associated with wounds are pressure 
ulcers and surgical site infections. She then stressed that a multidisciplinary approach is 
key to prevention, as no single professional has all the skills required to match the patients’ 
needs. In this context, education and training as well as integrated standards of care are 
central in achieving a robust patient safety culture within health care services.  

Finally, Ms Cristina PADEANU, Project Officer at the European Patients’ Forum (EPF), 
introduced the patients’ point of view into the debate. Her main message was that the 
active involvement of patients is a must in the patient safety paradigm. Better informed 
and empowered patients could contribute to the development of policies and programmes 
on patient safety at all levels. However, the preliminary results of a survey by EPF indicate 
that patient involvement is still poorly implemented in Member States. In Ms Padeanu’s 
views, new EU legislation should represent an opportunity to further increase patients’ 
awareness and engagement.  

In the discussion that followed, Mr Nöel WATHION, Head of Unit for Patient Health  
Protection at the European Medicines Agency (EMA) explained that medication errors are 
also a factor undermining patient safety. In this context, reporting of medication errors by 
patients and health care professionals should be improved to reduce the consequences of 
what Mr Wathion referred to as a major public health burden. 
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1. LEGAL AND POLICY BACKGROUND 
Protecting patients against unnecessary or potential harm associated with health care is 
crucial to ensure patient safety and to prevent permanent injury, increased length of stay 
in hospitals and even death. The harm can be caused by a range of medical errors and 
adverse events. For example, patients can be affected by the misuse of technology, poor 
communication between different health care providers, delays in receiving treatment as 
well as by health care associated infections (HCAI).  

In particular, the World Health Organization (WHO) defines HCAI as “an infection occurring 
in a patient during the process of care in a hospital or other health care facility which was 
not present or incubating at the time of admission” 1. Patients can be affected in any type 
of setting where they receive care and an infection can also appear after discharge from the 
hospital. HCAI are the most frequent adverse event in health-care delivery worldwide, with 
hundreds of millions of patients affected each year. These infections are due to a number of 
factors including prolonged and inappropriate use of antibiotics and invasive devices (such 
as central lines, urinary catheters and ventilators); high-risk and sophisticated procedures; 
immuno-suppression and other severe underlying patient conditions; and insufficient 
application of standard and isolation precautions2. 

The issue of patient safety is a serious concern in the European Union, where it is 
estimated that between 8% and 12% of patients admitted to hospitals suffer from adverse 
events whilst receiving health care and that HCAI affect around 4.1 million people every 
year3. Such infections annually account for 37,000 attributable deaths in Europe and 
contribute to an additional 110,000 every year. HCAI are very much connected to the issue 
of antimicrobial resistance. In particular, the European Centre for Disease Prevention and 
Control (ECDC) estimates that a large proportion of HCAI-related deaths are due to 
antibiotic-resistant bacteria, such as Staphylococcus aureus, Enterobacteriaceae and 
Pseudomonas aeruginosa, for which the number of directly attributable deaths is currently 
estimated at 25,000. Annual financial losses due to HCAI are also substantial: they are 
estimated at approximately 7 billion EUR in Europe, including only direct costs and 
reflecting 16 million extra days of hospital stay4. 

According to the WHO, these human and financial losses could be prevented and the 
burden of HCAI could be reduced by as much as 50% or more. Solutions for improvement 
include identifying local determinants of the HCAI burden, enhancing reporting and 
surveillance systems at the national level, improving basic standards such as hand hygiene, 
promoting staff education and accountability as well as conducting research on the 
potential involvement of patients and their families in HCAI reporting and control. 

1 World Health Organization (WHO) website on the burden of health care-associated infection worldwide: 
http://www.who.int/gpsc/country_work/burden_hcai/en/index.html. 

2 WHO, Fact Sheet on Health care-associated infections. Available at: 
http://www.who.int/gpsc/country_work/gpsc_ccisc_fact_sheet_en.pdf. 

3 European Centre for Disease Prevention and Control (ECDC) website on antimicrobial resistance and health 
care-associated infections: 
http://ecdc.europa.eu/en/activities/diseaseprogrammes/ARHAI/Pages/about_programme.aspx. 

4 WHO, Report on the burden of endemic health care-associated infection worldwide, 2011. Available at: 
http://www.who.int/iris/bitstream/10665/80135/1/9789241501507_eng.pdf. 
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Patient safety has also been addressed at the EU level. In particular, in June 2009, the 
Council Recommendation on patient safety (2009/C 151/01)5 called on Member States to 
enact a series of measures to minimise harm to patients receiving health care, such as 
developing national policies on patient safety, empowering and informing patients, 
establishing reporting and learning systems on adverse events, promoting the education 
and training of health care workers and developing research. The Recommendation also 
urged Member States to adopt and implement specific strategies for the prevention and 
control of HCAI.  

The Recommendation complements other related EU initiatives, such as Directive 
2011/24/EU6 on the application of patients’ rights in cross-border healthcare, which aims to 
clarify the rights of patients when accessing care in another EU Member State, but also to 
ensure that such care is safe and of good quality. In addition, the recent Commission 
Implementing Regulation (EU) No 520/20127 on the performance of pharmacovigilance 
activities also contributes to enhancing patient safety by minimising any potential risk 
associated with the use of medicines, including medication errors. A crucial role in this 
context is played by the European Medicines Agency (EMA)8. Another European agency 
closely involved in the issue of patient safety is the European Centre for Disease Prevention 
and Control (ECDC)9, which coordinates the European surveillance of surgical-site 
infections, HCAI in intensive care units and antimicrobial resistance. 

In November 2012, the European Commission issued a report on the basis of Member 
States' reports on the implementation of the Council Recommendation on patient safety10. 
According to the main findings of the report, all countries have developed specific policies 
on patient safety or embedded them as priorities in their health policies. In addition, most 
countries have encouraged training of health care professionals on patient safety, though 
only a few have formally included patient safety in education and training. However, a 
number of actions remain poorly implemented in Member States, such as providing full 
information to patients about patient safety, disseminating knowledge on patient safety to 
health workers and developing core competencies for patients. 

The European Parliament is currently preparing an own-initiative report on the 
Commission’s report11. In essence, the draft Parliament’s report urges Member States to 
continue their efforts to improve patient safety in line with the Council Recommendation. It 
also calls on the Commission to foster the exchange of good practices and to step up 
international cooperation on patient safety. 

5 Council Recommendation of 9 June 2009 on patient safety, including the prevention and control of healthcare 
associated infections. OJ C 151, 3.7.2009, p. 1–6. 

6 Directive 2011/24/EU of the European Parliament and of the Council of 9 March 2011 on the application of 
patients’ rights in cross-border healthcare. OJ L 88, 4.4.2011, p. 45–65. 

7 Commission Implementing Regulation (EU) No 520/2012 of 19 June 2012 on the performance of 
pharmacovigilance activities provided for in Regulation (EC) No 726/2004 of the European Parliament and of 
the Council and Directive 2001/83/EC of the European Parliament and of the Council Text with EEA relevance. 
OJ L 159, 20.6.2012, p. 5–25. 

8 http://www.ema.europa.eu/ema/. 
9 http://www.ecdc.europa.eu/en/Pages/home.aspx. 
10 REPORT FROM THE COMMISSION TO THE COUNCIL on the basis of Member States' reports on the 

implementation of the Council Recommendation (2009/C 151/01) on patient safety, including the prevention 
and control of healthcare associated infections /* COM/2012/0658 final */. 

11 Draft report on the report from the Commission to the Council on the basis of Member States' reports on the 
implementation of the Council Recommendation (2009/C 151/01) on patient safety, including the prevention 
and control of healthcare associated infections (2013/2022(INI)). 
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2. PROCEEDINGS OF THE WORKSHOP 

2.1	 Introduction 

2.1.1	 Welcome and opening – Mr Oreste ROSSI MEP 

MEP Mr Oreste ROSSI welcomed Members of the European Parliament, European 
Commission representatives, technical experts and other stakeholders to the workshop. He 
highlighted that the workshop would contribute to the on-going discussion on the 
Parliament’s own-initiative (INI) report on patient safety. He then explained that each part 
of the workshop would be chaired and introduced by one of the Shadow Rapporteurs for the 
INI report. 

2.2	 Patient Safety and Report from the Commission to the Council 
Based on Member States Reports on the Implementation of 
the Council Recommendation (2009/C 151/01) 
Chair: Ms Taylor 

2.2.1	 Introduction by MEP ENVI Shadow – Ms Rebecca Taylor  

In her introduction to the first part of the workshop, MEP Ms Rebecca TAYLOR highlighted 
that patient safety is an endemic concern across Europe due to various adverse events that 
may occur in hospitals, including medical errors and health care associate infections 
(HCAI). She also stressed that the risks associated with these adverse events are largely 
avoidable and that preventative measures should be promoted to increase the level of 
patient safety in the EU. She then gave the floor to the European Commission 
representative. 

2.2.2	 Follow up of the patient safety report  

Ms Nathalie CHAZE, Head of Unit Healthcare Systems, DG SANCO, European Commission 

In her presentation, Ms Nathalie CHAZE provided an overview of the Commission’s follow 
up activities to the report on the implementation of the Council Recommendation (2009/C 
151/01) on patient safety. First of all, Ms Chaze thanked the European Parliament for the 
own-initiative report, which further emphasises the need to focus on this topic. This is 
particularly important in times of economic crisis, when Member States tend to focus more 
on financial sustainability than on patient safety. 

To show that patient safety should be at the top of the EU political agenda, Ms Chaze then 
quoted some figures. She said that 5% of hospital patients become infected each year with 
health care associated infections (HCAI) – and some studies even indicate that the real 
figure is 10%. These infections lead annually to 37,000 deaths, which could be avoided if 
preventive measures were in place. 

The feedback that the European Commission received from Member States on the  
implementation of the Council Recommendation indicates that a lot has been achieved. 
However, Ms Chaze highlighted that three areas remain poorly implemented. Firstly, 
patients are not properly informed and cannot therefore be adequately involved in patient 
safety. Secondly, most Member States have systems in place to report on adverse events. 
However, it is not clear how health managers use the information collected through the 
reporting systems. Thirdly, Member States have to make additional efforts on education  
and training of workforce. 
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This is of utmost importance as, in Ms Chaze’s view, patient safety implies moving towards 
a culture of quality management and of compliance with standards.  

Several recommendations in the European Parliament own-initiative report are going in the 
same direction as to what has been suggested by the Commission. In particular, the need 
for common guidelines on patient safety is acknowledged as well as the importance of 
ensuring that patients are well-informed and, ultimately, empowered. In this context, Ms 
Chaze explained that the Commission is trying to make progress, in collaboration with 
Member State experts, on the preparation of guidelines on reporting systems, which are 
expected to be published in the first half of next year. 

The Commission is also finalising an agreement with the World Health Organization (WHO) 
for the classification of adverse events, which Member States will be able to use in their 
reporting systems and which will allow for comparison of adverse events across different 
countries. Moreover, the Commission is financing cooperation between Member States for 
the exchange of best practices on patient safety and quality of care. Ms Chaze emphasised 
that this activity is crucial and should continue. In the current debate on which form future 
cooperation between Member States should take, the EU Commissioner for Health and 
Consumers has proposed to establish a permanent network on patient safety12. 

In the area of HCAI, the Commission is developing guidelines on infection control and 
prevention in long-term facilities and nursing homes. The preparation of a toolkit for health 
care establishments is also under way to provide information to patients. 

The Commission is therefore undertaking a number of small initiatives in parallel and will 
present a new report in mid-2014 to re-assess the situation on patient safety in Member 
States. In conclusion to her presentation, Ms Chaze stressed the need for a real change in 
the culture of health care quality management to enhance patient safety. In her words, 
"This is all about saving lives". 

2.2.3 Presentation of the draft INI Report 

Mr Oreste ROSSI, MEP, Rapporteur 

As the Rapporteur for the EP own-initiative report, Mr Oreste ROSSI explained that the 
draft text is currently being discussed and amendments are being tabled. He expressed his 
hope that the report could provide Member States with guidelines to improve health care 
and health services across the EU and to reduce the differences between countries – and 
even within the same country – on patient safety.  He said that data on HCAI are  
worrisome, with 37,000 deaths every year and a lot more patients getting ill (and 
recovering) from these infections. 

Mr Rossi highlighted that one of the most urgent issues to address is that no cuts should be 
made in health care staff, especially in times of economic crisis. Keeping a sufficient 
number of health care workers is essential to avoid work overload, thus reducing the risk of 
medical errors. Health care staff are also needed to ensure that patients are properly 
informed and cared for, not only in the hospital but also in the post-treatment phase, i.e. 
when patients are released back home or in long-term facilities. In these cases, Mr Rossi 
stressed that it is important to also train the family and other carers to avoid infections.  

12 See Commissioner Borg’s opening speech at the European Patients' Forum 10th Anniversary Conference: 
http://ec.europa.eu/commission_2010-2014/borg/docs/speech_23052013_european_patients_en.pdf. 
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Illustrating the draft INI report, Mr Rossi emphasised that a number of recommendations 
have been put forward to Member States. In particular, cooperation between countries and 
health services should be promoted. The European Centre for Disease Prevention and 
Control (ECDC) should also play a key role in the dissemination of information on infectious 
diseases. In addition, staff should be adequately trained and safety protocols should be put 
in place to avoid adverse events. 

Mr Rossi also mentioned that, with the increased mobility of patients, it would be important 
to introduce some sort of electronic data cards or computerised system to track the health 
history of patients (for example if they have an allergy or specific problems) and to avoid 
harming them if they have to be treated in places other than their own country. In Mr 
Rossi’s view, this could save patients’ lives. Finally, Mr Rossi also called for the sharing of 
best practices across Member States to improve the level of treatment and care. 

2.2.4 First round of questions & answers 

Ms TAYLOR concluded the first part of the workshop by mentioning an inquiry carried out in 
2012 in the UK - the Mid Staffordshire inquiry, chaired by Robert Francis QC13. The inquiry 
led to a final report putting forward a number of recommendations. In particular, the report 
acknowledged the importance of involving patients in patient safety through complaint 
procedures, as the inquiry had found that patients were often not aware about such 
procedures. In addition, the report recommended collecting information about adverse 
events through non-punitive reporting systems, as the inquiry had found that, in some 
cases, hospital workers were afraid that reporting problems would backfire on them. In 
other words, the "culture of blame" should be replaced by a  "duty of candour" so that  
health professionals can duly report on patient safety failings. The report also emphasised 
the importance of education and training of health care workers. 

In conclusion, the report found that management structures in the UK tended to ignore 
patient safety concerns in favour of other issues and to focus on figures and targets rather 
than on outcomes. Ms Taylor mentioned that the UK National Health Service (NHS) has 
started to look at good practices in the EU in this area. She then opened the floor for 
questions. 

Mr Noel WATHION from the European Medicines Agency (EMA) addressed a question to Ms 
Chaze on whether she saw room for improvement for adverse event reporting related to 
medications. Ms CHAZE clarified that adverse events encompass a wider range of 
interventions – not only pharmaceuticals. She mentioned that reporting systems exist. 
However, these are not sufficiently used to draw lessons on what has happened and to 
improve the situation. 

Prof. Zena MOORE from the European Wound Management Association (EWMA) asked Ms 
Chaze if she thought that patients are generally poorly informed because health care 
workers are also poorly informed. Ms Chaze did not have a definite answer for this. 
However, she stressed once again the importance of empowering patients to make them an 
active recipient of care. 

13 The final report of the Mid Staffordshire NHS Foundation Trust Public Inquiry is available at: 
http://www.midstaffspublicinquiry.com/. 
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2.3 Case Studies: Healthcare-Associated Infections, Joint Debate 
on Individual Experiences - Chair: Ms Rivasi 

2.3.1 Introduction by MEP ENVI Shadow – Ms Michèle Rivasi 

Workshop on Patient Safety 

Ms Michèle RIVASI opened the second part of the workshop stressing that nosocomial 
infections and illnesses are a big challenge in Europe and that prevention efforts should be 
made to reduce infection cases. In particular, she pointed at phage therapy as a possible 
complementary treatment that could be used to face the increasing resistance to antibiotics 
in hospitals. She then introduced the three speakers who would address these issues. 

