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Abstract 
This report summarises the presentations and discussions at the Workshop on 
‘Safer healthcare in Europe: Improving patient safety and fighting antimicrobial 
resistance’, held at the European Parliament in Brussels, on Tuesday 24 February 
2015. The aim of the workshop was to discuss the main challenges and future 
perspectives related to the topic of patient safety and the threat of antimicrobial 
resistance in Europe. The workshop was hosted by MEP Piernicola PEDICINI, ENVI 
Committee Rapporteur for the Parliament’s own initiative report on this topic. 
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EXECUTIVE SUMMARY  

On 24 February 2015, the Committee on Environment, Public Health and Food Safety 
(ENVI) of the European Parliament held a workshop on ’Safer healthcare in Europe: 
improving patient safety and fighting antimicrobial resistance’. The workshop was hosted 
by Mr Piernicola PEDICINI (MEP) - the ENVI Committee Rapporteur for the Parliament’s 
report on this topic. The workshop was co-chaired by the report’s Shadow Rapporteurs: 
Mr Cristian-Silviu BUSOI, Ms Christel SCHALDEMOSE and Ms Margrete AUKEN.  

Before giving the floor to the co-chairs of the workshop, Mr PEDICINI - a medical 
physicist, with experience in oncology and radiation - introduced himself and the work he 
is carrying out as member of the ENVI Committee. He explained that the results of the 
workshop will be crucial to improving the ongoing discussion about patient safety and 
antimicrobial resistance (AMR), and will be taken into account in the next drafts of the 
Parliament’s own initiative report.   

In his introduction to the first part of the workshop, Mr BUSOI highlighted that patient 
safety is an endemic concern across Europe due to various adverse events that may 
occur in hospitals, including medical errors and healthcare-associated infections (HCAI). 
He also stressed that AMR, which refers to the reduced or destroyed efficacy of 
antimicrobials in curing or preventing infections caused by microorganisms, is a threat 
that requires action at all levels of government. Ms AUKEN continued the introduction by 
stating that, despite the resolutions adopted by the European Parliament to tackle these 
problems, actions implemented on the ground by Member States are not always 
effective.  

Ms Maria IGLESIA (DG SANTE) provided an overview of the European Commission’s 
report on the implementation of the Council Recommendation 2009/C151/01. She 
explained that progress has been made, e.g. many Member States have embedded 
patient safety as a priority in their public health policies and legislation and have 
encouraged awareness-raising activities on patient safety and on the possibilities of 
reporting adverse events. However, the recommendations seemed to have less of an 
impact at the healthcare-setting level and a real change in the culture of healthcare 
quality management is needed to effectively enhance patient safety.  

When presenting the draft Parliament’s report, Mr PEDICINI first provided an overview of 
all the European Parliament’s resolutions adopted on the topic to date. He then 
encouraged EU Institutions and Member States to benefit from what has already been 
done to improve the legislative framework. After revealing some worrying statistics 
showing the seriousness of the problem, e.g. 700,000 deaths each year due to drug-
resistant infections – which might increase to 10 million people by 2050 - the rapporteur 
summarised the key recommendations laid out in the report. Among the 
recommendations, Mr PEDICINI proposed a set of working practices that would help to 
enhance patient safety and responsible use of antibiotics in human and veterinary 
medicines. He also highlighted the necessity of nominating healthcare managers based 
on their merit and not on their political affiliations.     

Dr Dominique MONNET presented the ECDC’s Antimicrobial Resistance and Healthcare-
associated Infections Programme (ARHAI), which focuses on four areas of public health: 
a) surveillance; response and scientific advice; training and communication to address 
the threat of antimicrobial resistance; and healthcare-associated infections. By showing 
data from the European Antimicrobial Resistance Surveillance Network (EARS-Net), he 
explained that, despite the ongoing decrease in susceptibility to a number of key 
antimicrobial groups in invasive bacterial isolates, there are encouraging examples   
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suggesting that resistance trends can be reversed. Dr MONNET concluded by affirming 
that prudent antimicrobial use and comprehensive infection control strategies – targeting 
all healthcare sectors, are the cornerstones of preventing the selection and transmission 
of antibiotic-resistant bacteria. Ms Cristina PADEANU (EPF representative) presented the 
work carried out by the EPF to promote patients’ rights to healthcare and information. 
She pointed out that, in time of crisis, pressure to cut budgets in healthcare has negative 
consequences on the right of patients to access necessary healthcare. In this regard, she 
praised the role of the ‘Cross-border healthcare Directive’ in granting patients the right to 
access healthcare in a Member State other than their country of origin and being 
reimbursed for it.  

The second part of the workshop, chaired by Ms SCHALDEMOSE, specifically dealt with 
the challenges posed by antimicrobial resistance and explored possible ways to tackle the 
issue. Prof Andrea SORICELLI (University Parthenope of Naples) explained that the safety 
of the instrumentation, including the availability of up-to-date software and secure 
medical equipment, as well as the training of professional staff, are key to ensuring 
patient safety in diagnostic procedures. Speaking about antimicrobial resistance in the 
food chain, Dr Marta HUGAS (EFSA representative) highlighted that, regardless of the 
difficulties faced in quantifying the exposure of humans to AMR bacteria via the food 
chain, any spread of resistance among bacteria in foods is likely to have an influence on 
human exposure and should be avoided. Following observed emerging trends in human 
infections, EFSA has set up a system of AMR monitoring to: detect and understand the 
emergence and dissemination patterns of AMR, provide data relevant for risk 
assessments, and plan science-based interventions – measuring their effects.  

Prof Antoine ANDREMONT (Hôpital Bichat Claude-Bernard, AP-HP, Paris) provided an 
historical overview of the emergence of antibiotic resistance, explained how it occurs and 
what can be done to fight against it. While antibiotics have saved millions of lives 
worldwide, they are losing their effectiveness because of their excessive or unnecessary 
use – even among non-infected subjects. AMR also arises from antimicrobial overuse in 
food-producing animals. He concluded that AMR can be controlled by reducing the use of 
antibiotics and by putting new types of antibiotics on the market. The implementation of 
these solutions requires strongly-coordinated action between doctors, vets, regulators 
and pharmaceutical companies. 

The final speaker, Ms Janice SCOTT (Royal Free London NHS Foundation Trust), 
presented the opportunities offered by screening for carbapenemase-producing 
organisms (CPOs), to aid early containment and plan preventative measures against the 
emergence of Carbapenem resistance. A point prevalence survey (PPS) was undertaken 
across all NHS Foundation Trust divisions in order to quantify the number of patients at 
risk of carrying or transmitting Carbapenemase-producing enterobacteriaceae (CPE). The 
survey also allowed the team to determine the prevalence of the infection, to assess the 
cost implications of testing patients at-risk and testing whether or not it is necessary to 
isolate patients identified with CPE. The results of the survey are now being used to 
inform Public Health England (PHE)’s guidelines on controlling the infection.  

In his closing remarks, Mr PEDICINI emphasised the importance of the report in 
providing Member States with guidelines on how to improve healthcare systems and on 
reducing differences between countries in terms of ensuring patient safety. He also 
reminded the audience that the draft report will be further developed by the ENVI 
Committee in March 2015, when a meeting on potential amendments will take place on 4 
March and a vote is scheduled for 26 March. Plenary voting will take place in May 2015.   
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1.  LEGAL AND POLICY BACKGROUND   

Protecting patients against unnecessary or potential harm associated with healthcare, is 
crucial to ensure patient safety and to prevent permanent injury, increased length of stay 
in hospitals and even death. 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 healthcare providers, delays in receiving treatment, 
and by healthcare-associated infections (HCAI).  

The World Health Organisation (WHO) defines an HCAI as “an infection occurring in a 
patient during the process of care in a hospital, or other healthcare 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 
hospital. These infections are due to a number of factors, including: invasive devices 
(such as urinary catheters and ventilators); high-risk and sophisticated procedures; 
immuno-suppression and other severe underlying patient conditions; insufficient 
application of standard and isolation precautions2. A key risk factor for HCAI is 
antimicrobial resistance (AMR) – defined as the reduced or destroyed efficacy of 
antimicrobials, such as antibiotics, in curing or preventing infections caused by micro-
organisms3. Resistant microorganisms, e.g. bacteria, fungi and viruses, are able to 
withstand attack by antimicrobial drugs rendering treatments ineffective and, thus, 
infections persist and increase the risk of spread to others. 