2.3.2 The Nosocomial Infections 

Dr Fabrizio OLEARI, President, Istituto Superiore di Sanità (ISS), Italy 

Dr Fabrizio OLEARI started his presentation saying that Nosocomial Infections (NI) relate 
not only to patient safety, but also to quality of health care. In particular, he stressed that 
NI represent a health concern as well as a major economic problem. He noted that, where 
health care is not linked to the performance level (for example in Italy) and the “pay for 
performance” principle is not applied, the costs for HCAI are not included in the initial list of 
prices for health care services. 

After this introduction, Dr Oleari went on to explain that NI is any infection acquired by a 
patient in a hospital. This definition is to be understood in its wider sense as hospitals are 
quite diverse and patients often continue to be treated at home after being released from 
hospitals for a certain illness. Dr Oleari then presented some figures related to HCAI. In 
particular, he mentioned that 1 in 10-to-20 hospitalised patients are affected by HCAI, 
which equals to 4.1 million per year. Moreover, 37,000 patients die from HCAI annually. In 
this context, Dr Oleari underlined the importance to improve the data collection methods to 
better tackle the risks related to HCAI.  

As regards the size of the problem by specific site, Dr Oleari explained that urinary tract 
infection accounts for 30-40% of HCAI, followed by surgical wound infection (17-19%), 
lower respiratory tract infection (16-18%), skin and soft tissue infection (6%) and 
bacteraemia (8%) - which has the most lasting effect on patients. He also mentioned that 
HCAI can be caused by endogenous or exogenous elements or by cross-infection from 
another patient or staff. 

Dr Oleari then mentioned that NI have a significant financial impact on the health care 
system, as treating these infections can even double the total costs of hospitalisation. The 
fact that these costs are not included in the initial prices of health care services may 
produce an economic loss for the hospital. In particular, HCAI affect at least 10% of all in
patients and this has a major effect on the costs. In addition, Dr Oleari stated that delays in 
discharge by an average of 11 days can cost up to 3000 pounds per episode.  
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Presenting some examples of the burden of HCAI, Dr Oleari looked first at the impact of NI 
on the outcome of cardiac surgery, where the incidence is 21.7%. This increases the 
intensity of treatment - and the more intense the treatment the more likely is the 
occurrence of NI. He then referred to a scientific article14, which presents the incidence and 
cost of NI in general surgery. Here, the incidence is 9.4%, but the operative site infections 
can be as high as 60%. 

Further on, Dr Oleari focused on the description of systems to monitor the quality of care 
using clinical indicators. In this context, he stated that the same measure could serve 
multiple purposes and provide useful information to physicians, patients and society as a 
whole. However, the key challenge in monitoring is that everyone wants measurement, but 
no one wants to be measured. Dr Oleari explained that indicators are needed which should 
be based on best evidence, e.g. meta-analyses and Random Clinical Tests (RCT), as well as 
on consensus among health professionals.  

Dr Oleari then looked at the conceptual framework for quality of care, which includes 
structural, process and outcome quality. A study carried out in Italy and comparing quality 
in relation to various outcomes within different health care structures identified three types 
of indicators, namely structure indicators (e.g. clinical guidelines revised every second 
year), process indicators (e.g. number of patients treated according to clinical guidance) 
and outcome indicators (e.g. mortality and morbidity, but also quality of life and patient 
satisfaction). 

Dr Oleari stressed that one of the key risk factors for HCAI is antibiotic resistance in health 
care settings. He explained that an increasing number of bacteria are resistant to 
antibiotics, for example Klebsiella pneumonia, which is as an emerging problem in intensive 
care units, Methicillin-Resistant Staphylococcus aureus (MRSA) and Acinetobacter 
Baumanii. 

In particular, Dr Oleari showed a graph illustrating the consumption of antibiotics in 
community in Europe, where Greece is at top of the list and Latvia at the bottom of the list. 
He then showed a graph on antibiotic consumption in hospitals, where the proportion is 
flipped, with Latvia ranking first. He also noted that the Netherlands is the country that 
consumes the least antibiotics both in communities and in hospitals.  

Looking at patterns on antibiotic resistance for MRSA, E.coli and K. pneumoniae in Europe, 
Dr Oleari explained that there is a clear trend to higher resistance from North to South and 
from West-Centre to East European countries. High antibiotic resistance is directly 
associated with high antibiotic consumption and misuse. For example, in Italy about 1 in 3 
patients without infections is under antibiotic treatment. Dr Oleari warned that the lack of 
effective antibiotics might represent a very serious problem in a few years’ time. Therefore, 
a number of initiatives are being undertaken at the European level to develop new 
antibiotics. 

In conclusion to his presentation, Dr Oleari highlighted the importance for the EU to 
support the creation and elaboration of national programmes on patient safety, the 
strengthening of reporting systems with regard to adverse events, as well as education and 
training of health care professionals. Finally, Dr Oleari underlined that, in his view, the best 
way to address HCAI is at the European level as proper research and cooperation, for 
example for the development of new antibiotics, can only happen at a wider scale. 

14 Ennigrrou S et al. Tunis Med 2000; 78:628-33. 
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2.3.3	 Reducing infections in home care. Special care and prevention for people 
with chronic degenerative diseases  

Dr Boudewijn CATRY, Head, Healthcare-Associated Infections and Antimicrobial Resistance, 
Public Health & Surveillance, Scientific Institute of Public Health, Belgium 

In his introduction, Dr Boudewijn CATRY mentioned that his presentation would build on the 
results of two European projects: the HALT project (Healthcare associated infections in 
European Long Term Facilities)15 and the ESAC project (European Surveillance of 
Antimicrobial Consumption)16. In particular, he referred to the HALT project, which focuses 
on HCAI acquired by the elderly population in long-term care facilities (LTCF) across 
Europe. 

Firstly, Dr Catry presented the main risk factors for developing HCAI in these facilities. In 
particular, he explained that risk factors include vascular and urinary catheters, recent 
surgery, pressure sores and other wounds. He also noted that three major chronic 
degenerative diseases affect the elderly in LTCF, namely impaired mobility (affecting almost 
half of the LTCF population), disorientation (including Alzheimer’s) and incontinence. In 
particular, Dr Catry highlighted that older people do not react in the same way as the 
general population to certain therapies. Therefore, specific studies and research would be 
needed to better target treatment to this group. 

Further on, Dr Catry stressed that hand hygiene compliance is still a problem in the context 
of home and nursing home care. In particular, he mentioned that, according to a survey 
carried out in Belgium, appropriate hand hygiene is followed in only in 64% of health care 
facilities. He also noted that nurses receive basic training on hand hygiene in their 
education and therefore comply with hand hygiene much better than physicians. 

Dr Catry then illustrated how different types of infections are treated in nursing homes. He 
highlighted that urinary tract infections account for about 50% of all antimicrobial 
treatment, followed by respiratory tract infections. He also noted that most antimicrobial 
treatments are prophylactic, i.e. without the infection actually being present. The 
widespread use of antimicrobials is problematic as it contributes to antibiotic resistance.  In 
this respect, Dr Catry explained that the use of antimicrobials has been decreasing in the 
last few years. In particular, according to the results of a survey carried out in Belgium in 
2011, 21.5% of residents were recently treated with antimicrobials compared to 33% five 
years earlier. 

Dr Catry went on by summarising the outcome of a study on MRSA in Belgian nursing 
homes. Compared to a previous study in 2005, the survey shows a steady decrease in 
MRSA, which is one of the main causes of HCAI. The study also indicates that, within five 
years, the average age of people in a LTCF in Belgium has increased from 80 to 82 year-old 
– and an older population implies even frailer and less mobile patients. 

Dr Catry continued his presentation by emphasising that resistance is proportional to 
antimicrobial consumption. In particular, he highlighted that the incidence of MRSA is 
decreasing in Belgian LTCF as a result of reduced antimicrobial consumption, but also of 
improved hand hygiene.  

15 See: http://halt.wiv-isp.be/default.aspx. 
16 See: http://app.esac.ua.ac.be/public/. 
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He then emphasised that the number of patients treated with antibacterial agents in 
hospitals tends to be largely underestimated using current data, which suggest that only 
2 per thousand patients are treated with an antimicrobial in hospitals compared to 30 per 
thousand in LTCF. In Dr Catry’s view, the length of stay in the hospital should also be taken 
into account. If this is considered, the number of patients treated with an antimicrobial in 
hospitals increases to 500 patients per thousand – which is much more realistic. Dr Catry 
further noted that the highest use of antimicrobials is in intensive care units. 

Dr Catry concluded his presentation by emphasising that, despite what is reported in some 
European studies, the main hotspots for antimicrobial resistant infections are not the 
general population or the home care facilities, but rather the intensive care units in 
hospitals. Further sources of infections are other units within the hospitals and LTCF. 
Dr Catry also noted that, to reduce the risk of infections, international and intramural 
transfer of patients should be limited. In addition, older people should remain as mobile as 
possible, and nutrition is also important to keep them in good health. Finally, Dr Catry 
mentioned a study that measured the happiness of people in nursing homes. It showed 
that older people were happier if the assessment of their own health was positive and if 
they had a say in the choice of the nursing home.  

2.3.4 Phagotherapy: A new "old" therapy?  

Dr Olivier PATEY, Head of Internal Medicine Service, Infectious and Tropical Diseases,  
CHI Villeneuve Saint Georges, Paris, France  

In his presentation, Dr Olivier PATEY introduced the main aspects of phage therapy, an old 
therapy that has recently been reconsidered as an alternative to antibiotics. Bacteriophages 
were discovered in the early 1900s thanks to the work of Nnikolai Gamalea, Frederik Twort 
and Feliqs D’Herelle and were used almost immediately for therapeutic purposes. The first 
treatments were applied in 1919 in diarrhoea infections in a hospital in Paris. Since then, 
bacteriophages were used in various pathologies including cholera. 

Dr Patey then explained that bacteriophages are natural viruses that are part of the 
environment and living organisms. He showed that a bacterium and a bacteriophage always 
go together. Then he illustrated that bacteriophages have different morphologies and that 
they function in a fairly simple way by injecting genetic material into the bacterium. 
Bacteriophages reproduce in the bacterium and will then spread to other bacteria. It is 
therefore an exponential phenomenon, Dr Patey explained, unlike antibiotics where the 
treatment has to be repeated several times. 

Dr Patey also emphasised that phage therapy is coming back into fashion mostly because 
of the increasing resistance to antibiotics and the lack of new antibiotics. He then gave two 
examples to illustrate how phage therapy could represent an alternative to antibiotics. The 
first example relates to MRSA; in fact there are cocktails of bacteriophages from Georgia 
and Russia that work on all kinds of staphylococcus aureus. The second example concerns 
K.pneumoniae and carbapenemases, which represent a big problem in hospitals in terms of 
human and economic costs, as shown in a recent epidemic in Greece; in particular, an 
active bacteriophage from Georgia helped tackle this epidemic. 

Another important aspect of bacteriophages is their action on biofilms, which are involved 
in a wide variety of NI. When it comes to biofilms and foreign material, which is resistant to 
antibodies and to certain antibiotics, bacteriophages can play an important role. Dr Patey 
also highlighted that the synergy between antibiotics and bacteriophages should also be 
further explored, to find the optimal combination. 
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Dr Patey then compared bacteriophages to antibiotics. In particular, he highlighted that 
bacteriophages are live bacterial viruses whereas antibiotics are chemical substances. 
Unlike antibiotics, bacteriophages are inexpensive and they have shown no adverse effects.   
Further on, Dr Patey explained the delivery routes for bacteriophages, which can be 
intravenous, intramuscular, respiratory through inhalation, oral, intrarectal or cutaneous. 
He then showed pictures of some products containing bacteriophages, coming mainly from 
Russia and Georgia. These are currently not legally available in the EU, where 
bacteriophages are regarded as medicines and, as such, do not yet respect EU or national 
guidelines. 

Lack of authorisation in the EU has encouraged medical tourism, since a number of patients 
awaiting treatment have moved outside the EU to be cured with phage therapy. Dr Patey 
illustrated his point by showing the picture of one patient who was able to avoid an 
amputation thanks to treatment with phage therapy in Georgia. In the EU, patients can be 
treated only in one area, in Roslav in Poland. 

In conclusion to his presentation, Dr Patey mentioned that two European groups have been 
established: GEEPhage17 with the aim of setting up reference centres for phage therapy in 
most Member States, including France, Belgium and Romania; and the European Phages 
Bank based in Germany. 

2.3.5	 Second round of questions & answers 

Ms RIVASI concluded the second part of the workshop stating that, as a practice that could 
avoid amputations and save patients’ lives, the potential of phage therapy should be 
exploited in the EU, and she called on the European Medicines Agency to look further into 
this matter. 

2.4	 Case Studies: How to Respond to Challenges in Implementing 
a True European System of Patient Safety? - Chair: Mr Rossi 

2.4.1	 Patient safety priority areas for development of programmes and policies 
at European level  

Dr Agnès LEOTSAKOS, Leader, Patient Safety Education and Global Capacity Building, 
World Health Organization (WHO) 

At the beginning of her presentation, Dr Agnès LEOTSAKOS mentioned that she would 
focus on the general aspects on patient safety, which is a vast area not solely related to 
HCAI. First of all, she showed the major risks encountered by a patient. She compared a 
hospital to a field of landmines, as the patient can experience numerous and different 
adverse events while in hospital, for example misdiagnosis, unsafe use of medication, 
counterfeit drugs etc. In 2009, the WHO set up a working group of experts at the 
international level to classify the different types of incidence and adverse events. A WHO 
global study of the burden of HCAI was subsequently published18. 

17	 See: http://www.geephage.org/joomla/. 
18	 WHO, Report on the burden of endemic health care-associated infection worldwide, 2011. Available at: 

http://www.who.int/iris/bitstream/10665/80135/1/9789241501507_eng.pdf. 
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Dr Leotsakos explained that the WHO study framework was based on the three components 
of quality: structure, process and outcomes. It also identified three main types of adverse 
events, namely errors related to unsafe medical care, structural factors and poor processes 
contributing to unsafe care. 
Dr Leotsakos then highlighted that most evidence in the WHO study comes from developed 
countries, with only little information available for developing countries. The report 
concluded that unsafe care is everywhere, both in developed and developing countries, and 
that there is evidence that harm from medical care is substantial. However, data on 
structural factors and processes are only available for a small number of developed 
countries. Quoting the report, Dr Leotsakos concluded on the importance of having a solid 
evidence base because "unless we know more about the prevalence and aetiology of 
medical errors in our facilities, it is impossible to establish policies and design programmes, 
systems, structures and processes to reduce errors if we do not know where errors are 
occurring and why". 

For the three main domains identified in the WHO study, Dr Leotsakos explained that 
solutions and policies that address unsafe medical care (e.g. implementation of surgical 
safety checklist) would have a direct and immediate impact. Similarly, when poor 
structures are tackled and improved (e.g. through regulation or accreditation), actions have 
a lasting impact. When the underlying processes of care are also strengthened, then 
policies and programmes also bring about a long-term impact. Although there is no 
evidence on the best combination of policies and programmes, actions in these three areas 
are likely to result in improved patient safety.  

Further on, Dr Leotsakos provided more detailed information about the first area related to 
unsafe medical care, which includes a number of priorities, namely: unsafe 
medications/treatment, surgical and anaesthesia errors, HCAI (with 5 million cases, costing 
approximately 13-24 billion EUR a year in Europe), unsafe injections, unsafe blood products 
and pregnant women and newborns. For these areas, WHO already has interventions and 
solutions to propose. Other areas concern injuries due to medical devices 
(i.e. manufacturer’s errors), injuries from patient falls and poor care for the elderly.  

The structural factors contributing to unsafe care include eight main priority areas: latent 
failures in the organisation, lack of regulation or accreditation and quality improvement 
strategies, lack of culture of safety, poor training and education on patient safety, stress 
and fatigue of health care workers, production pressures, lack of knowledge and poor 
communication (e.g. when errors are not reported), and devices and procedures with no 
human factor.  

Finally, Dr Leotsakos mentioned that the main areas related to poor processes include 
misdiagnosis, poor test follow-up (which can have detrimental outcomes for patients), 
counterfeit drugs, inadequate measures for patient safety and poor involvement of patients 
in their own care. 