The issue of patient safety is a serious concern in the European Union, where it is 
estimated that 8-12% of patients admitted to hospitals suffer from adverse events whilst 
receiving healthcare, with HCAI affecting around 4.1 million people every year4. Such 
infections annually account for 37,000 deaths in Europe. HCAI are very much connected 
to the issue of AMR, which increases as a consequence of excessive or misused antibiotic 
consumption. In particular, the European Centre for Disease Prevention and Control 
(ECDC) estimates that a large proportion of HCAI-related deaths, i.e. around 25,000 per 
annum, are due to antibiotic-resistant bacteria, such as Staphylococcus aureus, 
Enterobacteriaceae and Pseudomonas aeruginosa. Annual financial losses due to HCAI 
are also substantial – they are estimated at approximately 7 billion EUR in Europe in 
direct costs, and reflecting 16 million extra days of hospital stay5.  

The issue of patient safety is high on the EU’s political agenda. In particular, in June 
2009, the Council Recommendation on patient safety (2009/C 151/01)6 called on 
Member States to enact a series of measures to minimise harm to patients receiving 
healthcare, e.g. by developing national policies on patient safety, empowering and 
informing patients, establishing reporting and learning systems on adverse events, 
promoting the education and training of healthcare workers, and developing research.  
  

                                                 
1  World Health Organization (WHO) website on the burden of healthcare-associated infection worldwide: 

http://www.who.int/gpsc/country_work/burden_hcai/en/index.html.  
2  WHO, Fact Sheet on healthcare-associated infections. Available at:  

http://www.who.int/gpsc/country_work/gpsc_ccisc_fact_sheet_en.pdf. 
3  WHO, Fact Sheet on Antimicrobial resistance. Available at:   

http://www.who.int/mediacentre/factsheets/fs194/en/  
4  European Centre for Disease Prevention and Control (ECDC) website on antimicrobial resistance and 

healthcare-associated infections:  
http://ecdc.europa.eu/en/activities/diseaseprogrammes/ARHAI/Pages/about_programme.aspx. 

5  WHO, Report on the burden of endemic healthcare-associated infection worldwide, 2011. Available at: 
http://www.who.int/iris/bitstream/10665/80135/1/9789241501507_eng.pdf. 

6  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. 

http://www.who.int/gpsc/country_work/burden_hcai/en/index.html
http://www.who.int/gpsc/country_work/gpsc_ccisc_fact_sheet_en.pdf
http://www.who.int/mediacentre/factsheets/fs194/en/
http://ecdc.europa.eu/en/activities/diseaseprogrammes/ARHAI/Pages/about_programme.aspx
http://www.who.int/iris/bitstream/10665/80135/1/9789241501507_eng.pdf
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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/EU7 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, and 
also to ensure that such care is safe and of good quality. In addition, the Commission 
Implementing Regulation (EU) No 520/20128 on the performance of pharmacovigilance 
activities also contributed to enhancing patient safety by minimising any potential risks 
associated with the use of medicines – including medication errors. In this context, a 
crucial role in ensuring the safe and effective use of medicines is played by the European 
Medicines Agency (EMA)9. Another European agency closely involved in the issue of 
patient safety is the European Centre for Disease Prevention and Control (ECDC)10, which 
coordinates European surveillance of surgical-site infections, HCAI in intensive care units, 
and antimicrobial resistance. 

Although most EU countries have taken a variety of actions envisaged by the 2009 
Council Recommendation, there is still room for improvement, as highlighted by the 
European Parliament’s own-initiative report (Rossi report) in 201311. This report urged 
Member States to continue their efforts to improve patient safety in line with the Council 
Recommendation and called on the Commission to foster the exchange of good practices 
and set-up international cooperation on patient safety.  

The European Commission monitors the implementation of the Council Recommendation 
on patient safety. Based on Member State responses to questionnaires, the European 
Commission issued reports in November 201212 and, more recently, in June 201413, 
analysing the progress made in the development of national policies and programmes on 
patient safety. According to the main findings of the 2014 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 the training of healthcare 
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 regarding patient safety. 
  

                                                 
7  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, available at:   
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:088:0045:0065:en:PDF. 

8  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, available at:   
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32012R0520&from=EN. 

9  European Medicines Agency (EMA) website: http://www.ema.europa.eu/ema/. 
10  European Centre for Disease Prevention and Control (ECDC) website:  

http://www.ecdc.europa.eu/en/Pages/home.aspx. 
11  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)), available at:  
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+REPORT+A7-2013-
0320+0+DOC+XML+V0//EN. 

12  Report 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) 658 final, available at:   
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52012DC0658&from=EN. 

13  Report on the implementation of the Council Recommendation (2009/C 151/01) on patient safety, including 
the prevention and control of healthcare associated infections, COM(2014) 371, available at:   
http://ec.europa.eu/health/patient_safety/docs/ec_2ndreport_ps_implementation_en.pdf.   

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:088:0045:0065:en:PDF
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32012R0520&from=EN
http://www.ema.europa.eu/ema/
http://www.ecdc.europa.eu/en/Pages/home.aspx
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+REPORT+A7-2013-0320+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+REPORT+A7-2013-0320+0+DOC+XML+V0//EN
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52012DC0658&from=EN
http://ec.europa.eu/health/patient_safety/docs/ec_2ndreport_ps_implementation_en.pdf
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The European Parliament is currently preparing its own-initiative report on the 
Commission’s report14. In essence, the draft Parliament report is the continuation of the 
work carried out so far. It provides Member States with guidelines to improve healthcare 
and health services across the EU and reduce differences between countries. 

  

                                                 
14  Draft report on safer healthcare in Europe: improving patient safety and fighting antimicrobial resistance 

(2014/2207(INI)), available at:   
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-
%2F%2FEP%2F%2FNONSGML%2BCOMPARL%2BPE-549.124%2B01%2BDOC%2BPDF%2BV0%2F%2FEN.  

http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-%2F%2FEP%2F%2FNONSGML%2BCOMPARL%2BPE-549.124%2B01%2BDOC%2BPDF%2BV0%2F%2FEN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-%2F%2FEP%2F%2FNONSGML%2BCOMPARL%2BPE-549.124%2B01%2BDOC%2BPDF%2BV0%2F%2FEN
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2. PROCEEDINGS OF THE WORKSHOP   

2.1. Introduction 

2.1.1. Welcome and opening – MEP Piernicola PEDICINI, ENVI Committee 
Rapporteur (MEP) 

Mr Piernicola PEDICINI (MEP) welcomed the participants – including Members of the 
European Parliament, European Commission representatives, technical experts and other 
stakeholders. He highlighted that the workshop will contribute to the on-going discussion 
on the Parliament’s own-initiative report on ‘Safer healthcare in Europe’. He 
acknowledged that patient safety is still an endemic concern across Europe and that 
antimicrobial resistance has substantially increased in recent years. He then explained 
that each part of the workshop would be chaired and introduced by the Shadow 
Rapporteurs of the report. 

2.2. Part I: State Of Play Of Patient Safety In The EU 

2.2.1. Introduction by MEP ENVI Shadows – Mr Cristian-Silviu BUSOI & Ms 
Margrete AUKEN 

In his introduction to the first part of the workshop, Mr Cristian-Silviu BUSOI (MEP) 
highlighted that patient safety is an endemic concern across Europe due to various 
adverse events that may occur in hospitals, including unsafe medical practices and 
healthcare-associated infections (HCAI) that can cause injury and even death. Hundreds 
of millions of patients are affected worldwide each year. He also stressed that the risks 
associated with these adverse events are largely avoidable. Mitigation measures cost 
countries billions of euros annually – these costs are heavy burdens for low-income 
Member States with limited healthcare service budgets. Therefore, preventative 
measures should be promoted.  

Ms Margrete AUKEN continued by underlining that, although the European Parliament has 
already voted three resolutions and issued one initiative report, not much has happened 
on the ground at national level. She urged Member States to play their part in the 
process and work together with the European Parliament and the European Commission 
to tackle the issue. Mr Busoi then gave the floor to the European Commission 
representative for the first presentation.  