In conclusion to her presentation, Dr Leotsakos highlighted some major issues to consider 
when discussing patient safety. In particular, she mentioned that the EU needs further 
understanding of the extent, causes and nature of unsafe care in all EU Member States.  
Unless the EU has more information and data, it will be difficult to put in place effective 
policies. The risk-reducing strategies that are being designed in the more developed 
countries have to be adapted to the needs of the least developed countries. She also said 
that there is a lack of evidence on the way forward regarding the most effective policy 
combinations to improve patient safety. This has to be looked at, but possible solutions 
have to be adapted to the specific circumstances in each country. In addition, a culture of 
safety needs to replace a culture of blame in all EU hospitals, and some issues, e.g. on 
counterfeit drugs, have to be addressed beyond borders.  

18 PE 507.472 
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Dr Leotsakos concluded her presentation by re-emphasising that national and local health 
authorities need to consider strategic approaches to improve patient safety that address 
the three main priority domains identified by WHO, i.e. unsafe medical care, structural 
factors and poor processes. 

2.4.2	 Reducing infections in Spread of carbapenemase-producing 
Enterobacteriaceae (CPE) in Europe and assessment of the risks linked to 
cross-border transfer of patients 

Dr Dominique L. MONNET, Senior Expert & Head, Antimicrobial Resistance and Healthcare-
Associated Infections Programme, Office of the Chief Scientist, European Centre for Disease 
Prevention and Control (ECDC) 

Dr Dominique MONNET stated that he would focus his presentation on multi-drug resistant 
infections as a threat to patient safety. This represents a major area of concern for the 
ECDC. He went on to explain that these infections have limited options for treatment and 
can cause increased length of hospital stays as well as increased patient morbidity and 
mortality. In 2009, it was estimated that, in the EU/EEA, five multi-drug resistant (MDR) 
bacteria resulted in approximately 2.5 million extra hospital days and 25,000 deaths that 
would be attributable to these infections19. 

Dr Monnet then mentioned some data from the ECDC-coordinated network (EARS-Net20) on 
Meticillin-resistant Staphylococcus Aureus (MRSA), which is a well-known bacterium 
contributing to HCAI. He explained that the spread of MRSA is decreasing in several EU 
Member States, including the UK, Belgium, Germany and France. This is due to raised 
awareness and improved action from governments and hospitals to prevent the infections.  

Dr Monnet went on to explain that a new threat is coming from Carbapenemase-producing 
bacteria (CPE). There are several types of carbapenemase enzymes. All have in common 
the property to confer resistance to a last-line antibiotic class, the carbapenems. These 
bacteria are now spreading in Europe and worldwide and are almost totally resistant to 
antibiotics. To illustrate this, he showed an example from Sweden, where most of the 
antibiotics that have been tested would not work for treating the patient, except old 
antibiotics. 

The extent of the spread of these bacteria across Europe was then further illustrated by Dr 
Monnet. Between 2008 and 2011, the percentage of invasive infections resistant to 
carbapenems has remained overall low in most countries. However, Dr Monnet warned that 
this corresponds to the tip of the iceberg. The ECDC is about to release another study 
based on country self-assessment of stages for spread of CPE, which shows that the 
situation is actually endemic in several countries. In some Member States, the extent of the 
spread is still unknown as there are no reference laboratories and there is a need to 
improve the diagnosis of these infections.  

The reason for being concerned is that modern medicine is not possible without effective 
antibiotics. Most interventions, including hip/knee replacement, organ transplant, cancer 
chemotherapy, intensive care and care of preterm babies rely on effective antibiotics and 
antimicrobials. 

19 ECDC Technical Report “The bacterial challenge: time to react”, 2009. Available at: 
http://www.ecdc.europa.eu/en/publications/Publications/ 
0909_TER_The_Bacterial_Challenge_Time_to_React.pdf. 

20 See: http://ecdc.europa.eu/en/activities/surveillance/EARS-Net/database/Pages/database.aspx. 
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Dr Monnet then presented two examples collected a few years ago to demonstrate what 
antimicrobial resistance means for patients. The first example relates to the case of a 
patient affected by leukaemia. He was treated in the UK and developed an infection during 
chemotherapy. The patient did not respond to antimicrobial therapy because he had caught 
CPE while in Egypt. As a consequence, he had to be treated with old antibiotics. The second 
example concerns a woman who got infected after a car accident during her holiday in 
India. After she was repatriated to Norway, it was found that she was colonised with CPE 
and had to stay in isolation for a long time to protect other patients. 

In 2010, the ECDC started working on a risk assessment on the spread of CPE21. Dr Monnet 
explained that the main risk factors are the prior use of antimicrobials, cross-border 
transfer of patients and transfer of patients within units of the same hospital. In particular, 
Dr Monnet highlighted that cross-border transfer of patients is associated with risk for  
transmission when patients receive medical care abroad in areas with high rates of CPE. 

The main actions to prevent and control antimicrobial resistance include the development of 
new antimicrobial agents with a novel mechanism of action. In the absence of new 
antibiotics, we must rely on the prudent use of antimicrobial agents with the correct dose 
and for the correct duration as well as on infection prevention and control. Dr Monnet 
stressed that it is important to undertake both of these actions at the same time. 

Further on, Dr Monnet showed the progress made in EU Member States, Iceland and 
Norway on the implementation of national guidance on surveillance, referral to national 
reference laboratories, notification to health authorities and infection control measures on 
CPE, from 2011 to 2013. The graph indicates an improvement over the past two years, 
although two third of the countries still have no guidance on infection control measures. 

In conclusion to his presentation, Dr Monnet re-emphasised that CPE are spreading 
worldwide and represent a new threat for the safety of European patients. In particular, 
cross-border transfer of patients is a risk factor. According to the ECDC risk assessment, 
the measures to prevent the spread include the use of standard precaution and basic hand 
hygiene, active screening cultures, routine use of clinical laboratory tests, the pre-emptive 
isolation of all high-risk patients and the prudent use of antimicrobial agents. The system 
for monitoring compliance with these measures is also crucial. 

2.4.3 Third round of questions & answers 

Mr ROSSI gave the floor to Dr Zanetta, manager of one of the main hospitals in Italy, and 
to Dr Zanon, member of the Italian higher medical institute. 

In his speech, Dr ZANETTA highlighted that patient safety is an area where the EU has an 
important role to play to assist Member States. In particular, he mentioned that Italy is 
facing several challenges in hospital facilities and healthcare systems as a result of the 
economic and financial situation. In this context, assistance from the EU would be useful in 
terms of funding, but also in terms of facilitating cooperation and exchange of best 
practices between Member States. 

21	 ECDC Technical Report "Risk assessment on the spread of carbapenemase-producing Enterobacteriaceae 
(CPE)", 2010. Available at: 
http://ecdc.europa.eu/en/publications/Publications/110913_Risk_assessment_resistant_CPE.pdf. 
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Dr ZANON added that a powerful European campaign on hand hygiene would cut about 
60% of the infections in the hospitals. A second point was raised on the need to taking 
further precautions to reduce infections, such as reducing the number of people in waiting 
rooms, only allowing nurses or specialised staff in certain rooms, etc. As regards NI, these 
should be looked at in terms of number of hospital beds per inhabitant. In Italy, there are 
only 3.5 beds per 1000 inhabitants. There are twice as many in Germany. Dr Zanon also 
noted that a large number of patients could be treated (or partially treated) outside 
hospitals and that getting patients back home as soon as possible could reduce the risk of 
infections. Finally, Dr Zanon highlighted that it would be important to have uniform 
procedures on medical errors. For example, in Italy, medical errors are a criminal offence, 
not an administrative one as in most other countries. 

2.5	 The Future of Patient Safety in Europe: Actions and Solutions 
Proposed Leading to Best Practices and Common Indications 
Chair: Ms Taylor 

2.5.1	 Introduction by MEP ENVI Shadow – Ms Renate Sommer  

In her introduction to the last part of the workshop, Ms SOMMER highlighted that 
1.4 million patients suffer from therapy-associated infections each year. She also stressed 
that large differences still exist between Member States on how these cases are handled. 
Exchange of information to learn from the best practices is therefore crucial in this context. 

2.5.2	 Patient safety Prevention of healthcare associated infections  

Prof. Zena MOORE, Immediate Past President, European Wound Management Association 
(EWMA) 

Speaking on behalf of the European Wound Management Association (EWMA) and the Royal 
College of Nurses in Ireland (RCN), Prof. Zena MOORE mentioned that, in her presentation, 
she would touch upon the role of EWMA, the epidemiology and impact of HCAI in wounds 
as well as the main preventative strategies. 

The EWMA is an umbrella organisation that links 48 member organisations in 36 different 
countries. It represents 25,000 individuals and also works internationally with nine health 
care organisations outside Europe. The main role of EMWA is to provide a network for 
wound management organisations across Europe and the rest of the world. In doing so, the 
EMWA aims to provide expert knowledge on prevention, influence policy-making and create 
evidence-based clinical research. 

Prof. Moore then explained that any discussion on nosocomial infections should take into 
account wounds, as between 25% and 50% of acute hospital beds are occupied by patients 
with a wound. The population prevalence of wounds is 3-4/1000 people, equivalent to 
between 1.5-2.0 million, with an annual incidence of 4 million individuals in Europe. 

She then focused on pressure ulcers and surgical site infections (SSI), which are the most 
commonly acquired infections within a hospital environment. In particular, SSI account for 
17% of all NI, and the mean length of extended hospital stay attributable to SSI is 
9.8 days, at an average cost per day of 325 EUR. Pressure ulcer prevalence rates are 8.8% 
to 53.2% and incidence rates range from 7% to 71.6%. The reason for this variance 
depends on different methods with which data are collected and reported. More than half of 
the patients develop a wound in health care facilities, which could be prevented. Pressure 
ulcer management absorbs between 4% and 5% of the annual health care budget. This 
represents a challenge, especially in times of economic crisis. 
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Further on, Prof. Moore provided an overview of the impact of wounding, which has a 
profound effect on the individual as it affects all the domains of daily living. In addition, 
what is most worrying is that pain is common, debilitating and largely unrecognised by 
health care staff.  

In terms of prevention, Prof. Moore stressed that on-going assessment of a patient is 
necessary to do an accurate diagnosis and to prepare a plan of care, which should be 
implemented and evaluated. Moreover, education and training as well as a multidisciplinary 
teamwork are key factors for prevention. In particular, Prof. Moore stressed that 
multidisciplinary care is crucial since no one professional has all the skills required to match 
the patients’ needs. Health care providers therefore have to work together.  

The WHO suggests that the challenges to achieving safe patient care do not necessarily 
relate to individual practitioners, but are often associated with failing processes and weak 
systems. This means that patients should be placed in the centre of focus in order to 
establish the right priorities. Furthermore, good standards of education and training are 
central in achieving a robust patient safety culture within health care services. For example, 
Denmark was able to reduce the incidence of amputation by 50% purely from improved 
communication and teamwork.  

From the perspective of EMWA, the focus should remain on patients and their wider health 
care needs. A multidisciplinary team is crucial to achieve this, and patient safety is a core 
issue in wound management. Prof. Moore concluded her presentation by saying that a 
holistic approach to patient safety is needed. Education and training are also central to 
success. 

Introducing the next speaker, Ms Sommer mentioned that a Eurobarometer survey on 
patient safety and quality of health care (April 2010)22 showed that patients often feel left 
alone. Nearly one third of the respondents did not know which authority was responsible for 
patient safety in their country. 17% declared that they had never signed a consent form 
before clinical surgery. Therefore, she concluded that much has yet to be done to inform 
and engage patients in their own safety. 

2.5.3 Rights of patients  

Ms Cristina PADEANU, Project Officer, European Patients’ Forum (EPF) 

Ms Cristina PADEANU started her presentation by saying that she would focus on patient 
involvement as a must in the patient safety paradigm. She explained that the European 
Patients’ Forum (EPF) is an NGO set up in 2003 by patients to have their voice and needs 
represented at the European level. As such, it aims to promote high quality, patient-
centred and equitable health care for all patients in the EU. It counts 60 member 
organisations representing diverse chronic conditions across the EU.  

Ms Padeanu emphasised that EPF also brings the patients’ views into the EU legislative 
debate. For example, EPF was involved in the European Commission Patient Safety and 
Quality Working Group, which followed the Council Recommendation in 2009. In addition, 
EPF is involved in EU projects on patient safety and builds joint partnerships and 
collaboration with WHO, health professionals and other stakeholders.  

22 See: http://ec.europa.eu/public_opinion/archives/ebs/ebs_327_en.pdf. 
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Ms Padeanu then stressed that patients are progressively changing their role, from passive 
recipients of healthcare to active, involved and politicised actors. Patient-centredness 
should therefore be a key operating principle of EU health systems. 

Patients’ involvement needs to be ensured both at individual level and at collective level. By 
individual level, Ms Padeanu meant that, thanks to their daily individual experience of 
having a chronic disease, patients could be a rich source of information about gaps and 
failures in the system regarding their disease. Patients could also contribute to the 
treatment of their own disease by becoming more "health literate". For this to happen 
though, appropriate support and an enabling environment are crucial. At the collective 
level, patients’ organisations have a key role to play as advocates of patients’ rights.  

Talking about the EU legislative framework on patient safety, Ms Padeanu mentioned that 
the EU has limited competence in this area and that the only specific initiative directly 
related to patient safety has so far been the Council Recommendation (2009/C 151/01). 
The Recommendation emphasised the need to empower and inform citizens and patients by 
involving patient organisations, disseminating information to patients and considering the 
possibility of developing core competencies in patient safety. In particular, the EPF is 
currently pressing for a Green Paper on Patient Safety.  

Ms Padeanu then summarised the main objectives of the EC funded Joint Action on Patient 
Safety and Quality of Care (PaSQ)23, a project running from 2012 to 2015 to foster the 
implementation of the Council Recommendation and to develop a platform for the exchange 
of good practices on patient safety. As part of the project, 400 practices were gathered on 
patient safety from different Member States. In particular, the project is looking at good 
organisational practices and good clinical practices involving patients. 

Another piece of legislation that relates to patient safety is the Directive on Cross-Border 
Healthcare 2011/24/EU. In this case, patients have raised their voice to receive the same 
health care services in all Member States. EPF does not consider patient safety as separate 
from health care services, and is confident that cross-border health care is the basis for 
future co-operation across the EU on patients’ involvement. Ms Padeanu emphasised that 
new pieces of EU legislation are both a need and an opportunity to increase patients’ 
engagement and involvement at policy level. It is a need to ensure that laws are 
implemented in a way that is patient-centred and meets the patients’ needs. It is an 
opportunity to foster patient involvement and patient-health professional collaboration, 
thus ensuring a cultural shift towards more patient-centred health systems.  

Ms Padeanu then mentioned another project involving EPF, the Value + project24, which 
aims at enhancing patient involvement. From the experience of patients, tools have been 
developed for patients and policy-makers. 

Following the survey undertaken by the EC with Member States in preparation for the 
report, the EPF also carried out a survey among member organisations to explore the 
patients’ perceptions on the implementation of the Council Recommendation. Although the 
survey is still on-going, some preliminary results show that 42% of respondents are 
unaware of the Council Recommendation, which is an aspect that needs to be improved. 

23	 See: 
http://www.eu-patient.eu/Initatives-Policy/Projects/Non-EPF-led-EU-projects-Associated-Partners/European
Union-Network-for-Patient-Safety-and-Quality-of-Care-PaSQ/. 

24	 See: http://www.eu-patient.eu/Initatives-Policy/Projects/EPF-led-EU-Projects/ValuePlus/. 

PE 507.472 	 23 

http://www.eu-patient.eu/Initatives-Policy/Projects/Non-EPF-led-EU-projects-Associated-Partners/European-Union-Network-for-Patient-Safety-and-Quality-of-Care-PaSQ/
http://www.eu-patient.eu/Initatives-Policy/Projects/Non-EPF-led-EU-projects-Associated-Partners/European-Union-Network-for-Patient-Safety-and-Quality-of-Care-PaSQ/
http://www.eu-patient.eu/Initatives-Policy/Projects/EPF-led-EU-Projects/ValuePlus/


 
____________________________________________________________________________________________  

 

 

 
 

  
  

  

 

 
 

  

 

  
 

 

 
 

   

 

  

                                                 
 

   

    
   

 
 

    
    

 

Policy Department A: Economic and Scientific Policy 

However, several respondents had some role in developing patient safety information or 
participating in consultation. In addition, 65% of the respondents recommend involving 
patients and citizens more in promoting patient safety in their country.  