2.2.2. Second Report from the Commission to the Council (Patient Safety and 
Healthcare-Associated Infections) based on Member State reports on 
the implementation of the Council Recommendation (2009/C 151/01) 
on patient safety, including the prevention and control of healthcare 
associated infections   

Ms Maria IGLESIA, Head of Unit Healthcare Systems, DG Health and Food Safety (DG 
SANTE), European Commission  

In her presentation, Ms Maria IGLESIA provided an overview of the Commission’s second 
report on the implementation of the Council Recommendations (2009/C 151/01) on 
patient safety. First, she thanked the European Parliament for its own-initiative report, 
which further emphasised the need to focus on this topic. This is particularly important in  
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times of economic crisis when Member States tend to focus more on financial 
sustainability than on patient safety. 

Before presenting the state-of-play of the achievements in the implementation of the 
Council Recommendation, she recalled the actions set by it. Member States were asked 
to: develop national programmes on patient safety; inform and empower patients; 
establish reporting and learning systems on adverse events; promote education and 
training for health professionals; adopt and implement strategies to prevent and control 
adverse events and healthcare-associated infections. Echoing these points, the European 
Commission focused activity on the three following actions: classifying and measuring 
patient safety; sharing knowledge and experience on existing good practices; developing 
and promoting research. The Recommendation also invited the European Commission to 
produce a report to the Council on the implementation of these actions. The purposes of 
the report were to: assess the impact of the Council recommendation, evaluate the 
extent to which the proposed measures work effectively, and to consider further action.   

Ms Iglesias then presented the results of the 2014 implementation report. The report is 
based on replies from Member States to a standardised questionnaire, the replies to 
public consultation (over 180 replies), and the Eurobarometer survey on patient safety 
and quality of care carried out in 28 Member States.  

With regard to the actions implemented at Member State level, the report shows that, 
overall, despite some progress observed in the improvement of reporting and learning 
systems on adverse events and the development of national policies and programmes, 
Member States still lag behind in better educating health professionals and promoting 
patient empowerment. The same report confirms that although some Member States 
have made efforts to implement the Recommendation, the situation remains diverse 
across Europe.   

Some progress is observed concerning actions implemented at EU level, i.e. in the area 
of classifying and measuring patient safety – where the European Commission has co-
financed the ‘Health Care Quality Indicators’ project15 led by OECD and is finalising an 
agreement with the World Health Organisation (WHO) for the classification of adverse 
events. Member States will be able to use this in their reporting systems, allowing 
comparison of adverse events across different countries.  

The European Commission also created two specific bodies to improve the sharing of 
knowledge and experience: an expert group on patient safety and quality of care16 which 
is composed of representatives of Member States and stakeholders; the EU network on 
patient safety and quality of care17 which unites representatives of the European medical 
community and institutional partners involved in Patient Safety and Quality of Care in 
Member States. In addition, budgets were allocated to some research projects within the 
FP7 programme and the Health Programme.  

The results of the Eurobarometer survey confirmed that citizens’ perceptions reflected 
the trend observed by Member States. No major changes have occurred since 2009, and 
it is especially worrying that 53% of EU citizens still think that patients could be harmed 
by hospital care. More concretely, the survey registered that 27% of patients 
experienced adverse events when in the hospital – of which only 46% reported it. The 
need for better education and training of healthcare professionals is supported by the 
fact that, after the reporting of adverse events, in 37% of these cases, nothing  
                                                 
15  More information ‘HealthCare Quality Indicators’ project available at: http://www.oecd.org/els/health-

systems/health-care-quality-indicators.htm.  
16  More information on the expert group on patient safety and quality of care available at:  

http://ec.europa.eu/health/patient_safety/events/index_en.htm.  
17  EU network on patient safety and quality of care website: http://www.pasq.eu/.   

http://www.oecd.org/els/health-systems/health-care-quality-indicators.htm
http://www.oecd.org/els/health-systems/health-care-quality-indicators.htm
http://ec.europa.eu/health/patient_safety/events/index_en.htm
http://www.pasq.eu/
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happened. For only 12 % of these cases, some measures were taken to prevent similar 
errors in the future by the healthcare facility.  

Although the level of awareness seems to have increased, partly due to recent events 
such as the Ebola outbreak, several barriers identified in the public consultation are still 
to be overcome. These include, for example, the dominating ‘blame culture’, the lack of 
political will, and the economic crisis. EU citizens also suggested exploring other tools for 
more effective implementation of the Recommendation, e.g. more involvement of health 
professionals and patient organisations and the adoption of national binding legislation.   

The Commission is undertaking a number of initiatives to follow-up the work carried out 
so far, as a tool to spread patient safety culture, for example in the area of HCAI: the 
preparation of a toolkit for healthcare establishments to provide information to patients; 
initiatives to encourage systematic reporting; follow up of adverse events. In her 
conclusion, Ms Iglesias stressed the need for real change in the culture of healthcare 
quality management to enhance patient safety.  

2.2.3. Presentation of the draft EP new report ‘Safer healthcare in Europe: 
improving patient safety and fighting antimicrobial resistance’  

MEP Piernicola PEDICINI, ENVI Rapporteur 

As the Rapporteur for the EP’s own-initiative report, Mr Piernicola PEDICINI expressed his 
hope that the report would provide Member States with guidelines to improve health care 
and health services across the EU and the reduce the differences between countries.  

When introducing the draft report, he acknowledged the importance of the work already 
carried out by the European Parliament – including the three European Parliament 
resolutions on patient safety18,19,20, and the European Council, and stressed that this 
report on ‘Safer healthcare in Europe’ should be seen as the continuation of efforts to 
date. He also pointed out that the text is now in its draft version and there is still room 
for improvement.  

Illustrating the content of the draft report, he presented statistics that show the 
seriousness of the problem, i.e. 8-12% of patients admitted to hospitals suffer from 
adverse events while receiving healthcare, and HCAI affect around 4.1 million people 
every year – of which 20-30% are considered preventable. Currently, 700,000 deaths are 
witnessed each year due to drug-resistant infections, especially E. coli, malaria and 
tuberculosis. Moreover, a recent study has demonstrated that drug-resistant infections 
will kill an extra 10 million people a year by 2050. It is also estimated that between now 
and 2050 the costs of healthcare systems would rise to 100,000 million Euros. He 
stressed that these numbers are unacceptable as they indicate both unnecessary 
financial costs for society and human life losses.  
  

                                                 
18  European Parliament legislative resolution of 23 April 2009 on the proposal for a Council recommendation on 

patient safety, including the prevention and control of healthcare associated infections (COM(2008)0837 – 
C6-0032/2009 – 2009/0003(CNS)), available at:   
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52009AP0287&from=EN.  

19  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)), available at:   
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+REPORT+A7-2013-
0320+0+DOC+XML+V0//EN. 

20  European Parliament Resolution of 11 December 2012 on the Microbial Challenge – Rising threats from 
Antimicrobial Resistance (2012/2041(INI)), available at:   
http://www.europarl.europa.eu/sides/getDoc.do?type=TA&language=EN&reference=P7-TA-2012-483. 

http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52009AP0287&from=EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+REPORT+A7-2013-0320+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+REPORT+A7-2013-0320+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?type=TA&language=EN&reference=P7-TA-2012-483
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Mr Pedicini then moved on to give an overview of the recommendations put forward in 
the report, starting with those addressed to Member States. He stressed that Member 
States should ensure that appointments of managers, doctors and  non-medical 
professional staff is free from political influence, because nominations which are not 
based on merits have enormous impact on the quality of care. Another point made by the 
Rapporteur is that austerity should in no way affect the proper functioning of the 
healthcare system. For instance, an increase in health professional shift times, or 
working hours, may have enormous impact on the quality of care provided, thus 
increasing the risk of adverse events.  

Another set of recommendations refers to the improvement of early-warning systems on 
the prevalence and incidence of adverse events in order to: monitor and manage data 
pertaining to their effects and to provide adequate training for all health professionals. 
Training should also include appropriate control and reporting on their effectiveness. 
Regarding the reporting of adverse events, the report suggests the establishment of an 
independent institution that would have direct contact with all professionals and 
practitioners – an institute to which they may report anonymously. The report also 
proposed the introduction of a collective redress mechanism for claiming damages for 
patients who have suffered an HCAI or a medical error.  