At the end of her presentation, Ms Padeanu put forward the following key messages. EPF 
considers that empowered patients can drive change, but this requires much better 
information and empowerment of patients. In addition, “health literacy” for patients also 
needs “patient literacy” of health professionals. Finally, collective patient involvement is 
crucial in re-designing health care organisation and delivery in a way that it is more 
patient-centred. 

2.5.4 Open discussion 

With the participation of Mr Nöel WATHION, Head of Unit, Patient Health Protection, 
European Medicines Agency (EMA) 

In his speech, Mr Nöel WATHION highlighted that ensuring patient safety should be a key 
element of any health care system. In this context, the EMA has an important role to play, 
through authorisation, maintenance and supervision of medicinal products in the EU. 

In particular, Mr Wathion stressed that patient safety should be considered at each step in 
a medicines life cycle. He then mentioned that, following the withdrawal of some high 
profile medicines in the early 2000s, the focus shifted from a reactive to a proactive 
approach to patient safety. This has led to a number of initiatives, both legal and non-legal. 
Non-legal initiatives include the development of a European risk management strategy25, 
whereas new legislation on Pharmacovigilance entered into force in 201226. Finally, 
Mr Wathion highlighted that medicines come with risk and it is always important to consider 
the reactions associated with the use of medicines. 

In the context of patient safety, medication errors play a significant role. Mr Wathion 
mentioned that 18.7% to 26% to of all adverse events among hospital patients results 
from medication errors, which are the most common single preventable cause of adverse 
events. 100,000 medication errors are reported per month. This is also a major public 
health burden, costing between 4.5-20.1 billion EUR a year. 

The new legislation on Pharmacovigilance helps address the problem of medication errors 
as it has introduced new provisions on the reporting of suspected adverse reactions 
associated with medication errors, which are collected in an EMA database27. The 
Regulation also requires Member States to liaise with national patient safety organisations. 

Mr Wathion then summarised the results of a recent workshop that the EMA organised at 
the end of February to facilitate the implementation of the Pharmacovigilance Regulation28. 

25	 See EMA European Risk Management Strategy (ERMS): 
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000306.j 
sp&mid=WC0b01ac058017e7fc . 

26	 Commission Implementing Regulation (EU) No 520/2012 of 19 June 2012 on the performance of 
pharmacovigilance activities provided for in Regulation (EC) No 726/2004 of the European Parliament and of 
the Council and Directive 2001/83/EC of the European Parliament and of the Council Text with EEA relevance. 
OJ L 159, 20.6.2012, p. 5–25. 

27	 European database of suspected adverse drug reaction reports: http://www.adrreports.eu/. 
28	 European Union regulatory workshop on medication errors, 28 February-1 March 2013. See: 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2012/10/event_detail_00066 
6.jsp&mid=WC0b01ac058004d5c3. 
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In particular, two considerations emerged from the workshop: the need to improve 
reporting of medication errors by patients and health care professionals and the need for 
closer cooperation between national patient safety authorities, national regulators, the EMA 
and the EC.  

In addition, six recommendations were put forward during the workshop: on the 
harmonisation and further development of terminology at the EU and international levels; 
on the establishment of a collaborative relationship between national authorities, the EMA 
and the Commission; on methods to identify medication errors through data pooling; on 
the systematic assessment of medications during a product life cycle; on active 
engagement and capacity building of patients’ and consumers’ groups as well as health 
care professionals to improve safe medication practices; and on the need to support 
research into safe medication practices. These recommendations will be part of an action 
plan, which will be published in the second half of 2013 and which will be developed in 
collaboration with national competent authorities and the EC.  

Ms SOMMER then opened the floor for questions and asked Mr Wathion to explain how the 
EMA deals with the fact that there seems to be a tendency in Member States for doctors to 
prescribe cheaper or off-label drugs. 

Mr WATHION replied that unlicensed use of pharmaceuticals is indeed a problem. The 
legislation provides for a medicine to be authorised on the basis of its safety, for a specific 
indication and for a specific population or age group. However, areas of unmet medical 
needs exist, for example for the treatment of rare diseases or children. Although the 
legislator has stimulated the authorisation of specific medicines in this respect, there will 
always be areas of unmet medical needs where off-label use will be permitted. The 
legislation also allows Member States to authorise off-label use for single patients or groups 
of patients. In France, for example, a temporary authorisation for use has recently been 
introduced. Mr Wathion finally noted that since the entry into force of the 
Pharmacovigilance Regulation in July 2012, it is now possible to take regulatory action in 
case of adverse reaction caused from off-label use. 

Dr MONNET then asked Mr Wathion whether the temporary authorisation for use in France 
has been or could be applied in relation to phage therapy. Mr Wathion explained that the 
temporary recommendation for use in France relates to unauthorised medicines or 
medicines not authorised for a specific indication for up to three years, while the 
pharmaceutical industry obtains the necessary approval. However, Mr Wathion was not in a 
position to respond as to whether bacteriophages can be considered as medicines. 

Dr PATEY took the floor to highlight that, according to the information obtained from the 
EMA, bacteriophages are indeed considered as medicines and should therefore obtain the 
necessary authorisation before being used in the EU. In France, it is possible to obtain a 
temporary authorisation for use. 

Ms SOMMER asked Dr Patey whether it is possible to have a mass production of 
bacteriophages - not just for humans, but also to reduce antibiotic consumption in animals. 
Dr Patey replied that bacteriophages can be produced in very large quantities. For example, 
before the fall of the Berlin wall, there was a big production centre in Georgia. Now the 
production is less widespread, but some centres remain in Russia and in Georgia. It would 
be possible to use bacteriophages in the agri food industry. However, there is a potential 
risk in environmental terms, which would need eco-monitoring. The reference centres that 
are being established across Europe would look at the potential of bacteriophages in all 
domains. 
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Ms Nicole HEIMER from DG SANCO finally asked Mr Wathion about his views on the 
reporting of medication errors related to over-prescription of antibiotics. Mr Wathion 
mentioned that the figure of 100,000 medication errors reported per month relates to all 
medicines authorised in the EU, not just to antibiotics. Specific figures on antibiotics are not 
readily available but could be provided after the meeting. 

2.5.5 Conclusions 

In his concluding remarks, Mr Rossi thanked the experts and the co-chairs for their 
valuable contribution to the preparation of amendments on the Parliament’s INI report. 
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ANNEX 1: PROGRAMME 

WORKSHOP 

Patient Safety
 

Thursday, 30 May 2013 from 15.15 to 18.00  

European Parliament, Room A1E-2, Brussels 


Organised by the Policy Department A-Economy & Science 

for the Committee on the Environment, Public Health and Food Safety (ENVI) 


AGENDA 
Opening Session 

15.15 - 15.20 
Welcome and opening by MEP Oreste ROSSI, ENVI Committee Rapporteur 
Introduction by MEP ENVI Shadows - Michele RIVASI - Renate SOMMER - Rebecca 
TAYLOR . 

Part 1 

Patient Safety and Report from the Commission to the Council based on 


Member States reports on the implementation of the Council 

Recommendation (2009/C 151/01) - Chair: Ms Taylor 


15.20 - 15.25 
Follow up of the patient safety report  
Ms Nathalie CHAZE, Head of Unit Healthcare Systems, DG SANCO, European Commission 

15.25 - 15.35 
Presentation of the draft INI Report  
Mr Oreste ROSSI, MEP, Rapporteur 

15.35 - 15.45 
Q&A 

Part 2 

Case studies: healthcare-associated infections, joint debate on individual 


experiences - Chair: Ms Rivasi 


15.45 - 15.55 
Nosocomial Infections 
Dr Fabrizio OLEARI, President, Istituto Superiore di Sanità (IT) 

15.55 - 16.05 
Reducing infections in home care. Special care and prevention for people with 
chronic degenerative diseases. 
Dr Boudewijn CATRY, Head, Healthcare-Associated Infections and Antimicrobial Resistance, 
Public Health & Surveillance, Scientific Institute of Public Health. European Survey on 
Infection Control in Nursing Homes and Home Care Organisation (BE) 

16.05 - 16.15 

Phagotherapy: A new "old" therapy? 

Dr Olivier PATEY, Head of Internal Medicine Service, Infectious and Tropical Diseases, CHI 
Villeneuve Saint Georges, Paris (FR) 

16.15 - 16.25 
Q&A 
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Part 3 

How to respond to challenges in implementing a true European system of 


patient safety? - Chair: Mr Rossi 


16.25 - 16.35 
Patient safety priority areas for development of programmes and policies at 
European level 
Dr Agnès LEOTSAKOS, Leader, Patient Safety Education and Global Capacity Building, 
World Health Organization (WHO) 

16.35 - 16.45 
Spread of carbapenemase-producing Enterobacteriaceae (CPE) in Europe and 
assessment of the risks linked to cross-border transfer of patients 
Dr Dominique L. MONNET, Senior Expert & Head, Antimicrobial Resistance and Healthcare-
Associated Infections Programme, Office of the Chief Scientist, European Centre for Disease 
Prevention and Control (ECDC) 

16.45 - 16.55 
Q&A 

Part 4: 

The future of Patient Safety in Europe: actions and solutions proposed - 

leading to best practices and common indications - Chair: Ms Sommer 


16.55 - 17.05 
Prevention of healthcare associated infections  
Prof. Zena MOORE, Immediate Past President, European Wound Management Association 
(EWMA) 

17.05 - 17.15 
Rights of patients 
Ms Cristina PADEANU, Project Officer, European Patients’ Forum (EPF) 

17.15 - 17.55 
Open discussion 
With the participation of Mr Nöel WATHION, Head of Unit, Patient Health Protection, 
European Medicines Agency (EMA) 

17.55 - 18.00 
Conclusions by the Rapporteur, MEP, Mr Oreste ROSSI 
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ANNEX 2: SHORT BIOGRAPHIES OF EXPERTS 

Dr Fabrizio Oleari 

Dr Fabrizio Oleari received his medical degree in 1975 from the University of Milan. He then 
attained a post-graduate specialisation in Infectious Diseases and a qualification as top 
manager in “Organisation of basic health services in the fields of prevention and public 
health”. He served as a Medical Officer in various NHS Units up to 1995 when he was 
appointed General Director of the NHS unit in Udine. In 1997, he became General Director 
of the Prevention Department (subsequently renamed as Directorate General of Prevention) 
at the Italian Ministry of Health. In the meantime, from 1998 to 2000, he acted as Special 
Commissioner for the IRCCS - Aviano Oncological Reference Centre. 
From 2005 to 2007, he was appointed as General Director of the Local Health Unit in 
Pordenone, Friuli Region. In 2007, he moved back to the Ministry of Health as General  
Director of the National Secretariat for Risk Assessment in the Food Chain until 2008, when 
he was appointed again General Director of the General Direction of Prevention at the 
Ministry of Health. In October 2010, he became Head of the Department of Prevention and 
Communication of the Ministry of Health (subsequently Department of Public Health and 
Innovation). Since 2 May 2013, Dr Oleari is the President of the Istituto Superiore di 
Sanità (the Italian National Health Institute), the leading technical and scientific body of the 
Italian Ministry of Health. 
Dr Oleari has also lectured at the University of Magna Grecia, Catanzaro on the subject of 
Risk Assessment in the Food Chain and at the University of Udine on the subject of General 
and Applied Hygiene. He has also lectured at several Italian and international conferences 
and seminars, and has been Chairman and member of many Commissions of experts, 
mainly in the fields of epidemiology, prevention and public hygiene. 

Dr Boudewijn Catry 

Boudewijn Catry is a veterinarian and researcher with a special interest in antimicrobial 
resistance related to both veterinary and human medicine.  

Dr Catry is currently responsible for the surveillances of nosocomial infections and 
antimicrobial resistance at the Scientific Institute of Public Health (WIV-ISP), Belgium. He is 
also involved in national and international committees dealing with infection control and 
antimicrobial resistance. 

Dr Olivier Patey 

Olivier Patey is a hospital doctor and Head of Service for infectious and tropical diseases at 
the hospital centre of Villeneuve-Saint-George in Paris. He has graduated in systematic 
microbiology (bacteriology and virology) at the Institut Pasteur and holds a DEA on Public 
Health in Developing Countries. He is also a teacher and member of the Management Board 
of the Faculty of Medicine at Créteil. 

Dr Patey is the President of GEEP and GEEPhage. GEEP is a francophone not-for-profit 
association gathering doctors, biologists and researchers with the purpose of promoting 
studies on infectious diseases. GEEPhage is a sub-group of GEEP’s specialists aiming to 
raise awareness on phagotherapy. Dr Patey is also the Vice-President of PHAGE.org, an 
international non-profit organisation, which was established in 2009 to develop a specific 
regulatory framework for phage therapy in Europe. Prior to that, Dr Patey was the Vice-
President of the French Infectious Disease Society (Société de Pathologie Infectieuse de 
Langue Française). 
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Dr Agnès Leotsakos 

Agnès Leotsakos is a team leader of several patient safety programmes at WHO, primarily 
of: Patient Safety Education, Global Capacity Building in Patient Safety, and Patient Safety 
Solutions (High5s Project). She is the principle investigator of studies to improve patient 
safety education and has recently started an initiative on the critical role of leadership in 
patient safety. She has been senior staff at WHO Headquarters, in Geneva, since 1998. She 
is regularly invited by international organisations, ministries of health and universities from 
around the world to support educational initiatives, and to build capacity in patient safety 
and quality of care improvements at policy and implementation levels. Since 1998, she has 
lead public health projects of several WHO programmes including projects in communicable 
diseases and health systems. She serves as chair or member in several global committees 
on patient safety. 
Agnès Leotsakos worked in medical research for almost a decade (1982-1991), and 
directed projects related to campaigning of health care services within European and 
developing countries (1991-1998). She has authored 70 non-technical, technical and 
review articles and served as managing editor of 12 WHO Reports. Agnès Leotsakos has a 
Ph.D. in Biomedicine and Biochemistry (1982) and over 20 years’ experience in public 
health at national and international levels. 

Dr Dominique L. Monnet 

Dr Monnet received his degrees in pharmacy (PharmD) and clinical microbiology (PhD) from 
the University of Lyon, France, and then obtained further education as a hospital infection 
control specialist and epidemiologist.  Before joining the ECDC in 2007, he worked in 
French hospitals, at the US Centers for Disease Control and Prevention (1993-1995) and at 
the Danish Statens Serum Institut (1997-2007) where he was coordinating surveillance of 
antimicrobial resistance and antimicrobial consumption in humans in Denmark. 

His research interests include surveillance of antimicrobial resistance and antimicrobial 
consumption, the relationship between consumption of antimicrobials and resistance, and 
the factors that affect antimicrobial usage, both in hospitals and in primary care. 

Prof. Zena Moore 

Zena Moore is a registered nurse from Dublin, Ireland, currently employed as a lecturer in 
wound healing and tissue repair and research methodologies at the Royal College of 
Surgeons in Ireland. She received a post graduate diploma with distinction, in wound 
healing and tissue repair from the University Of Wales, College Of Medicine in 1998 and a 
MSc in wound healing and tissue repair in 2001 from the same university.  

In 2002, Prof. Moore received a Fellowship of the Faculty of Nursing & Midwifery, RCSI and 
in 2009, she completed her PhD studies. She is actively involved in research in wound 
management and has undertaken number of systematic reviews with the Cochrane wounds 
group and the Cochrane renal group. Further, she has published over 80 articles and book 
chapters and has researched in many aspects of wound management which have been 
presented at local, national and international meetings. 

Prof. Moore is the immediate past president of the European Wound Management 
Association, where she also chairs the education committee. She is also a board member of 
the World Alliance for Wound and Lymphoedema Care, Chair of the repositioning group of 
the European Pressure Ulcer Advisory Panel guideline development project, an honorary 
Tutor for the MSc in Wound healing & Tissue repair, University of Wales and a guest 
lecturer at the Faculty of Health Sciences, Hogskolen i Buskerud, Drammen, Norway. 
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Ms Cristina Padeanu 

Cristina Padeanu represents the European Patients Forum (EPF), a not-for-profit, 
independent umbrella organisation of patients’ organisations in the European Union. EPF 
advocates for safe, high quality, patient-centred and equitable healthcare for all patients in 
the EU. 

At EPF, Cristina is involved in the Patient Safety area and coordinates the European Union 
Network on Patient Safety and Quality of Care (PaSQ) project. She graduated in the Master 
programme of Social Sciences, specialisation in Social Work, at the University of  
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authorised products. 

PE 507.472 31 



 
____________________________________________________________________________________________  

 

Policy Department A: Economic and Scientific Policy 

32 PE 507.472 



____________________________________________________________________________________________  

 

 
 

Workshop on Patient Safety 

ANNEX 3: PRESENTATIONS 
Presentation by Dr Fabrizio Oleari 

PE 507.472 33 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

34 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 35 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

36 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 37 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

38 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 39 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

40 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 41 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

42 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 43 



 
____________________________________________________________________________________________  

 

 

 

Policy Department A: Economic and Scientific Policy 

44 PE 507.472 



____________________________________________________________________________________________  

 

 
 

Workshop on Patient Safety 

Presentation by Dr Boudewijn Catry 

PE 507.472 45 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

46 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 47 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

48 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 49 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

50 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 51 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

52 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 53 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

54 PE 507.472 



____________________________________________________________________________________________  

 

 
 

 

Workshop on Patient Safety 

Presentation by Dr Olivier Patey 

PE 507.472 55 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

56 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 57 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

58 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 59 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

60 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 61 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

62 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 63 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

64 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 65 



 
____________________________________________________________________________________________  

 

Policy Department A: Economic and Scientific Policy 

66 PE 507.472 



____________________________________________________________________________________________  

 

 
 

 

Workshop on Patient Safety 

Presentation by Dr Agnès Leotsakos 

PE 507.472 67 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

68 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 69 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

70 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 71 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

72 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 73 



 
____________________________________________________________________________________________  

 

 

 

Policy Department A: Economic and Scientific Policy 

74 PE 507.472 



____________________________________________________________________________________________  

 

 
 

 

Workshop on Patient Safety 

 Presentation by Dr Dominique L. Monnet 

PE 507.472 75 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

76 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 77 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

78 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 79 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

80 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 81 



 
____________________________________________________________________________________________  

 

Policy Department A: Economic and Scientific Policy 

82 PE 507.472 



____________________________________________________________________________________________  

 

 
 

 

Workshop on Patient Safety 

Presentation by Prof Zena Moore 

PE 507.472 83 



 
____________________________________________________________________________________________  

 

 

 
 

 
 

Policy Department A: Economic and Scientific Policy 

84 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 
 

Workshop on Patient Safety 

PE 507.472 85 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

86 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 87 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

88 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 89 



 
____________________________________________________________________________________________  

 

 

 
 

 

Policy Department A: Economic and Scientific Policy 

90 PE 507.472 



____________________________________________________________________________________________  

 

 
 

Workshop on Patient Safety 

Presentation by Ms Cristina Padeanu 

PE 507.472 91 



 
____________________________________________________________________________________________  

 

 

 
 

Policy Department A: Economic and Scientific Policy 

92 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

Workshop on Patient Safety 

PE 507.472 93 



 
____________________________________________________________________________________________  

 

 

 
 

Policy Department A: Economic and Scientific Policy 

94 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

Workshop on Patient Safety 

PE 507.472 95 



 
____________________________________________________________________________________________  

 

 

 
 

Policy Department A: Economic and Scientific Policy 

96 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

Workshop on Patient Safety 

PE 507.472 97 



 
____________________________________________________________________________________________  

 

 

 
 

Policy Department A: Economic and Scientific Policy 

98 PE 507.472 



____________________________________________________________________________________________  

 

 

 
 

 

Workshop on Patient Safety 

PE 507.472 99 



 
____________________________________________________________________________________________  

 

 

Policy Department A: Economic and Scientific Policy 

NOTES
 

100 PE 507.472 



 




	Front Cover_WS on Patient Safety
	white
	ENVI-2013-08 Final Patient Safety Workshop Proceeding 08.07 PE 507.472 (Printshop)
	DIRECTORATE GENERAL FOR INTERNAL POLICIES
	POLICY DEPARTMENT A: ECONOMIC AND SCIENTIFIC POLICY
	WORKSHOP
	Patient Safety
	Brussels, 30 May 2013
	PROCEEDINGS
	Abstract
	This report summarises the presentations and discussions at the Workshop on "Patient Safety", held at the European Parliament in Brussels, on Thursday 30 May 2013. The aim of the workshop was to discuss some of the challenges related to this topic and to provide input into the Parliament’s own-initiative report on the implementation of the Council Recommendation on patient safety.
	The workshop was hosted by MEP Mr Oreste ROSSI (EPP, IT), ENVI Committee Rapporteur for the INI report, and co-chaired by MEP Ms Michèle RIVASI (The Greens/EFA, FR), MEP Ms Renate SOMMER (EPP, DE) and MEP Ms Rebecca TAYLOR (ALDE, UK).  
	IP/A/ENVI/WS/2013-08 July 2013 
	PE 507.472 EN
	This document was requested by the European Parliament's Committee on Environment, Public Health and Food Safety.
	CONTRIBUTING EXPERTS
	Ms Nathalie Chaze, DG Health and Consumers, European Commission
	Dr Fabrizio Oleari, President, Istituto Superiore di Sanità, Italy
	Dr Boudewijn Catry, Head, Healthcare-Associated Infections and Antimicrobial Resistance, Public Health & Surveillance, Scientific Institute of Public Health, Belgium
	Dr Olivier Patey, Head of Internal Medicine Service, Infectious and Tropical Diseases, CHI Villeneuve Saint Georges, France
	Dr Agnès Leotsakos, Leader, Patient Safety Education and Global Capacity Building, World Health Organization 
	Dr Dominique L. Monnet, Senior Expert & Head, Antimicrobial Resistance and Healthcare-Associated Infections Programme, Office of the Chief Scientist, European Centre for Disease Prevention and Control 
	Prof. Zena Moore, Immediate Past President, European Wound Management Association 
	Ms Cristina Padeanu, Project Officer, European Patients’ Forum 
	Mr Nöel Wathion, Head of Unit, Patient Health Protection, European Medicines Agency 
	SUMMARY PREPARED BY
	Ms Monica Guarinoni
	Mr Nick Crosby
	Milieu Ltd.
	Brussels, Belgium
	RESPONSIBLE ADMINISTRATOR
	Dr Purificación TEJEDOR DEL REAL
	Policy Department Economic and Scientific Policy
	European Parliament
	B-1047 Brussels
	E-mail: Poldep-Economy-Science@ep.europa.eu
	ABOUT THE EDITOR
	To contact the Policy Department or to subscribe to its monthly newsletter please write to:
	Poldep-Economy-Science@ep.europa.eu
	Manuscript completed in July 2013
	© European Union, 2013
	This document is available on the Internet at:
	http://www.ep.europa.eu/studies 
	LINGUISTIC VERSION
	Original: EN
	DISCLAIMER
	The opinions expressed in this document are the sole responsibility of the author and do not necessarily represent the official position of the European Parliament.
	Reproduction and translation for non-commercial purposes are authorised, provided the source is acknowledged and the publisher is given prior notice and sent a copy.
	CONTENTS
	LIST OF ABBREVIATIONS 4
	EXECUTIVE SUMMARY 5
	1. LEGAL AND POLICY BACKGROUND 8
	2. PROCEEDINGS OF THE WORKSHOP 10
	2.1 Introduction 10
	2.1.1 Welcome and opening – Mr Oreste ROSSI MEP 10
	2.2 Patient Safety and Report from the Commission to the Council Based on Member States Reports on the Implementation of the Council Recommendation (2009/C 151/01) - Chair: Ms Taylor 10
	2.2.1 Introduction by MEP ENVI Shadow – Ms Rebecca Taylor 10
	2.2.2 Follow up of the patient safety report 10
	2.2.3 Presentation of the draft INI Report 11
	2.2.4 First round of questions & answers 12
	2.3 Case Studies: Healthcare-Associated Infections, Joint Debate on Individual Experiences - Chair: Ms Rivasi 13
	2.3.1 Introduction by MEP ENVI Shadow – Ms Michèle Rivasi 13
	2.3.2 The Nosocomial Infections 13
	2.3.3 Reducing infections in home care. Special care and prevention for people with chronic degenerative diseases 15
	2.3.4 Phagotherapy: A new "old" therapy? 16
	2.3.5 Second round of questions & answers 17
	2.4 Case Studies: How to Respond to Challenges in Implementing a True European System of Patient Safety? - Chair: Mr Rossi 17
	2.4.1 Patient safety priority areas for development of programmes and policies at European level 17
	2.4.2 Reducing infections in Spread of carbapenemase-producing Enterobacteriaceae (CPE) in Europe and assessment of the risks linked to cross-border transfer of patients 19
	2.4.3 Third round of questions & answers 20
	2.5 The Future of Patient Safety in Europe: Actions and Solutions Proposed Leading to Best Practices and Common Indications - Chair: Ms Taylor 21
	2.5.1 Introduction by MEP ENVI Shadow – Ms Renate Sommer 21
	2.5.2 Patient safety Prevention of healthcare associated infections 21
	2.5.3 Rights of patients 22
	2.5.4 Open discussion 24
	2.5.5 Conclusions 26
	ANNEX 1: PROGRAMME 27
	ANNEX 2: SHORT BIOGRAPHIES OF EXPERTS 29
	ANNEX 3: PRESENTATIONS 33
	Presentation by Dr Fabrizio Oleari 33
	Presentation by Dr Boudewijn Catry 45
	Presentation by Dr Olivier Patey 55
	Presentation by Dr Agnès Leotsakos 67
	Presentation by Dr Dominique L. Monnet 75
	Presentation by Prof Zena Moore 83
	Presentation by Ms Cristina Padeanu 91
	LIST OF ABBREVIATIONS
	CHI
	Centre Hospitalier Intercommunal
	CPE
	Carbapenemase-Producing Enterobacteriaceae
	DG SANCO
	Directorate General for Health and Consumers
	EC
	European Commission
	ECDC
	European Centre for Disease Prevention and Control
	EEA
	European Economic Area
	EMA
	European Medicines Agency
	ENVI
	Committee on Environment, Public Health and Food Safety
	EP
	European Parliament
	EPF
	European Patients’ Forum
	ESAC
	European Surveillance of Antimicrobial Consumption
	EU
	European Union
	EWMA
	European Wound Management Association
	HALT
	Healthcare Associated-infections in Long Term facilities 
	HCAI
	Health Care-Associated Infections
	INI
	Own-initiative (report)
	LCTF
	Long-Term Care Facilities
	ISS
	Istituto Italiano di Sanità
	MDR
	Multi-Drug Resistant
	MEP
	Member of the European Parliament
	MRSA
	Methicillin-Resistant Staphylococcus Aureus
	NHS
	National Health Service
	NI
	Nosocomial Infections
	PaSQ
	Joint Action on Patient Safety and Quality of Care
	RCN
	Royal College of Nurses
	RCT
	Random Clinical Tests
	SSI
	Surgical Site Infections
	WHO
	World Health Organization
	EXECUTIVE SUMMARY
	On 30 May 2013, the Committee on Environment, Public Health and Food Safety (ENVI) of the European Parliament held a workshop on "Patient Safety". The workshop was hosted by MEP Mr Oreste ROSSI, ENVI Committee Rapporteur for the Parliament’s own-initiative report on the implementation of the Council Recommendation on patient safety (2009/C 151/01). The workshop was co-chaired by the ENVI Shadow Rapporteurs: MEP Ms Michèle RIVASI, MEP Ms Renate SOMMER and MEP Ms Rebecca TAYLOR. 
	MEP Mr Oreste ROSSI welcomed participants to the workshop and stressed that the workshop would contribute to the on-going discussion on the Parliament’s own-initiative (INI) report on patient safety. In her introduction to the first part of the workshop, Ms TAYLOR highlighted that patient safety is an endemic concern across Europe due to various adverse events that may occur in hospitals, including medical errors and health care associate infections (HCAI). She also stressed that the risks associated with these adverse events are largely avoidable and that preventative measures should be promoted to increase the level of patient safety in the EU. 
	Ms Nathalie CHAZE, Head of Unit for Healthcare Systems in the European Commission DG Health and Consumers, then provided an overview of the Commission’s follow up activities to the report on the implementation of the Council Recommendation on patient safety. According to the report, three areas remain poorly implemented in Member States: information to patients; the use of reporting systems for adverse events; and education and training of the workforce. As a result, the Commission is working with Member States to introduce common training guidelines and is promoting the exchange of best practices on the quality of care. In conclusion, Ms Chaze stressed the need for a real change in the culture of health care quality management to enhance patient safety. In her words, "This is all about saving lives".
	Presenting the draft Parliament’s own-initiative report on the implementation of the Council Recommendation on patient safety, Mr ROSSI highlighted the importance of ensuring sufficient levels of health care staff in the face of the restructuring and cost cuts being made across Europe due to the financial crisis. Urgent action on patient safety is needed since 37,000 people die each year in Europe due to HCAI and a lot more get ill (and recover). In this respect, Mr Rossi mentioned that coordination and exchange of good practices are crucial to reduce the differences that still exist between Member States. He also stated that common safety protocols are needed to respond to the increasing mobility of patients in the EU. 
	Ms RIVASI opened the second part of the workshop stressing that nosocomial (i.e. hospital-acquired) infections and illnesses are a big challenge in Europe and that prevention efforts should be made to reduce infection cases. In particular, she pointed at phage therapy as a possible complementary treatment that could be used to face the increasing resistance to antibiotics in hospitals. Dr Fabrizio OLEARI, President of the Italian National Health Institute, spoke about nosocomial infections, which relate to any infection acquired by a patient in a hospital. In particular, he highlighted the enormous economic costs related to HCAI, which are not included in prices and hence produce a high economic burden for health care systems. He explained the importance of monitoring the quality of care using clinical indicators, including structure indicators (e.g. number of specialists compared to other doctors or availability of specific units), process indicators (e.g. patients treated according to clinical guidance) and outcome indicators (e.g. mortality and morbidity, but also quality of life and patient satisfaction). 
	Dr Oleari then stressed that one of the key risk factors for HCAI is antibiotic resistance in health care settings, which has increased as a consequence of high antibiotic consumption and misuse. Finally, Dr Oleari underlined that, in his view, the best way to address HCAI is at European level as proper research and cooperation can only happen at a wider scale.
	Dr Boudewijn CATRY, Head of Healthcare-Associated Infections and Antimicrobial Resistance at the Scientific Institute of Public Health in Belgium focussed on infections in home care and long-term health facilities, such as nursing homes. The elderly are a particularly frail population that often suffer from impaired mobility, disorientation and incontinence, which are risk factors for the development of infections. Another risk factor is antimicrobial resistance. Dr Catry explained that in the context of home/nursing home care, hand hygiene compliance is still an issue and that various campaigns have been carried out in Belgium to promote this practice.  
	The next speaker, Dr Olivier PATEY, Head of Internal Medicine Service, Infectious and Tropical Diseases at the CHI Villeneuve Saint Georges in Paris, presented the opportunities that could be offered by phage therapy, a practice that was extensively used mainly in former Soviet Union countries in the early 1900s. This treatment consists of the therapeutic use of bacteriophages, i.e. natural viruses that can be found in the environment and in humans, to treat bacterial infections. Phage therapy is currently not allowed in the EU as bacteriophages are considered as medicines and do not meet the criteria to receive a marketing authorisation. Finally, Dr Patey emphasised that phage therapy could represent a valid and natural alternative to antibiotics and its potential should be further assessed and exploited. Ms Rivasi concluded that, as a practice that could save patients’ lives, the potential of phage therapy should be exploited in the EU, and she called on the European Medicines Agency to look further into this matter.
	The third part of the workshop dealt with the challenges in implementing a true European system of patient safety. Dr Agnès LEOTSAKOS, Leader of Patient Safety Education and Global Capacity Building at the World Health Organization (WHO) focussed on patient safety priority areas for the development of programmes and policies at the European level. According to WHO, the main priority areas for patient safety are errors related to unsafe medical care (e.g. unsafe medications and HCAI), structural factors (e.g. poor training and education, stress and fatigue of health care workers) and poor processes (e.g. misdiagnosis and poor test follow up). Dr Leotsakos highlighted that a strong evidence base and monitoring data are essential to design effective policies and programmes on patient safety.
	Dr Dominique L. MONNET, Senior Expert & Head for the Antimicrobial Resistance and Healthcare-Associated Infections Programme in the European Centre for Disease Prevention and Control (ECDC) explained that the spread of Carbapenemase-Producing Enterobacteriaceae (CPE) in Europe represents a real challenge for HCAI because these bacteria have become almost totally resistant to antibiotics. He explained that multidrug-resistant infections represent a threat to patient safety, causing increased length of hospital stays and increased patient morbidity and mortality. Dr Monnet highlighted that CPE are propagating worldwide and represent a new threat for the safety of European patients. In particular, cross-border transfer of patients and the extensive use of antimicrobials contribute to the spread of CPE. According to the ECDC risk assessment, measures to prevent the spread of CPE include the use of standard precaution and basic hand hygiene, the pre-emptive isolation of high-risk patients and the prudent use of antimicrobial agents.
	In her introduction to the last part of the workshop, Ms SOMMER highlighted that 1.4 million patients suffer from therapy-associated infections each year. She also stressed that large differences still exist between Member States on how these cases are handled. Exchange of information to learn from the best practices is therefore crucial in this context. Presenting the views of the European Wound Management Association (EWMA), Prof. Zena MOORE explained that the incidence of wounds is significant, with 4 million individuals affected each year. The most common infections associated with wounds are pressure ulcers and surgical site infections. She then stressed that a multidisciplinary approach is key to prevention, as no single professional has all the skills required to match the patients’ needs. In this context, education and training as well as integrated standards of care are central in achieving a robust patient safety culture within health care services. 
	Finally, Ms Cristina PADEANU, Project Officer at the European Patients’ Forum (EPF), introduced the patients’ point of view into the debate. Her main message was that the active involvement of patients is a must in the patient safety paradigm. Better informed and empowered patients could contribute to the development of policies and programmes on patient safety at all levels. However, the preliminary results of a survey by EPF indicate that patient involvement is still poorly implemented in Member States. In Ms Padeanu’s views, new EU legislation should represent an opportunity to further increase patients’ awareness and engagement. 
	In the discussion that followed, Mr Nöel WATHION, Head of Unit for Patient Health Protection at the European Medicines Agency (EMA) explained that medication errors are also a factor undermining patient safety. In this context, reporting of medication errors by patients and health care professionals should be improved to reduce the consequences of what Mr Wathion referred to as a major public health burden.
	1. LEGAL AND POLICY BACKGROUND
	Protecting patients against unnecessary or potential harm associated with health care is crucial to ensure patient safety and to prevent permanent injury, increased length of stay in hospitals and even death. The harm can be caused by a range of medical errors and adverse events. For example, patients can be affected by the misuse of technology, poor communication between different health care providers, delays in receiving treatment as well as by health care associated infections (HCAI). 
	In particular, the World Health Organization (WHO) defines HCAI as “an infection occurring in a patient during the process of care in a hospital or other health care facility which was not present or incubating at the time of admission” . Patients can be affected in any type of setting where they receive care and an infection can also appear after discharge from the hospital. HCAI are the most frequent adverse event in health-care delivery worldwide, with hundreds of millions of patients affected each year. These infections are due to a number of factors including prolonged and inappropriate use of antibiotics and invasive devices (such as central lines, urinary catheters and ventilators); high-risk and sophisticated procedures; immuno-suppression and other severe underlying patient conditions; and insufficient application of standard and isolation precautions.
	The issue of patient safety is a serious concern in the European Union, where it is estimated that between 8% and 12% of patients admitted to hospitals suffer from adverse events whilst receiving health care and that HCAI affect around 4.1 million people every year. Such infections annually account for 37,000 attributable deaths in Europe and contribute to an additional 110,000 every year. HCAI are very much connected to the issue of antimicrobial resistance. In particular, the European Centre for Disease Prevention and Control (ECDC) estimates that a large proportion of HCAI-related deaths are due to antibiotic-resistant bacteria, such as Staphylococcus aureus, Enterobacteriaceae and Pseudomonas aeruginosa, for which the number of directly attributable deaths is currently estimated at 25,000. Annual financial losses due to HCAI are also substantial: they are estimated at approximately 7 billion EUR in Europe, including only direct costs and reflecting 16 million extra days of hospital stay. 
	According to the WHO, these human and financial losses could be prevented and the burden of HCAI could be reduced by as much as 50% or more. Solutions for improvement include identifying local determinants of the HCAI burden, enhancing reporting and surveillance systems at the national level, improving basic standards such as hand hygiene, promoting staff education and accountability as well as conducting research on the potential involvement of patients and their families in HCAI reporting and control.
	Patient safety has also been addressed at the EU level. In particular, in June 2009, the Council Recommendation on patient safety (2009/C 151/01) called on Member States to enact a series of measures to minimise harm to patients receiving health care, such as developing national policies on patient safety, empowering and informing patients, establishing reporting and learning systems on adverse events, promoting the education and training of health care workers and developing research. The Recommendation also urged Member States to adopt and implement specific strategies for the prevention and control of HCAI. 
	The Recommendation complements other related EU initiatives, such as Directive 2011/24/EU on the application of patients’ rights in cross-border healthcare, which aims to clarify the rights of patients when accessing care in another EU Member State, but also to ensure that such care is safe and of good quality. In addition, the recent Commission Implementing Regulation (EU) No 520/2012 on the performance of pharmacovigilance activities also contributes to enhancing patient safety by minimising any potential risk associated with the use of medicines, including medication errors. A crucial role in this context is played by the European Medicines Agency (EMA). Another European agency closely involved in the issue of patient safety is the European Centre for Disease Prevention and Control (ECDC), which coordinates the European surveillance of surgical-site infections, HCAI in intensive care units and antimicrobial resistance.
	In November 2012, the European Commission issued a report on the basis of Member States' reports on the implementation of the Council Recommendation on patient safety. According to the main findings of the report, all countries have developed specific policies on patient safety or embedded them as priorities in their health policies. In addition, most countries have encouraged training of health care professionals on patient safety, though only a few have formally included patient safety in education and training. However, a number of actions remain poorly implemented in Member States, such as providing full information to patients about patient safety, disseminating knowledge on patient safety to health workers and developing core competencies for patients.
	The European Parliament is currently preparing an own-initiative report on the Commission’s report.  In essence, the draft Parliament’s report urges Member States to continue their efforts to improve patient safety in line with the Council Recommendation. It also calls on the Commission to foster the exchange of good practices and to step up international cooperation on patient safety.
	2. PROCEEDINGS OF THE WORKSHOP
	2.1.1 Welcome and opening – Mr Oreste ROSSI MEP