With regard to the use of antibiotics, Mr Pedicini argued for more responsible and 
sensible use of antibiotics in human medicine. To this end, safeguards should be in place 
to ensure that antibiotics are used appropriately, for the shortest possible time, in correct 
doses, and for sale only in prescribed amounts. He also argued the necessity for 
awareness-raising campaigns and research on antibiotics to counteract drug-resistance.  

Responsible use of antibiotics should also be promoted in the veterinary sector, for 
example, by introducing a mandatory register for all off-label antimicrobials by 
prescribers of veterinary medicines, as well as by national competent authorities, and by 
regulating conflicts of interests of veterinarian doctors who both sell and prescribe 
antibiotics.  

2.2.4. New European Strategies. Towards European guidance and indicators on 
infection prevention and control 

Dr Dominique MONNET, Head, Antimicrobial Resistance and Healthcare-Associated 
Infections Programme, European Centre for Disease Prevention and Control (ECDC) 

Dr Dominique MONNET focused his presentation on multi-drug-resistant infections that 
are a critical threat to patient safety and represent a major area of concern for the ECDC. 
He started by giving information on the activities of the ECDC’s Antimicrobial Resistance 
and Healthcare-associated Infections Programme (ARHAI), which focuses on four areas of 
public health: surveillance, response and scientific advice, training and communication to 
address the threat of antimicrobial resistance, and healthcare-associated infections. 

Dr Monnet presented data from the ECDC-coordinated European Antimicrobial Resistance 
Surveillance Network (EARS-Net21) to demonstrate that, despite the ongoing decrease in 
susceptibility to a number of key antimicrobial groups in invasive bacterial isolates, there 
are encouraging examples suggesting that resistance trends can be reversed. He 
presented data on Methicillin-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  

                                                 
21  More information on EARS-Net available at: http://ecdc.europa.eu/en/activities/surveillance/EARS-

Net/database/Pages/database.aspx. 

http://ecdc.europa.eu/en/activities/surveillance/EARS-Net/database/Pages/database.aspx
http://ecdc.europa.eu/en/activities/surveillance/EARS-Net/database/Pages/database.aspx
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France. This is due to raised awareness and improved control measures implemented by 
governments and hospitals to prevent the infection. However, there are other multi-drug-
resistant bacteria, such as Carbapenemase-producing bacteria (CPE) that presents the 
contrary trend. 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 completely resistant 
to antibiotics. He also illustrated a map of Europe showing the percentage of Carbapenem 
resistance in Klebsiella pneumonia, a common pathogen responsible for pneumonia 
infections in healthcare situations. Although the percentage of Klebsiella pneumoniae 
infections that are resistant to last-line antibiotics is still low, it is increasing in many 
Member States and is very high in some southern Europe countries.  

To increase the general public’s awareness of the threats played by AMR, the ECDC has 
collected patients’ stories, which are available for consultation at the dedicated website22. 
He briefly presented the story of Mohammed who was diagnosed with acute myeloid 
leukaemia. While he was in hospital having the second cycle of chemotherapy, he 
developed a high fever that the doctors struggled to control with regular antibiotics. 
Further investigations showed that he had an infection with a bacterium called 
Escherichia coli (E. coli). This bacterium was resistant to many antibiotics, including the 
last-line carbapenem antibiotics. After several attempts and numerous laboratory tests, 
Mohammed’s doctors were able to successfully treat him with the correct antibiotics.  

The main actions put forward by the ECDC to prevent and control antimicrobial resistance 
include the development of new antimicrobial agents with novel mechanisms of action. At 
the moment, in the absence of new antibiotics, antimicrobial agents should be used 
prudently, with the correct dose, and for the correct duration. Greater attention should 
be paid to infection prevention (profilaxis) and control. Dr Monnet stressed that it is 
important to undertake both of these actions at the same time.  

To conclude, Dr Monnet re-emphasised that AMR is spreading worldwide and represents 
a new threat for the safety of European patients. In particular, cross-border transfer of 
patients is a risk factor. According to the ECDC’s risk assessment, measures to prevent 
the spread include the use of standard precautions and basic hand hygiene, active 
screening cultures, routine use of clinical laboratory tests, pre-emptive isolation of all 
high-risk patients, and prudent use of antimicrobial agents. A system for monitoring 
compliance with these measures is also crucial.  

2.2.5. Patient empowerment: patients' rights and information 

Ms Cristina PADEANU, EPF’s coordinator of PaSQ, 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 that was set up in 2003, by patients, to have their voice 
and needs represented at European level. As such, it aims to promote high quality, 
patient-centred and equitable healthcare for all patients in the EU. Among its members it 
counts of 60 organisations representing diverse chronic conditions across the EU.  

She stressed that patients are progressively changing their role, from passive recipients 
of healthcare to active, involved and politicised actors. Patient-centred strategies should 
therefore be key operating principles of EU health systems.  

                                                 
22  ECDC patients’ stories website: https://storify.com/EAAD_EU/patient-stories.  

https://storify.com/EAAD_EU/patient-stories


Workshop on Safer Healthcare in Europe: Improving Patient Safety and Fighting Antimicrobial Resistance 
__________________________________________________________________________________________ 

PE 542.223 17 

Ms Padeanu emphasised that the EPF also brings patients’ views into the EU legislative 
debate. For example, the EPF was involved in the European Commission Patient Safety 
and Quality Working Group, which followed the Council Recommendation in 2009. 
Another important piece of legislation that relates to patient safety is the Directive on 
Cross-Border Healthcare 2011/24/EU. The Directive addresses the transparency of 
healthcare systems and the right of patients to obtain information about healthcare 
standards. The EPF is confident that cross-border healthcare is the basis for future co-
operation across the EU. The EPF organised a series of events to promote the Directive in 
several cities, to inform patients about the provisions of the Directive, and to understand 
how access to healthcare services in other countries has improved based on the 
implementation of this Directive. She remarked that people go to other countries to look 
for better-quality treatment and safer healthcare environments rather than because there 
are no opportunities in their own country. An issue identified by the EPF is that patients 
are not usually reimbursed for travel and accommodation to treatment received in other 
countries or, when they are reimbursed, this is based on the costs of healthcare 
established in their country. This creates inequality when treatments are of low-value in 
some countries compared to others. 

Regarding patients’ information rights, Ms Padeanu mentioned the EU-funded EMPATHiE 
project23. The aim of this project was to build a new healthcare model in which patients 
are given more information. The results of the project demonstrated that health-literate 
patients are more successful in communicating with health professionals and in 
intervening in the setting of healthcare organisation rules. However, it must be kept in 
mind that awareness is only one of the factors affecting health. There are many other 
interacting factors that contribute to good or bad quality of care, including poor education 
of health professionals and the lack of available resources.   

Ms Padeanu summarised the main objectives of the EU-funded Joint Action on Patient 
Safety and Quality of Care (PaSQ)24, 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 from 
different Member States were gathered on patient safety. In particular, the project is 
looking at good organisational practices and good clinical practices involving patients. 

In conclusion, she urged policy-makers to ensure that the economic crisis and, in 
particular, budgetary restrictions, do not affect the delivery of patient safety. 

2.2.6. Question and Answers 

Peter LIESE (MEP) recognised that, currently, there are three different pieces of 
legislation tackling the issue of AMR. However, they are only focused on the issue of 
veterinary medicine. The EP report should seize the opportunity to look at the problem 
from a broader perspective and link veterinary and human medicines because they are 
correlated. As an example of such correlation, he referred to cases where problems 
originating in food-producing animals, arose in humans. He then asked two questions, 
one addressed the representative of the European Commission and the other to the 
representative of the ECDC.   

First, he acknowledged that the European Parliament had proposed, years ago, to 
regulate the use of antibiotics by improving the drug-package leaflets and asked for the 
panel’s views on this. He thinks it is important to highlight to patients at the moment of 

                                                 
23  More information on the EMPATHiE project available on the EPF website at:   

http://www.eu-patient.eu/whatwedo/Projects/EMPATHiE/.  
24  PaSQ website: http://www.pasq.eu/. 

http://www.eu-patient.eu/whatwedo/Projects/EMPATHiE/
http://www.pasq.eu/
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sale that they should use antibiotics only when they are prescribed, and use them strictly 
according to the doctors’ instructions. Too often, it happens that patients use antibiotics 
only for two or three days and then they give it away to other people who do not really 
need them and, by doing so, they increase the risk of AMR.  