	MEP Mr Oreste ROSSI welcomed Members of the European Parliament, European Commission representatives, technical experts and other stakeholders to the workshop. He highlighted that the workshop would contribute to the on-going discussion on the Parliament’s own-initiative (INI) report on patient safety. He then explained that each part of the workshop would be chaired and introduced by one of the Shadow Rapporteurs for the INI report.
	2.2.1 Introduction by MEP ENVI Shadow – Ms Rebecca Taylor 

	In her introduction to the first part of the workshop, MEP Ms Rebecca TAYLOR highlighted that patient safety is an endemic concern across Europe due to various adverse events that may occur in hospitals, including medical errors and health care associate infections (HCAI). She also stressed that the risks associated with these adverse events are largely avoidable and that preventative measures should be promoted to increase the level of patient safety in the EU. She then gave the floor to the European Commission representative. 
	2.2.2 Follow up of the patient safety report 

	Ms Nathalie CHAZE, Head of Unit Healthcare Systems, DG SANCO, European Commission
	In her presentation, Ms Nathalie CHAZE provided an overview of the Commission’s follow up activities to the report on the implementation of the Council Recommendation (2009/C 151/01) on patient safety. First of all, Ms Chaze thanked the European Parliament for the own-initiative report, which further emphasises the need to focus on this topic. This is particularly important in times of economic crisis, when Member States tend to focus more on financial sustainability than on patient safety.
	To show that patient safety should be at the top of the EU political agenda, Ms Chaze then quoted some figures. She said that 5% of hospital patients become infected each year with health care associated infections (HCAI) – and some studies even indicate that the real figure is 10%. These infections lead annually to 37,000 deaths, which could be avoided if preventive measures were in place.
	The feedback that the European Commission received from Member States on the implementation of the Council Recommendation indicates that a lot has been achieved. However, Ms Chaze highlighted that three areas remain poorly implemented. Firstly, patients are not properly informed and cannot therefore be adequately involved in patient safety. Secondly, most Member States have systems in place to report on adverse events. However, it is not clear how health managers use the information collected through the reporting systems. Thirdly, Member States have to make additional efforts on education and training of workforce. 
	This is of utmost importance as, in Ms Chaze’s view, patient safety implies moving towards a culture of quality management and of compliance with standards. 
	Several recommendations in the European Parliament own-initiative report are going in the same direction as to what has been suggested by the Commission. In particular, the need for common guidelines on patient safety is acknowledged as well as the importance of ensuring that patients are well-informed and, ultimately, empowered. In this context, Ms Chaze explained that the Commission is trying to make progress, in collaboration with Member State experts, on the preparation of guidelines on reporting systems, which are expected to be published in the first half of next year.
	The Commission is also finalising an agreement with the World Health Organization (WHO) for the classification of adverse events, which Member States will be able to use in their reporting systems and which will allow for comparison of adverse events across different countries. Moreover, the Commission is financing cooperation between Member States for the exchange of best practices on patient safety and quality of care. Ms Chaze emphasised that this activity is crucial and should continue. In the current debate on which form future cooperation between Member States should take, the EU Commissioner for Health and Consumers has proposed to establish a permanent network on patient safety. 
	In the area of HCAI, the Commission is developing guidelines on infection control and prevention in long-term facilities and nursing homes. The preparation of a toolkit for health care establishments is also under way to provide information to patients. 
	The Commission is therefore undertaking a number of small initiatives in parallel and will present a new report in mid-2014 to re-assess the situation on patient safety in Member States. In conclusion to her presentation, Ms Chaze stressed the need for a real change in the culture of health care quality management to enhance patient safety. In her words, "This is all about saving lives".
	2.2.3 Presentation of the draft INI Report

	Mr Oreste ROSSI, MEP, Rapporteur
	As the Rapporteur for the EP own-initiative report, Mr Oreste ROSSI explained that the draft text is currently being discussed and amendments are being tabled. He expressed his hope that the report could provide Member States with guidelines to improve health care and health services across the EU and to reduce the differences between countries – and even within the same country – on patient safety. He said that data on HCAI are worrisome, with 37,000 deaths every year and a lot more patients getting ill (and recovering) from these infections.
	Mr Rossi highlighted that one of the most urgent issues to address is that no cuts should be made in health care staff, especially in times of economic crisis. Keeping a sufficient number of health care workers is essential to avoid work overload, thus reducing the risk of medical errors. Health care staff are also needed to ensure that patients are properly informed and cared for, not only in the hospital but also in the post-treatment phase, i.e. when patients are released back home or in long-term facilities. In these cases, Mr Rossi stressed that it is important to also train the family and other carers to avoid infections. 
	Illustrating the draft INI report, Mr Rossi emphasised that a number of recommendations have been put forward to Member States. In particular, cooperation between countries and health services should be promoted. The European Centre for Disease Prevention and Control (ECDC) should also play a key role in the dissemination of information on infectious diseases. In addition, staff should be adequately trained and safety protocols should be put in place to avoid adverse events. 
	Mr Rossi also mentioned that, with the increased mobility of patients, it would be important to introduce some sort of electronic data cards or computerised system to track the health history of patients (for example if they have an allergy or specific problems) and to avoid harming them if they have to be treated in places other than their own country. In Mr Rossi’s view, this could save patients’ lives. Finally, Mr Rossi also called for the sharing of best practices across Member States to improve the level of treatment and care.
	2.2.4 First round of questions & answers

	Ms TAYLOR concluded the first part of the workshop by mentioning an inquiry carried out in 2012 in the UK - the Mid Staffordshire inquiry, chaired by Robert Francis QC. The inquiry led to a final report putting forward a number of recommendations. In particular, the report acknowledged the importance of involving patients in patient safety through complaint procedures, as the inquiry had found that patients were often not aware about such procedures. In addition, the report recommended collecting information about adverse events through non-punitive reporting systems, as the inquiry had found that, in some cases, hospital workers were afraid that reporting problems would backfire on them. In other words, the "culture of blame" should be replaced by a "duty of candour" so that health professionals can duly report on patient safety failings. The report also emphasised the importance of education and training of health care workers.
	In conclusion, the report found that management structures in the UK tended to ignore patient safety concerns in favour of other issues and to focus on figures and targets rather than on outcomes. Ms Taylor mentioned that the UK National Health Service (NHS) has started to look at good practices in the EU in this area. She then opened the floor for questions.
	Mr Noel WATHION from the European Medicines Agency (EMA) addressed a question to Ms Chaze on whether she saw room for improvement for adverse event reporting related to medications. Ms CHAZE clarified that adverse events encompass a wider range of interventions – not only pharmaceuticals. She mentioned that reporting systems exist. However, these are not sufficiently used to draw lessons on what has happened and to improve the situation. 
	Prof. Zena MOORE from the European Wound Management Association (EWMA) asked Ms Chaze if she thought that patients are generally poorly informed because health care workers are also poorly informed. Ms Chaze did not have a definite answer for this. However, she stressed once again the importance of empowering patients to make them an active recipient of care.
	2.3 Case Studies: Healthcare-Associated Infections, Joint Debate on Individual Experiences - Chair: Ms Rivasi
	2.3.1 Introduction by MEP ENVI Shadow – Ms Michèle Rivasi


	Ms Michèle RIVASI opened the second part of the workshop stressing that nosocomial infections and illnesses are a big challenge in Europe and that prevention efforts should be made to reduce infection cases. In particular, she pointed at phage therapy as a possible complementary treatment that could be used to face the increasing resistance to antibiotics in hospitals. She then introduced the three speakers who would address these issues.
	2.3.2 The Nosocomial Infections

	Dr Fabrizio OLEARI, President, Istituto Superiore di Sanità (ISS), Italy
	Dr Fabrizio OLEARI started his presentation saying that Nosocomial Infections (NI) relate not only to patient safety, but also to quality of health care. In particular, he stressed that NI represent a health concern as well as a major economic problem. He noted that, where health care is not linked to the performance level (for example in Italy) and the “pay for performance” principle is not applied, the costs for HCAI are not included in the initial list of prices for health care services. 
	After this introduction, Dr Oleari went on to explain that NI is any infection acquired by a patient in a hospital. This definition is to be understood in its wider sense as hospitals are quite diverse and patients often continue to be treated at home after being released from hospitals for a certain illness. Dr Oleari then presented some figures related to HCAI. In particular, he mentioned that 1 in 10-to-20 hospitalised patients are affected by HCAI, which equals to 4.1 million per year. Moreover, 37,000 patients die from HCAI annually. In this context, Dr Oleari underlined the importance to improve the data collection methods to better tackle the risks related to HCAI. 
	As regards the size of the problem by specific site, Dr Oleari explained that urinary tract infection accounts for 30-40% of HCAI, followed by surgical wound infection (17-19%), lower respiratory tract infection (16-18%), skin and soft tissue infection (6%) and bacteraemia (8%) - which has the most lasting effect on patients. He also mentioned that HCAI can be caused by endogenous or exogenous elements or by cross-infection from another patient or staff.
	Dr Oleari then mentioned that NI have a significant financial impact on the health care system, as treating these infections can even double the total costs of hospitalisation. The fact that these costs are not included in the initial prices of health care services may produce an economic loss for the hospital. In particular, HCAI affect at least 10% of all in-patients and this has a major effect on the costs. In addition, Dr Oleari stated that delays in discharge by an average of 11 days can cost up to 3000 pounds per episode. 
	Presenting some examples of the burden of HCAI, Dr Oleari looked first at the impact of NI on the outcome of cardiac surgery, where the incidence is 21.7%. This increases the intensity of treatment - and the more intense the treatment the more likely is the occurrence of NI. He then referred to a scientific article, which presents the incidence and cost of NI in general surgery. Here, the incidence is 9.4%, but the operative site infections can be as high as 60%.
	Further on, Dr Oleari focused on the description of systems to monitor the quality of care using clinical indicators. In this context, he stated that the same measure could serve multiple purposes and provide useful information to physicians, patients and society as a whole. However, the key challenge in monitoring is that everyone wants measurement, but no one wants to be measured. Dr Oleari explained that indicators are needed which should be based on best evidence, e.g. meta-analyses and Random Clinical Tests (RCT), as well as on consensus among health professionals. 
	Dr Oleari then looked at the conceptual framework for quality of care, which includes structural, process and outcome quality. A study carried out in Italy and comparing quality in relation to various outcomes within different health care structures identified three types of indicators, namely structure indicators (e.g. clinical guidelines revised every second year), process indicators (e.g. number of patients treated according to clinical guidance) and outcome indicators (e.g. mortality and morbidity, but also quality of life and patient satisfaction).
	Dr Oleari stressed that one of the key risk factors for HCAI is antibiotic resistance in health care settings. He explained that an increasing number of bacteria are resistant to antibiotics, for example Klebsiella pneumonia, which is as an emerging problem in intensive care units, Methicillin-Resistant Staphylococcus aureus (MRSA) and Acinetobacter Baumanii. 
	In particular, Dr Oleari showed a graph illustrating the consumption of antibiotics in community in Europe, where Greece is at top of the list and Latvia at the bottom of the list. He then showed a graph on antibiotic consumption in hospitals, where the proportion is flipped, with Latvia ranking first. He also noted that the Netherlands is the country that consumes the least antibiotics both in communities and in hospitals. 
	Looking at patterns on antibiotic resistance for MRSA, E.coli and K. pneumoniae in Europe, Dr Oleari explained that there is a clear trend to higher resistance from North to South and from West-Centre to East European countries. High antibiotic resistance is directly associated with high antibiotic consumption and misuse. For example, in Italy about 1 in 3 patients without infections is under antibiotic treatment. Dr Oleari warned that the lack of effective antibiotics might represent a very serious problem in a few years’ time. Therefore, a number of initiatives are being undertaken at the European level to develop new antibiotics.
	In conclusion to his presentation, Dr Oleari highlighted the importance for the EU to support the creation and elaboration of national programmes on patient safety, the strengthening of reporting systems with regard to adverse events, as well as education and training of health care professionals. Finally, Dr Oleari underlined that, in his view, the best way to address HCAI is at the European level as proper research and cooperation, for example for the development of new antibiotics, can only happen at a wider scale.
	2.3.3 Reducing infections in home care. Special care and prevention for people with chronic degenerative diseases 

	Dr Boudewijn CATRY, Head, Healthcare-Associated Infections and Antimicrobial Resistance, Public Health & Surveillance, Scientific Institute of Public Health, Belgium
	In his introduction, Dr Boudewijn CATRY mentioned that his presentation would build on the results of two European projects: the HALT project (Healthcare associated infections in European Long Term Facilities) and the ESAC project (European Surveillance of Antimicrobial Consumption). In particular, he referred to the HALT project, which focuses on HCAI acquired by the elderly population in long-term care facilities (LTCF) across Europe. 
	Firstly, Dr Catry presented the main risk factors for developing HCAI in these facilities. In particular, he explained that risk factors include vascular and urinary catheters, recent surgery, pressure sores and other wounds. He also noted that three major chronic degenerative diseases affect the elderly in LTCF, namely impaired mobility (affecting almost half of the LTCF population), disorientation (including Alzheimer’s) and incontinence. In particular, Dr Catry highlighted that older people do not react in the same way as the general population to certain therapies. Therefore, specific studies and research would be needed to better target treatment to this group.
	Further on, Dr Catry stressed that hand hygiene compliance is still a problem in the context of home and nursing home care. In particular, he mentioned that, according to a survey carried out in Belgium, appropriate hand hygiene is followed in only in 64% of health care facilities. He also noted that nurses receive basic training on hand hygiene in their education and therefore comply with hand hygiene much better than physicians. 
	Dr Catry then illustrated how different types of infections are treated in nursing homes. He highlighted that urinary tract infections account for about 50% of all antimicrobial treatment, followed by respiratory tract infections. He also noted that most antimicrobial treatments are prophylactic, i.e. without the infection actually being present. The widespread use of antimicrobials is problematic as it contributes to antibiotic resistance.  In this respect, Dr Catry explained that the use of antimicrobials has been decreasing in the last few years. In particular, according to the results of a survey carried out in Belgium in 2011, 21.5% of residents were recently treated with antimicrobials compared to 33% five years earlier. 
	Dr Catry went on by summarising the outcome of a study on MRSA in Belgian nursing homes. Compared to a previous study in 2005, the survey shows a steady decrease in MRSA, which is one of the main causes of HCAI. The study also indicates that, within five years, the average age of people in a LTCF in Belgium has increased from 80 to 82 year-old – and an older population implies even frailer and less mobile patients. 
	Dr Catry continued his presentation by emphasising that resistance is proportional to antimicrobial consumption. In particular, he highlighted that the incidence of MRSA is decreasing in Belgian LTCF as a result of reduced antimicrobial consumption, but also of improved hand hygiene. 
	He then emphasised that the number of patients treated with antibacterial agents in hospitals tends to be largely underestimated using current data, which suggest that only 2 per thousand patients are treated with an antimicrobial in hospitals compared to 30 per thousand in LTCF. In Dr Catry’s view, the length of stay in the hospital should also be taken into account. If this is considered, the number of patients treated with an antimicrobial in hospitals increases to 500 patients per thousand – which is much more realistic. Dr Catry further noted that the highest use of antimicrobials is in intensive care units.
	Dr Catry concluded his presentation by emphasising that, despite what is reported in some European studies, the main hotspots for antimicrobial resistant infections are not the general population or the home care facilities, but rather the intensive care units in hospitals. Further sources of infections are other units within the hospitals and LTCF. Dr Catry also noted that, to reduce the risk of infections, international and intramural transfer of patients should be limited. In addition, older people should remain as mobile as possible, and nutrition is also important to keep them in good health. Finally, Dr Catry mentioned a study that measured the happiness of people in nursing homes. It showed that older people were happier if the assessment of their own health was positive and if they had a say in the choice of the nursing home. 
	2.3.4 Phagotherapy: A new "old" therapy? 

	Dr Olivier PATEY, Head of Internal Medicine Service, Infectious and Tropical Diseases, CHI Villeneuve Saint Georges, Paris, France 
	In his presentation, Dr Olivier PATEY introduced the main aspects of phage therapy, an old therapy that has recently been reconsidered as an alternative to antibiotics. Bacteriophages were discovered in the early 1900s thanks to the work of Nnikolai Gamalea, Frederik Twort and Feliqs D’Herelle and were used almost immediately for therapeutic purposes. The first treatments were applied in 1919 in diarrhoea infections in a hospital in Paris. Since then, bacteriophages were used in various pathologies including cholera. 
	Dr Patey then explained that bacteriophages are natural viruses that are part of the environment and living organisms. He showed that a bacterium and a bacteriophage always go together. Then he illustrated that bacteriophages have different morphologies and that they function in a fairly simple way by injecting genetic material into the bacterium. Bacteriophages reproduce in the bacterium and will then spread to other bacteria. It is therefore an exponential phenomenon, Dr Patey explained, unlike antibiotics where the treatment has to be repeated several times.
	Dr Patey also emphasised that phage therapy is coming back into fashion mostly because of the increasing resistance to antibiotics and the lack of new antibiotics. He then gave two examples to illustrate how phage therapy could represent an alternative to antibiotics. The first example relates to MRSA; in fact there are cocktails of bacteriophages from Georgia and Russia that work on all kinds of staphylococcus aureus. The second example concerns K.pneumoniae and carbapenemases, which represent a big problem in hospitals in terms of human and economic costs, as shown in a recent epidemic in Greece; in particular, an active bacteriophage from Georgia helped tackle this epidemic. 
	Another important aspect of bacteriophages is their action on biofilms, which are involved in a wide variety of NI. When it comes to biofilms and foreign material, which is resistant to antibodies and to certain antibiotics, bacteriophages can play an important role. Dr Patey also highlighted that the synergy between antibiotics and bacteriophages should also be further explored, to find the optimal combination.
	Dr Patey then compared bacteriophages to antibiotics. In particular, he highlighted that bacteriophages are live bacterial viruses whereas antibiotics are chemical substances. Unlike antibiotics, bacteriophages are inexpensive and they have shown no adverse effects.  
	Further on, Dr Patey explained the delivery routes for bacteriophages, which can be intravenous, intramuscular, respiratory through inhalation, oral, intrarectal or cutaneous. He then showed pictures of some products containing bacteriophages, coming mainly from Russia and Georgia. These are currently not legally available in the EU, where bacteriophages are regarded as medicines and, as such, do not yet respect EU or national guidelines. 
	Lack of authorisation in the EU has encouraged medical tourism, since a number of patients awaiting treatment have moved outside the EU to be cured with phage therapy. Dr Patey illustrated his point by showing the picture of one patient who was able to avoid an amputation thanks to treatment with phage therapy in Georgia. In the EU, patients can be treated only in one area, in Roslav in Poland.
	In conclusion to his presentation, Dr Patey mentioned that two European groups have been established: GEEPhage with the aim of setting up reference centres for phage therapy in most Member States, including France, Belgium and Romania; and the European Phages Bank based in Germany. 
	2.3.5 Second round of questions & answers

	Ms RIVASI concluded the second part of the workshop stating that, as a practice that could avoid amputations and save patients’ lives, the potential of phage therapy should be exploited in the EU, and she called on the European Medicines Agency to look further into this matter.
	2.4 Case Studies: How to Respond to Challenges in Implementing a True European System of Patient Safety? - Chair: Mr Rossi
	2.4.1 Patient safety priority areas for development of programmes and policies at European level 


	Dr Agnès LEOTSAKOS, Leader, Patient Safety Education and Global Capacity Building, World Health Organization (WHO)
	At the beginning of her presentation, Dr Agnès LEOTSAKOS mentioned that she would focus on the general aspects on patient safety, which is a vast area not solely related to HCAI. First of all, she showed the major risks encountered by a patient. She compared a hospital to a field of landmines, as the patient can experience numerous and different adverse events while in hospital, for example misdiagnosis, unsafe use of medication, counterfeit drugs etc. In 2009, the WHO set up a working group of experts at the international level to classify the different types of incidence and adverse events. A WHO global study of the burden of HCAI was subsequently published. 
	Dr Leotsakos explained that the WHO study framework was based on the three components of quality: structure, process and outcomes. It also identified three main types of adverse events, namely errors related to unsafe medical care, structural factors and poor processes contributing to unsafe care.
	Dr Leotsakos then highlighted that most evidence in the WHO study comes from developed countries, with only little information available for developing countries. The report concluded that unsafe care is everywhere, both in developed and developing countries, and that there is evidence that harm from medical care is substantial. However, data on structural factors and processes are only available for a small number of developed countries. Quoting the report, Dr Leotsakos concluded on the importance of having a solid evidence base because "unless we know more about the prevalence and aetiology of medical errors in our facilities, it is impossible to establish policies and design programmes, systems, structures and processes to reduce errors if we do not know where errors are occurring and why".
	For the three main domains identified in the WHO study, Dr Leotsakos explained that solutions and policies that address unsafe medical care (e.g. implementation of surgical safety checklist) would have a direct and immediate impact. Similarly, when poor structures are tackled and improved (e.g. through regulation or accreditation), actions have a lasting impact. When the underlying processes of care are also strengthened, then policies and programmes also bring about a long-term impact. Although there is no evidence on the best combination of policies and programmes, actions in these three areas are likely to result in improved patient safety.  
	Further on, Dr Leotsakos provided more detailed information about the first area related to unsafe medical care, which includes a number of priorities, namely: unsafe medications/treatment, surgical and anaesthesia errors, HCAI (with 5 million cases, costing approximately 13-24 billion EUR a year in Europe), unsafe injections, unsafe blood products and pregnant women and newborns. For these areas, WHO already has interventions and solutions to propose. Other areas concern injuries due to medical devices (i.e. manufacturer’s errors), injuries from patient falls and poor care for the elderly. 
	The structural factors contributing to unsafe care include eight main priority areas: latent failures in the organisation, lack of regulation or accreditation and quality improvement strategies, lack of culture of safety, poor training and education on patient safety, stress and fatigue of health care workers, production pressures, lack of knowledge and poor communication (e.g. when errors are not reported), and devices and procedures with no human factor. 
	Finally, Dr Leotsakos mentioned that the main areas related to poor processes include misdiagnosis, poor test follow-up (which can have detrimental outcomes for patients), counterfeit drugs, inadequate measures for patient safety and poor involvement of patients in their own care. 
	In conclusion to her presentation, Dr Leotsakos highlighted some major issues to consider when discussing patient safety. In particular, she mentioned that the EU needs further understanding of the extent, causes and nature of unsafe care in all EU Member States. Unless the EU has more information and data, it will be difficult to put in place effective policies. The risk-reducing strategies that are being designed in the more developed countries have to be adapted to the needs of the least developed countries.  She also said that there is a lack of evidence on the way forward regarding the most effective policy combinations to improve patient safety. This has to be looked at, but possible solutions have to be adapted to the specific circumstances in each country. In addition, a culture of safety needs to replace a culture of blame in all EU hospitals, and some issues, e.g. on counterfeit drugs, have to be addressed beyond borders. 
	Dr Leotsakos concluded her presentation by re-emphasising that national and local health authorities need to consider strategic approaches to improve patient safety that address the three main priority domains identified by WHO, i.e. unsafe medical care, structural factors and poor processes.
	2.4.2 Reducing infections in Spread of carbapenemase-producing Enterobacteriaceae (CPE) in Europe and assessment of the risks linked to cross-border transfer of patients 