The second question related to the prudent use of antibiotics and how this should be 
applied in practice. Mr Liese explained that he worked in paediatrics 20 years ago and the 
general practices consisted of two steps: diagnosis to understand if the patient was 
affected by a bacterial infection, and then the prescription of antibiotics if necessary. 
Nowadays, the prescription of antibiotics seems to happen without diagnosis. He asked 
about the reasons behind this new practice, in particular, whether it is due to diagnosis 
being too expensive or because doctors are not appropriately trained.  

In her reply to the question regarding improved drug-package leaflets, Ms Iglesias stated 
that the European Commission is carrying out some work to ensure the correct 
application of the principle of adherence to treatment. However, she pointed out that 
legislation alone would not change doctor and patient behaviour.  

Regarding current practices in diagnosis, Dr Monnet stated that the issue should be 
treated differently at the community level and in the hospitals. At the community level – 
more precisely at the general practitioner’s offices, there are few tests that can easily be 
done to detect bacterial infection, e.g. for tonsillitis diagnosis. He explained that there 
are not enough of these rapid tests, and that this is often why antibiotics are prescribed 
without proper diagnosis. In hospitals, there are even fewer tests and antibiotics are 
prescribed empirically, i.e. while patient’s samples are taken for analysis, antibiotics are 
prescribed, and therapy is revised after two-three days, based on the results of the 
sample.  

Ms Karin KADENBACH (MEP) said she was also sensitive about the issue of infectious 
diseases as she had hosted a discussion in the European Parliament regarding 
Clostridium Difficile Infection (CDI) last December. She explained CDI kills about as 
many Europeans in a year as people are killed in traffic accidents and she was glad to 
hear that CDI was mentioned in the ECDC representative presentation. She also agreed 
with Mr Liese’s concerns regarding diagnosis. The problem with CDI is that, in most 
hospitals, CDI is not diagnosed simply because it is never thought as a possibility. She 
thinks that it is a matter of improving health literacy, empowerment of patients and 
raising awareness in the hospitals regarding these neglected problems. Dr Monnet replied 
that, at the ECDC, they are well aware of the importance of CDI as they have piloted CDI 
surveillance in the past years and they are now planning to implement this type of 
surveillance as part of the surveillance system they already have. However, there are 
limits to this surveillance activity, as it is impossible to start a specific surveillance 
system for each individual bacterium responsible for each type of infection. Therefore, 
they have invested more energy in the development of certain indicators. 

A representative of the European Alliance for Access to Safe Medicines (EAASM) took the 
floor to present the activities carried out by the association and to share his views on this 
topic. The EAASM is a patient safety organisation dedicated to protecting patient safety 
by ensuring safe and legitimate medicines. The association’s representative welcomed 
the European Parliament report and expressed his satisfaction in seeing that it is based 
on previous reports. On the one hand, he emphasised the importance in regulating off-
label drugs use25, whereas, on the other hand, he warned that the current promotions of 
off-label use are often driven by economic and budgetary reasons. Another issue is that 

                                                 
25  The term off-label use refers to the prescribing or administration of an authorised medicinal product outside 

any of the terms of the marketing authorisation. 
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adverse events are not always reported when drugs are prescribed off-label. The 
consequences of off-label prescribing may harm patients and, therefore, there is an 
increased risk to patient safety. The EAASM insisted that patients should be fully 
informed when they are given an off-label medicine and that reporting adverse events is 
fundamental to monitoring and the improving patient safety.   

Stephen MCMAHON, Director of the Irish Patients’ Association (IPA) briefly presented the 
‘Pact for patient safety’26 document launched by his association in October 2014 He also 
praised the Rapporteur Mr Pedicini and his team because the report and the workshop 
are the first steps to actually saving patients’ lives. He welcomed the recommendations 
on depoliticising managers’ appointments and pointed out that they should also be 
selected upon competence criteria and held accountable for their work.   

2.3. Part II: Patient Safety And Antimicrobial Resistance: A 
Major Public Health Challenge For The European Union  

2.3.1. Introduction by MEP ENVI Shadow – Ms Christel SCHALDEMOSE 

Ms Christel SCHALDEMOSE (MEP) opened the second part of the workshop by stressing 
that it is not acceptable for a patient to be harmed in a hospital. She also acknowledged 
that AMR is a cross-sectorial issue as it not only concerns human health, but also the 
agricultural production sector and she called for a holistic approach to tackle the issue. 
She hoped that the experts gathered at the workshop would give new ideas and 
information to parliamentarians who were about to exchange opinions on the draft report 
in the ENVI Committee at a meeting taking place in the afternoon.  

2.3.2. Coordinated activity in Europe for ensuring patient safety in diagnostic 
procedures   

Prof Andrea SORICELLI, University Parthenope of Naples and member of the Institute of 
Diagnostic and Nuclear Development (SDN Foundation), IT 

Prof Andrea SORICELLI spoke about the innovative approach on diagnostic imaging that 
the Institute of Diagnostic and Nuclear Development (SDN Foundation) has developed in 
recent years. This innovative approach puts the patient at the centre of healthcare and 
tries to adapt all procedures to personalised medicinal care.  

Prof Soricelli further explained that the accurate interpretation of nuclear medical 
imaging data depends on understanding image patterns and quantitative results. 
However, as instrumentation deteriorates over time, it produces poor quality images that 
could lead the doctor to do the wrong diagnosis. This is why the institute has 
implemented a properly-designed quality-assurance programme that includes thorough 
acceptance tests and routine verification of the performance and functionality of all 
components of the diagnostic imaging instrumentation. To illustrate the importance of 
quality control tests on the instrumentation, Prof Soricelli showed the example of a 
diagnostic image produced by an optimised scintillation camera system for nuclear 
medical procedures27. Compared to the image produced by the non-optimised machine, 
the quality of the image taken by an optimised machine is improved by 5 % in its 
linearity and uniformity.  On the safety of the instrumentation, Prof Soricelli explained 
that, depending on the type of the equipment and the number of procedures carried out 

                                                 
26  More information on the ‘Pact for patient safety’ available at: http://pactforsafety.com/. 
27  Image retrieved from the IAEA, Quality Control Atlas for Scintillation Camera Systems, Vienna, 2003, 

available at: http://www-pub.iaea.org/MTCD/publications/PDF/Pub1141_web.pdf.  

http://pactforsafety.com/
http://www-pub.iaea.org/MTCD/publications/PDF/Pub1141_web.pdf
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by it, every radiological machine has a definite life-span. The European Society of 
Radiology (ESR) has defined the life-span of radiology machines as 10 years28. Old 
machines have, in fact, a high risk of failure and can cause problems to the patient and 
to the medical staff. Therefore, specific regulatory procedures have to be in place in 
healthcare institutions to implement the periodic upgrade or replacement of medical 
imaging devices.  

Prof Soricelli also defined infectious diseases as a critical challenge for imaging 
diagnostics. Many infections can be developed during diagnostic imaging procedures – 
through contacts with instrumentation or health professionals. Scientific studies have 
demonstrated that contamination of X-ray devices, especially in the intensive care unit, is 
frequent. Magnetic Resonance Bore (MRI Bore) and CT diagnostic tables are also 
considered contamination areas and, according to Prof Soricelli, the potential risk of 
contamination in mammographic plates and ultrasound probes should also be 
investigated.  

To conclude his presentation, Prof Soricelli highlighted the importance of a global 
approach towards patient safety, which involves procedural safety, physical safety, 
equipment safety, and healthcare staff safety. To implement such an approach, he 
strongly recommended the creation of a specific patient safety programme within each 
healthcare setting, and the appointment of a dedicated and accountable ‘patient safety 
manager’ within the programme. The programme should clearly define: the quality 
objectives to be achieved; the mode and frequency of quality control checks to be 
performed; the relative level of accuracy of the instrumentation; the acceptance criteria 
of the test results; and the corrective measures to be undertaken in case of detection of 
abnormal situations.  

2.3.3. EFSA’s activities on antimicrobial resistance in the food chain: risk 
assessment and data collection 

Dr Marta HUGAS, acting Head of Risk Assessment and Scientific Assistance Department, 
EFSA 

In her introduction, Dr Marta HUGAS briefly presented the EFSA, the agency responsible 
for risk assessment in the EU regarding food and food safety. She explained that the 
agency provides scientific advice and support to decision-makers, notably on the possible 
emergency and spread of AMR in food-producing animals, which can be transferred to 
humans through the food chain. The agency also supports the European Commission in 
the evaluation of possible mitigating options, and in the measurement of the 
effectiveness of their implementation. Another key activity of the EFSA is to provide clear 
communication on existing and emerging risks. She then moved to describe, in more 
detail, some of the EFSA activities related to AMR. 

Back in 2007, the EFSA Panel on Biological Hazards (BIOHAZ) completed a self-task 
initiative looking at the role of food as a vehicle for AMR. The main conclusion of the 
study was that it is very difficult to quantify exposure to AMR bacteria via the food chain. 
However, being resistance a natural phenomenon, yet it is clear that any increase in a 
given area such as food intake, would likely impact the levels of resistance in human 
pathogens.  

Following observed emerging trends in human infections, the EFSA has performed risk 
assessments for Methicillin-resistant Staphylococcus aureus (MRSA) and Extended-

                                                 
28  European Society of Radiology (ESR), Renewal of radiological equipment, October 2014, Volume 5, Issue 5, 

pp 543-546, available at http://link.springer.com/article/10.1007%2Fs13244-014-0345-1.   

http://link.springer.com/article/10.1007%2Fs13244-014-0345-1
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spectrum beta-lactamases (ESBLs). The results of the assessment for MRSA showed that 
the primary reservoirs were big animals, mainly pigs, and the transmission route was 
contact with live animals and their environments. To mitigate the risk, the study 
proposed to intervene by increasing general hygiene levels of farms, slaughterhouses 
and food production areas and by enhancing screening and infection control measures in 
healthcare settings. With regard to ESBLs the assessment focused on poultry, where the 
issue is emerging. Risk factors were identified in the excessive use of generic 
antimicrobials and during the trade of animals. To mitigate the risks the study suggested 
restricting the use of antimicrobials, increasing farm biosecurity, controlling animal trade 
carriers and improving hygiene throughout the food chain. Dr Hugas also stressed that, 
given these organisms are often multi-resistant to several antimicrobials, the generic use 
of these substances is a risk factor in itself. She therefore encouraged more prudent use 
in general. 

She then talked about Carbapenemases, essential antimicrobials and often the last-line 
resort for treatment of human infections. Some studies have recently reported the 
existence of Carbapenem-resistant bacteria in food-producing animals. For the moment, 
there is no evidence of the spread of these bacteria to humans through the food chain.  
Nevertheless, by analogy with other types of resistant organisms, e.g. the ESBLs, it could 
be argued that, if they spread in animals, it is likely that exposure to humans will 
significantly increase as well. Specifically-targeted surveys need to be taken at EU level 
to: understand potential transmission risks through the food chain; introduce measures 
to prevent emergence; and minimise further spread.  

Monitoring AMR is essential to provide relevant risk assessment data, to plan targeted 
interventions, and to measure the effects of such interventions. Dr Hugas recognised that 
many improvements have been made in this field in recent years as more quantitative 
data – including isolate-based data, i.e. not aggregated, becomes available. In a Joint 
Scientific Report published in January 201529, the ECDC, the EFSA and the EMA analysed 
the relationship between the use of antimicrobials in humans and in food-producing 
animals and the occurrence of resistance in the same subjects. For most of the 
combinations investigated, the study observed a positive association. The strongest 
associations between consumption and resistance in food-producing animals were found 
in antimicrobials studied in relation to indicator Escherichia coli; positive associations 
were also noted for Salmonella and Campylobacter. However, this is the first time this 
kind of integrated data is attempted and it is important to highlight some caveats. 
Several differences exist between the systems for collection and reporting data on 
antimicrobials consumption and resistance in bacteria from humans and food producing 
animals (e.g. differences in the interpretation criteria and in units of measurement). 
These differences made direct comparisons difficult and the results that indicate 
associations of potential concern should therefore be interpreted with caution.   

Dr Hugas concluded her presentation by underlining two important messages. Firstly, she 
praised the interagency collaboration experienced with the 2015 joint report and 
reiterated the importance of an integrated approach with all players in the food chains. 
Secondly, she reminded policy-makers that it is time to tackle the issue of AMR, 
especially now that scientific evidence is available.  

  

                                                 
29  ECDC (European Centre for Disease Prevention and Control), EFSA (European Food Safety Authority) and 

EMA (European Medicines Agency), 2015. ECDC/EFSA/EMA first joint report on the integrated analysis of the 
consumption of antimicrobial agents and occurrence of antimicrobial resistance in bacteria from humans and 
food-producing animals. Stockholm/Parma/London: ECDC/EFSA/EMA, 2015. EFSA Journal 2015;13(1):4006, 
114 pp., available at: http://www.efsa.europa.eu/it/efsajournal/pub/4006.htm.  

http://www.efsa.europa.eu/it/efsajournal/pub/4006.htm
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2.3.4. How does antimicrobial resistance emerge and disseminate and how can 
we fight against it? 

Prof Antoine ANDREMONT, Laboratoire de bactériologie, Hôpital Bichat Claude-Bernard, 
AP-HP, Paris, FR 

Prof Antoine ANDREMONT explained how AMR emerges and disseminates. He then 
proposed possible ways to fight against it. Although it is difficult to quantify the amount 
of antibiotics used worldwide, millions of tons have been used since 1945, both in 
humans and animals. Prof Andremont also alarmingly underlined that, most of the time, 
antibiotics are administered to subjects that are not infected by diseases – which 
increases the risk of AMR.   

He presented, in more detail, the process of dissemination of drug-resistant bacteria. 
When an antibiotic is used, bacteria that can resist that antibiotic have a greater chance 
of survival than those that are ‘susceptible’. Susceptible bacteria are killed or inhibited by 
antibiotics, resulting in selective pressures on the survival of resistant strains of bacteria. 
Prof Andremont also clarified that ‘the development of resistance strains is a natural 
phenomenon that occurs when microorganisms replicate themselves erroneously or when 
resistant traits are exchanged between them’30. In addition, the use and misuse of 
antimicrobial drugs accelerates the emergence of drug-resistant pressures. The current 
higher-levels of antibiotic-resistant bacteria are in fact attributed to the overuse and 
abuse of antibiotics. In particular, AMR developed drastically after the 1980s, when the 
number of newly-licensed antibiotics decreased and generic antibiotic-use increased 
substantially.   

The dramatic effect that generic antibiotics have on resistance has been demonstrated by 
several studies. For example, in its study, Jensen U.S. et al, (2010)31 demonstrated that, 
after the introduction of generic ciprofloxacin in 2001, a significant increase in the total 
consumption of oral ciprofloxacin in primary healthcare was observed in Denmark and 
that the increase in consumption was significantly correlated with ciprofloxacin resistance 
in E. coli obtained from urine isolates. Despite this scientific evidence, Prof Andremont 
recognised that it is difficult to raise awareness on this issue among the general public – 
with the consequence that we have to deal with the risks of severe outbreaks of resistant 
bacteria at any time.  

In the second part of his presentation, Prof Andremont suggested considering the issue 
from a broader perspective. He argued that AMR is not only an EU problem, but it is the 
consequence of a more globalised world. He explained that, while antibiotics were 
discovered in the more-developed countries, their use rapidly spread to less-developed 
countries when North-South colonialist relationships still existed. Bacteria have always 
passed between human and animal ecosystems and the environment and their 
dissemination patterns are increasing due to affordable intercontinental travel 
opportunities. Now, more than ever, there are new threats of invasions of multi-resistant 
bacteria worldwide. To illustrate the differences between North-South countries, Prof 
Andremont presented a map on the number of people that carried ESBLs bacteria in the  

  

                                                 
30  WHO, Fact Sheet on Antimicrobial resistance. Available at:  

http://www.who.int/mediacentre/factsheets/fs194/en/ 
31  Jensen US et al (2010), Effect of generics on price and consumption of ciprofloxacin in primary healthcare: 

the relationship to increasing resistance, Journal of Antimicrobial Chemotherapy, June 2010; 65(6):1286-91, 
available at: http://jac.oxfordjournals.org/content/65/6/1286.full.pdf.   

http://www.who.int/mediacentre/factsheets/fs194/en/
http://jac.oxfordjournals.org/content/65/6/1286.full.pdf
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community in 201032. Strikingly, over 1.1 billion ESBLs carriers appeared to be present in 
populations of Southeast Asia, while America and Europe appeared to be far behind. This 
ranking suggested that poor access to drinking water, poverty, and high population 
density are extremely efficient driving forces for ESBLs dissemination. 