	Dr Dominique L. MONNET, Senior Expert & Head, Antimicrobial Resistance and Healthcare-Associated Infections Programme, Office of the Chief Scientist, European Centre for Disease Prevention and Control (ECDC)
	Dr Dominique MONNET stated that he would focus his presentation on multi-drug resistant infections as a threat to patient safety. This represents a major area of concern for the ECDC. He went on to explain that these infections have limited options for treatment and can cause increased length of hospital stays as well as increased patient morbidity and mortality. In 2009, it was estimated that, in the EU/EEA, five multi-drug resistant (MDR) bacteria resulted in approximately 2.5 million extra hospital days and 25,000 deaths that would be attributable to these infections. 
	Dr Monnet then mentioned some data from the ECDC-coordinated network (EARS-Net) on Meticillin-resistant Staphylococcus Aureus (MRSA), which is a well-known bacterium contributing to HCAI. He explained that the spread of MRSA is decreasing in several EU Member States, including the UK, Belgium, Germany and France. This is due to raised awareness and improved action from governments and hospitals to prevent the infections. 
	Dr Monnet went on to explain that a new threat is coming from Carbapenemase-producing bacteria (CPE). There are several types of carbapenemase enzymes. All have in common the property to confer resistance to a last-line antibiotic class, the carbapenems. These bacteria are now spreading in Europe and worldwide and are almost totally resistant to antibiotics. To illustrate this, he showed an example from Sweden, where most of the antibiotics that have been tested would not work for treating the patient, except old antibiotics.
	The extent of the spread of these bacteria across Europe was then further illustrated by Dr Monnet. Between 2008 and 2011, the percentage of invasive infections resistant to carbapenems has remained overall low in most countries. However, Dr Monnet warned that this corresponds to the tip of the iceberg. The ECDC is about to release another study based on country self-assessment of stages for spread of CPE, which shows that the situation is actually endemic in several countries. In some Member States, the extent of the spread is still unknown as there are no reference laboratories and there is a need to improve the diagnosis of these infections. 
	The reason for being concerned is that modern medicine is not possible without effective antibiotics. Most interventions, including hip/knee replacement, organ transplant, cancer chemotherapy, intensive care and care of preterm babies rely on effective antibiotics and antimicrobials. 
	Dr Monnet then presented two examples collected a few years ago to demonstrate what antimicrobial resistance means for patients. The first example relates to the case of a patient affected by leukaemia. He was treated in the UK and developed an infection during chemotherapy. The patient did not respond to antimicrobial therapy because he had caught CPE while in Egypt. As a consequence, he had to be treated with old antibiotics. The second example concerns a woman who got infected after a car accident during her holiday in India. After she was repatriated to Norway, it was found that she was colonised with CPE and had to stay in isolation for a long time to protect other patients. 
	In 2010, the ECDC started working on a risk assessment on the spread of CPE. Dr Monnet explained that the main risk factors are the prior use of antimicrobials, cross-border transfer of patients and transfer of patients within units of the same hospital. In particular, Dr Monnet highlighted that cross-border transfer of patients is associated with risk for transmission when patients receive medical care abroad in areas with high rates of CPE.  
	The main actions to prevent and control antimicrobial resistance include the development of new antimicrobial agents with a novel mechanism of action. In the absence of new antibiotics, we must rely on the prudent use of antimicrobial agents with the correct dose and for the correct duration as well as on infection prevention and control. Dr Monnet stressed that it is important to undertake both of these actions at the same time.
	Further on, Dr Monnet showed the progress made in EU Member States, Iceland and Norway on the implementation of national guidance on surveillance, referral to national reference laboratories, notification to health authorities and infection control measures on CPE, from 2011 to 2013. The graph indicates an improvement over the past two years, although two third of the countries still have no guidance on infection control measures. 
	In conclusion to his presentation, Dr Monnet re-emphasised that CPE are spreading worldwide and represent a new threat for the safety of European patients. In particular, cross-border transfer of patients is a risk factor. According to the ECDC risk assessment, the measures to prevent the spread include the use of standard precaution and basic hand hygiene, active screening cultures, routine use of clinical laboratory tests, the pre-emptive isolation of all high-risk patients and the prudent use of antimicrobial agents. The system for monitoring compliance with these measures is also crucial. 
	2.4.3 Third round of questions & answers

	Mr ROSSI gave the floor to Dr Zanetta, manager of one of the main hospitals in Italy, and to Dr Zanon, member of the Italian higher medical institute.
	In his speech, Dr ZANETTA highlighted that patient safety is an area where the EU has an important role to play to assist Member States. In particular, he mentioned that Italy is facing several challenges in hospital facilities and healthcare systems as a result of the economic and financial situation. In this context, assistance from the EU would be useful in terms of funding, but also in terms of facilitating cooperation and exchange of best practices between Member States. 
	Dr ZANON added that a powerful European campaign on hand hygiene would cut about 60% of the infections in the hospitals. A second point was raised on the need to taking further precautions to reduce infections, such as reducing the number of people in waiting rooms, only allowing nurses or specialised staff in certain rooms, etc. As regards NI, these should be looked at in terms of number of hospital beds per inhabitant. In Italy, there are only 3.5 beds per 1000 inhabitants. There are twice as many in Germany. Dr Zanon also noted that a large number of patients could be treated (or partially treated) outside hospitals and that getting patients back home as soon as possible could reduce the risk of infections. Finally, Dr Zanon highlighted that it would be important to have uniform procedures on medical errors. For example, in Italy, medical errors are a criminal offence, not an administrative one as in most other countries.
	2.5 The Future of Patient Safety in Europe: Actions and Solutions Proposed Leading to Best Practices and Common Indications - Chair: Ms Taylor
	2.5.1 Introduction by MEP ENVI Shadow – Ms Renate Sommer 


	In her introduction to the last part of the workshop, Ms SOMMER highlighted that 1.4 million patients suffer from therapy-associated infections each year. She also stressed that large differences still exist between Member States on how these cases are handled. Exchange of information to learn from the best practices is therefore crucial in this context.
	2.5.2 Patient safety Prevention of healthcare associated infections 

	Prof. Zena MOORE, Immediate Past President, European Wound Management Association (EWMA)
	Speaking on behalf of the European Wound Management Association (EWMA) and the Royal College of Nurses in Ireland (RCN), Prof. Zena MOORE mentioned that, in her presentation, she would touch upon the role of EWMA, the epidemiology and impact of HCAI in wounds as well as the main preventative strategies.
	The EWMA is an umbrella organisation that links 48 member organisations in 36 different countries. It represents 25,000 individuals and also works internationally with nine health care organisations outside Europe. The main role of EMWA is to provide a network for wound management organisations across Europe and the rest of the world. In doing so, the EMWA aims to provide expert knowledge on prevention, influence policy-making and create evidence-based clinical research.
	Prof. Moore then explained that any discussion on nosocomial infections should take into account wounds, as between 25% and 50% of acute hospital beds are occupied by patients with a wound. The population prevalence of wounds is 3-4/1000 people, equivalent to between 1.5-2.0 million, with an annual incidence of 4 million individuals in Europe. 
	She then focused on pressure ulcers and surgical site infections (SSI), which are the most commonly acquired infections within a hospital environment. In particular, SSI account for 17% of all NI, and the mean length of extended hospital stay attributable to SSI is 9.8 days, at an average cost per day of 325 EUR. Pressure ulcer prevalence rates are 8.8% to 53.2% and incidence rates range from 7% to 71.6%. The reason for this variance depends on different methods with which data are collected and reported. More than half of the patients develop a wound in health care facilities, which could be prevented. Pressure ulcer management absorbs between 4% and 5% of the annual health care budget. This represents a challenge, especially in times of economic crisis.
	Further on, Prof. Moore provided an overview of the impact of wounding, which has a profound effect on the individual as it affects all the domains of daily living. In addition, what is most worrying is that pain is common, debilitating and largely unrecognised by health care staff. 
	In terms of prevention, Prof. Moore stressed that on-going assessment of a patient is necessary to do an accurate diagnosis and to prepare a plan of care, which should be implemented and evaluated. Moreover, education and training as well as a multidisciplinary teamwork are key factors for prevention. In particular, Prof. Moore stressed that multidisciplinary care is crucial since no one professional has all the skills required to match the patients’ needs. Health care providers therefore have to work together. 
	The WHO suggests that the challenges to achieving safe patient care do not necessarily relate to individual practitioners, but are often associated with failing processes and weak systems. This means that patients should be placed in the centre of focus in order to establish the right priorities. Furthermore, good standards of education and training are central in achieving a robust patient safety culture within health care services. For example, Denmark was able to reduce the incidence of amputation by 50% purely from improved communication and teamwork. 
	From the perspective of EMWA, the focus should remain on patients and their wider health care needs. A multidisciplinary team is crucial to achieve this, and patient safety is a core issue in wound management. Prof. Moore concluded her presentation by saying that a holistic approach to patient safety is needed. Education and training are also central to success. 
	Introducing the next speaker, Ms Sommer mentioned that a Eurobarometer survey on patient safety and quality of health care (April 2010) showed that patients often feel left alone. Nearly one third of the respondents did not know which authority was responsible for patient safety in their country. 17% declared that they had never signed a consent form before clinical surgery. Therefore, she concluded that much has yet to be done to inform and engage patients in their own safety.
	2.5.3 Rights of patients 

	Ms Cristina PADEANU, Project Officer, European Patients’ Forum (EPF)
	Ms Cristina PADEANU started her presentation by saying that she would focus on patient involvement as a must in the patient safety paradigm. She explained that the European Patients’ Forum (EPF) is an NGO set up in 2003 by patients to have their voice and needs represented at the European level. As such, it aims to promote high quality, patient-centred and equitable health care for all patients in the EU. It counts 60 member organisations representing diverse chronic conditions across the EU. 
	Ms Padeanu emphasised that EPF also brings the patients’ views into the EU legislative debate. For example, EPF was involved in the European Commission Patient Safety and Quality Working Group, which followed the Council Recommendation in 2009. In addition, EPF is involved in EU projects on patient safety and builds joint partnerships and collaboration with WHO, health professionals and other stakeholders. 
	Ms Padeanu then stressed that patients are progressively changing their role, from passive recipients of healthcare to active, involved and politicised actors. Patient-centredness should therefore be a key operating principle of EU health systems. 
	Patients’ involvement needs to be ensured both at individual level and at collective level. By individual level, Ms Padeanu meant that, thanks to their daily individual experience of having a chronic disease, patients could be a rich source of information about gaps and failures in the system regarding their disease. Patients could also contribute to the treatment of their own disease by becoming more "health literate". For this to happen though, appropriate support and an enabling environment are crucial. At the collective level, patients’ organisations have a key role to play as advocates of patients’ rights. 
	Talking about the EU legislative framework on patient safety, Ms Padeanu mentioned that the EU has limited competence in this area and that the only specific initiative directly related to patient safety has so far been the Council Recommendation (2009/C 151/01). The Recommendation emphasised the need to empower and inform citizens and patients by involving patient organisations, disseminating information to patients and considering the possibility of developing core competencies in patient safety. In particular, the EPF is currently pressing for a Green Paper on Patient Safety. 
	Ms Padeanu then summarised the main objectives of the EC funded Joint Action on Patient Safety and Quality of Care (PaSQ), a project running from 2012 to 2015 to foster the implementation of the Council Recommendation and to develop a platform for the exchange of good practices on patient safety. As part of the project, 400 practices were gathered on patient safety from different Member States. In particular, the project is looking at good organisational practices and good clinical practices involving patients.
	Another piece of legislation that relates to patient safety is the Directive on Cross-Border Healthcare 2011/24/EU. In this case, patients have raised their voice to receive the same health care services in all Member States. EPF does not consider patient safety as separate from health care services, and is confident that cross-border health care is the basis for future co-operation across the EU on patients’ involvement. Ms Padeanu emphasised that new pieces of EU legislation are both a need and an opportunity to increase patients’ engagement and involvement at policy level. It is a need to ensure that laws are implemented in a way that is patient-centred and meets the patients’ needs. It is an opportunity to foster patient involvement and patient-health professional collaboration, thus ensuring a cultural shift towards more patient-centred health systems. 
	Ms Padeanu then mentioned another project involving EPF, the Value + project, which aims at enhancing patient involvement. From the experience of patients, tools have been developed for patients and policy-makers.
	Following the survey undertaken by the EC with Member States in preparation for the report, the EPF also carried out a survey among member organisations to explore the patients’ perceptions on the implementation of the Council Recommendation. Although the survey is still on-going, some preliminary results show that 42% of respondents are unaware of the Council Recommendation, which is an aspect that needs to be improved. 
	However, several respondents had some role in developing patient safety information or participating in consultation. In addition, 65% of the respondents recommend involving patients and citizens more in promoting patient safety in their country. 
	At the end of her presentation, Ms Padeanu put forward the following key messages. EPF considers that empowered patients can drive change, but this requires much better information and empowerment of patients. In addition, “health literacy” for patients also needs “patient literacy” of health professionals. Finally, collective patient involvement is crucial in re-designing health care organisation and delivery in a way that it is more patient-centred.
	2.5.4 Open discussion

	With the participation of Mr Nöel WATHION, Head of Unit, Patient Health Protection, European Medicines Agency (EMA)
	In his speech, Mr Nöel WATHION highlighted that ensuring patient safety should be a key element of any health care system. In this context, the EMA has an important role to play, through authorisation, maintenance and supervision of medicinal products in the EU. 
	In particular, Mr Wathion stressed that patient safety should be considered at each step in a medicines life cycle. He then mentioned that, following the withdrawal of some high profile medicines in the early 2000s, the focus shifted from a reactive to a proactive approach to patient safety. This has led to a number of initiatives, both legal and non-legal. Non-legal initiatives include the development of a European risk management strategy, whereas new legislation on Pharmacovigilance entered into force in 2012. Finally, Mr Wathion highlighted that medicines come with risk and it is always important to consider the reactions associated with the use of medicines.
	In the context of patient safety, medication errors play a significant role. Mr Wathion mentioned that 18.7% to 26% to of all adverse events among hospital patients results from medication errors, which are the most common single preventable cause of adverse events. 100,000 medication errors are reported per month. This is also a major public health burden, costing between 4.5-20.1 billion EUR a year. 
	The new legislation on Pharmacovigilance helps address the problem of medication errors as it has introduced new provisions on the reporting of suspected adverse reactions associated with medication errors, which are collected in an EMA database. The Regulation also requires Member States to liaise with national patient safety organisations.
	Mr Wathion then summarised the results of a recent workshop that the EMA organised at the end of February to facilitate the implementation of the Pharmacovigilance Regulation. 
	In particular, two considerations emerged from the workshop: the need to improve reporting of medication errors by patients and health care professionals and the need for closer cooperation between national patient safety authorities, national regulators, the EMA and the EC. 
	In addition, six recommendations were put forward during the workshop: on the harmonisation and further development of terminology at the EU and international levels; on the establishment of a collaborative relationship between national authorities, the EMA and the Commission; on methods to identify medication errors through data pooling; on the systematic assessment of medications during a product life cycle; on active engagement and capacity building of patients’ and consumers’ groups as well as health care professionals to improve safe medication practices; and on the need to support research into safe medication practices. These recommendations will be part of an action plan, which will be published in the second half of 2013 and which will be developed in collaboration with national competent authorities and the EC. 
	Ms SOMMER then opened the floor for questions and asked Mr Wathion to explain how the EMA deals with the fact that there seems to be a tendency in Member States for doctors to prescribe cheaper or off-label drugs. 
	Mr WATHION replied that unlicensed use of pharmaceuticals is indeed a problem. The legislation provides for a medicine to be authorised on the basis of its safety, for a specific indication and for a specific population or age group. However, areas of unmet medical needs exist, for example for the treatment of rare diseases or children. Although the legislator has stimulated the authorisation of specific medicines in this respect, there will always be areas of unmet medical needs where off-label use will be permitted. The legislation also allows Member States to authorise off-label use for single patients or groups of patients. In France, for example, a temporary authorisation for use has recently been introduced. Mr Wathion finally noted that since the entry into force of the Pharmacovigilance Regulation in July 2012, it is now possible to take regulatory action in case of adverse reaction caused from off-label use. 
	Dr MONNET then asked Mr Wathion whether the temporary authorisation for use in France has been or could be applied in relation to phage therapy. Mr Wathion explained that the temporary recommendation for use in France relates to unauthorised medicines or medicines not authorised for a specific indication for up to three years, while the pharmaceutical industry obtains the necessary approval. However, Mr Wathion was not in a position to respond as to whether bacteriophages can be considered as medicines. 
	Dr PATEY took the floor to highlight that, according to the information obtained from the EMA, bacteriophages are indeed considered as medicines and should therefore obtain the necessary authorisation before being used in the EU. In France, it is possible to obtain a temporary authorisation for use.
	Ms SOMMER asked Dr Patey whether it is possible to have a mass production of bacteriophages - not just for humans, but also to reduce antibiotic consumption in animals. Dr Patey replied that bacteriophages can be produced in very large quantities. For example, before the fall of the Berlin wall, there was a big production centre in Georgia. Now the production is less widespread, but some centres remain in Russia and in Georgia. It would be possible to use bacteriophages in the agri food industry. However, there is a potential risk in environmental terms, which would need eco-monitoring. The reference centres that are being established across Europe would look at the potential of bacteriophages in all domains.
	Ms Nicole HEIMER from DG SANCO finally asked Mr Wathion about his views on the reporting of medication errors related to over-prescription of antibiotics. Mr Wathion mentioned that the figure of 100,000 medication errors reported per month relates to all medicines authorised in the EU, not just to antibiotics. Specific figures on antibiotics are not readily available but could be provided after the meeting. 
	2.5.5 Conclusions

	In his concluding remarks, Mr Rossi thanked the experts and the co-chairs for their valuable contribution to the preparation of amendments on the Parliament’s INI report.
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