To improve the prevention of risks and mitigation of effects of the crisis that originates at 
the interface between humans, animals and their various environments, Prof Andremont 
strongly supports the adoption of the ‘One Health’ approach33. By recognising that the 
health of humans, animals and ecosystems are interconnected, the One Health concept 
involves applying coordinated, collaborative, multidisciplinary and cross-sectorial 
approaches to address potential or existing risks. In the case of AMR, for example, 
veterinarians and doctors are called upon to collaborate in ensuring the appropriate use 
of antibiotics in both animals and humans.  

Prof Andremont concluded his presentation by emphasising that AMR can be easily 
controlled by two simple measures: reducing the use of antibiotics and putting new types 
of antibiotics on the market. He also underlined that the implementation of these 
solutions requires strongly-coordinated action between doctors, vets, regulators and 
pharmaceutical companies. 

2.3.5. One year’s experience of Carbapenemase screening at a London 
Teaching Hospital 

Ms Janice SCOTT, Clinical Nurse Specialist, Infection Prevention and Control, Royal Free 
London NHS Foundation Trust, UK  

Ms Janice SCOTT presented the opportunities offered by the screening for 
Carbapenemase-producing Enterobacteriaceae (CPE) in aiding early containment and 
planning preventative measures against the emergence of Carbapenem resistance.  

In the UK, over the last five years, a rapid increase in the incidence of infection and 
colonisation by multi-drug-resistant Carbapenemase-producing Enterobacteriaceae (CPE) 
was observed. A number of clusters and outbreaks have been reported in England, some 
of which have been contained, providing evidence that, when appropriate control 
measures are implemented, these clusters and outbreaks can be managed effectively. In 
2013, Public Health England developed a toolkit34 for the early detection, management 
and control of CPE. The toolkit laid down strict procedures for hospitals to perform 
screening of all patients that had received healthcare abroad in the last 12 months or in 
the UK in a hospital known to have a CPE problem. According to the toolkit, each patient 
had to be isolated and three screens resulting negative, one week apart, were required. 
The implementation of such strict procedures proved to be difficult, especially given the 
financial burdens it entailed for the National Health Service (NHS).  

Despite these challenges, the Royal Free London NHS Foundation Trust (the Trust) 
decided to carry out a point prevalence survey (PPS) as a pilot to test the feasibility of 
the implementation of the toolkit and to assess its cost implications. The PPS, in 
particular, allowed the quantification of the number of patients at risk of carrying or 
transmitting CPE within the Trust, as well as to test whether it was actually necessary to 
                                                 
32  Woerther PL et al (2013), Trends in Human Fecal Carriage of Extended-Spectrum β–Lactamases in the 

Community: Toward the Globalization of CTX-M, Clinical Microbiology Reviews, October 2013, Volume 26 
Number 4, p. 744 –758, available at: http://cmr.asm.org/content/26/4/744.full.pdf.  

33  ‘One Health’ initiative website: http://www.onehealthinitiative.com/. 
34  Public Health England (2013), Acute trust toolkit for the early detection, management and control of 

Carbapenemase-producing Enterobacteriaceae, available at:   
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/329227/Acute_trust_toolkit
_for_the_early_detection.pdf. 

http://cmr.asm.org/content/26/4/744.full.pdf
http://www.onehealthinitiative.com/
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/329227/Acute_trust_toolkit_for_the_early_detection.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/329227/Acute_trust_toolkit_for_the_early_detection.pdf


Policy Department A: Economic and Scientific Policy 
__________________________________________________________________________________________ 

PE 542.223 24 

isolate those identified with CPE. The one-day PPS was undertaken across all Trust 
divisions. Its results indicated that, of the 551 patients surveyed, 21% were qualified as 
suspected cases. Out of these patients, 2% were hospitalised abroad and 19% were 
hospitalised in the UK in the previous 12 months. The hospital units with the majority of 
suspected cases were renal disorder units, liver transplant units, intensive care units and 
stroke units. Screening was implemented for a full year, between June 2013 and June 
2014. The final results demonstrated that only 0.34% of the patients were found positive 
for carrying CPE in that year.  

Given the positive results of the survey, the Royal Free London NHS Foundation Trust 
proposed to test it in other hospitals across the UK. However, because of the size of the 
study and the required resources in terms of time and staff, no further trusts have 
carried out the survey. Accepted as a robust reflection of the actual burden to trusts, the 
survey results have been recognised nationally and are now being used to inform Public 
Health England’s guidelines on controlling the infection. 

Ms Scott concluded her presentation by stating that, although the yield from the 
screening is currently low in their hospital, they still want to go ahead with the project 
because they have had many patients coming from abroad and the risk of spreading CPE 
is still high. However, the financial burden on the NHS to actually implement the 
guidelines throughout the UK is yet to be assessed.  

2.3.6. Conclusions 

In his closing remarks, Mr PEDICINI emphasised the importance of the report in 
providing Member States with guidelines on how to improve healthcare systems and on 
reducing differences among countries in terms of ensuring patient safety. He also 
reminded the audience that the draft report will be further developed by the ENVI 
Committee in March 2015, when a meeting on potential amendments will take place on 4 
March and a vote is scheduled for 26 March. Plenary voting will take place in May 2015.   
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ANNEX 1: PROGRAMME 
 
 

WORKSHOP  
 

Safer Healthcare In Europe:  
Improving Patient Safety And Fighting 

Antimicrobial Resistance 
 

24 February 2015 from 13.00 to 15.00  
European Parliament, A5G-3, Brussels  

 

Organised by the Policy Department A-Economy & Science 
for the Committee on the Environment, Public Health and Food Safety (ENVI) 

AGENDA 

13.00 - 13.05 
Welcome and opening by MEP Piernicola PEDICINI, ENVI Committee Rapporteur  
Introduction by MEPs ENVI Shadows Mr Cristian-Silviu BUSOI (EPP), Ms Christel 
SCHALDEMOSE (S&D), Ms Margrete AUKEN (Greens-EFA). 
 
 

Part 1 
 

State of play of patient safety in the EU 
Co-Chairs: Mr Cristian-Silviu BUSOI & Ms Margrete AUKEN  

 
 
13.10-13.20 
Second Report from the Commission to the Council (Patient Safety and 
Healthcare-Associated Infections) based on 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 
Ms Maria IGLESIA, Head of Unit Healthcare Systems, DG Health and Food Safety (DG 
SANTE), European Commission 
 
13.20 - 13.30 
Presentation of the draft EP new report ‘Safer healthcare in Europe: improving 
patient safety and fighting antimicrobial resistance’  
MEP Piernicola PEDICINI, ENVI Rapporteur 
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13.30-13.40 
New European Strategies. Towards European guidance and indicators on 
infection prevention and control 
Dr Dominique MONNET. Head, Antimicrobial Resistance and Healthcare-Associated 
Infections Programme, European Centre for Disease Prevention and Control (ECDC) 
 
13.40-13.50 
Patient empowerment: patients' rights and information  
Ms Cristina PADEANU, EPF’s coordinator of PaSQ, European Patients’ Forum (EPF) 
 
13.50-14.00  
Q&A 
 
 

Part 2 
 

Patient Safety and Antimicrobial resistance: A major public health 
challenge for the European Union   
Co-Chairs: Christel SCHALDEMOSE  

 
 

14.00 – 14.10 
Coordinated activity in Europe for ensuring patient safety in diagnostic 
procedures  
Prof Andrea SORICELLI, University Parthenope of Naples and member of the Institute of 
Diagnostic and Nuclear Development (SDN Foundation), IT 
 
14.10-14.20 
EFSA’s activities on antimicrobial resistance in the food chain: risk assessment 
and data collection  
Dr Marta HUGAS, acting Head of Risk Assessment and Scientific Assistance Department, 
EFSA 
 
14.20-14.30 
How does antimicrobial resistance emerge and disseminate and how can we 
fight against it? 
Prof Antoine ANDREMONT, Laboratoire de bactériologie, Hôpital Bichat Claude-Bernard, 
AP-HP, Paris, FR  
 
14.30 – 14.40 
One year’s experience of Carbapenemase screening at a London Teaching 
Hospital  
Ms Janice SCOTT, Clinical Nurse Specialist, Infection Prevention and Control, Royal Free 
London NHS Foundation Trust, UK 
 
14.40-14.55 
General Discussion 
 
14.55 - 15.00 
Conclusions by the Rapporteur, MEP, Mr Piernicola PEDICINI 
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ANNEX 2: SHORT BIOGRAPHIES OF EXPERTS  

MEP Piernicola Pedicini 

Piernicola Pedicini was born on 22 May, 1969 in Benevento, south of Italy. He is married 
and has two sons. 

Piernicola took a Degree on Physics in 1998 and a Medical Physics Specialisation in 2006 
at the University Federico II of Naples, Italy, and he worked as Medical Physicist at the 
Department of Radiation Oncology in Rionero in Vulture, Potenza, Italy, since 2008 as 
health Director until his recent election as member of the European Parliament.  

He is member of the ENVI (Environment, Public Health and Food Safety) committee of 
the European Parliament and coordinator for the EFDD political group. 

Ms Maria Iglesias  

Maria Iglesias works as Head of the Unit on Healthcare Systems in DG SANTE, European 
Commission. She is leading the unit responsible of developing input in the European 
Semester for the area of Health. Her unit is also developing methodologies on Health 
Systems Performance Assessment, implementing the Directive on Cross-Border on 
Patient rights and Patient Safety and Quality of Care strategies at EU level. 

Previously she was Head of the Unit on Innovation for Health and Consumers, responsible 
to develop and run the Innovation Partnership on Active and Healthy Ageing reporting 
directly to the Director General of Health and Consumers. 

Ms Iglesias was also Head of Unit of the Economic Analysis and Impact Assessment for 
the legislative initiatives in Health, Consumers and Food Safety policies. 

Since 1993 she works as an official in the European Commission in different positions. 
She holds a scientific background as Veterinary and she studied also Political Sciences. 

Dr Dominique L. Monnet 

Dominique L. Monnet is Head of the Antimicrobial Resistance & Healthcare-Associated 
Infections (ARHAI) Programme at the European Centre for Disease Prevention and 
Control (ECDC), Stockholm, Sweden 

Dr Monnet joined ECDC in October 2007 to lead ECDC’s Disease Programme on 
Antimicrobial Resistance and Healthcare-Associated Infections. He is also representing 
ECDC in the EU-US Transatlantic Task Force on Antimicrobial Resistance (TATFAR). 

Before joining ECDC, 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.  
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Ms Cristina Padeanu   

Cristina Padeanu joined the European Patients’ Forum (EPF) Secretariat in 2012. She is 
coordinating the activities of the European Union Network on Patient Safety and Quality 
of Care (PaSQ) on behalf of EPF, which is a partner organisation in the project. 

Ms Padeanu has previously worked as a health planner in the Public Health Directorate 
and as a monitoring and evaluation expert in the World Bank and Global Fund Program 
Management Unit in the Romanian Ministry of Health. She managed several European-
funded projects focusing on public health and social areas in non-governmental 
organisations and worked as a grant consultant in in the private sector. In her previous 
roles, she was responsible for project writing and planning, monitoring and evaluation, 
research, advocacy and business development.  

Cristina holds a BA in Social Sciences from the University of Bucharest. She attended the 
Master programme of Social Sciences at the University of Gothenburg and the 
postgraduate programme in Prevention and Treatment of Substance Abuse at the Johns 
Hopkins University (the Hubert Humphrey Fellowship), and she is a certified project 
manager and trainer. 

Prof Andrea Soricelli 

Andrea Soricelli is currently Professor of Diagnostic Imaging at the Universitá degli Studi 
di Napoli “Parthenope”, Italy. Since 2007, he is member of the Scientific Committee of 
the Institute for Nuclear and Diagnostic Research (SDN Foundation), accredited as 
‘Scientific Institute for Hospitalization and Care’ (IRCCS) by the Ministry of Health in 
2014.  

From July 1991 until 2002 Prof Sorcelli was Medical Assistant in the Department of 
Diagnostic Imaging at the Università di Napoli Federico II and between March 2000 and 
December 2001, he was professional specialist in the field of Nuclear Medicine and 
Radiology at the International Atomic Energy Agency - I.A.E.A. in Vienna.  

Prof Soricelli’s scientific activity is documented in more than 100 papers, several books’ 
chapters, reviewing articles and books in various journals and in the production of 
National and International guidelines documents. His research activity focuses on the role 
of Diagnostic Imaging techniques procedures in Cardiology and Oncology, the role of 
Diagnostic procedures in Neurology and comparison with the other diagnostic procedures 
such as PET/TC; hybrid Imaging with PET/MRI device and radio biology and protection in 
diagnostic procedures. 

Prof Soricelli graduated cum laude as Medical Doctor on the 30th of June 1980. He 
specialized in Nuclear Medicine (Rome at the Università Cattolica del Sacro Cuore) and in  
Radiodiagnostic (Università di Napoli, Federico II). 

Dr Marta Hugas   

Marta Hugas is Acting Head of EFSA’s Risk Assessment and Scientific Assistance 
Department. The Department carries out risk assessments on general health and safety 
priorities in areas such as biological hazards, chemical contaminants, plant health and 
animal health and welfare.  

Previously Dr Hugas was Head of the Authority’s Biological Hazards Unit. She joined EFSA 
in 2003 giving support to the Scientific Panel on Biological Hazards, which deals with risk 
assessment of biological hazards relating to food safety and food-borne diseases.  
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Prior to joining EFSA, she worked for the Institute for Food and Agricultural Research and 
Technology (IRTA) in Spain, where she was Head of the Food Microbiology and 
Biotechnology Unit and led a research group on applied research on meat and food 
safety. 

Dr Hugas holds a BSc in biological sciences, an MSc in genetics and microbial 
biotechnology and a PhD in food microbiology. From 1992 to 2004 she was an Associate 
Professor at the University of Barcelona. 

She has published many scientific papers and reviews, and contributed to books and 
papers on food safety, particularly regarding the development of starter and 
bioprotective cultures for meat products, probiotics to improve the safety of poultry 
meat, and emerging preservation technologies. 

Prof Antoine Andremont  

Antoine Andremont obtained his MD in 1976 at the Medical School of Tours University 
(Tours, France) and Ph. D. in microbiology in 1986 at the pharmaceutical school of 
University of Paris 11 (Chatenay-Malabry, France). He is specialised in paediatrics, 
tropical medicine and microbiology. He has been further trained in epidemiology at the 
CDC (Atlanta, GA) and has been a research fellow at SUNY (Brooklyn, NY). From 1979 to 
1996, Prof Andremont worked as clinical microbiologist at Institut Gustave-Roussy, the 
major French Cancer Research and Treatment Centre. He was appointed Professor of 
Microbiology at the Pharmacy Medical School of University Paris 11 (Chatenay-Malabry) 
from 1988 to 1996. Since 1996, he is full professor of microbiology, University of Paris7 
Medical School and head the bacteriology Laboratory of Bichat-Claude Bernard University 
hospital, a major referral centre in infectious diseases in the Paris area.  

His research has been carried out at CNRS (UMR8612) and INSERM (U13), EA 6934 
University Paris7 and now within UMR INSERM 1137 IAME. It focuses on the role of 
commensal microbiota in the evolution of bacterial resistance and on how these 
microbiota cause nosocomial and community-acquired infections. He has been 
participating in several EU FP7 consortia on bacterial resistance including currently 
EvoTar http://www.evotar.eu/ and R-Gnosis http://www.r-gnosis.eu/.  

Prof Andremont is author or co-author of 213 PubMed publications (March 15th, 2014) 
and he published a book in collaboration with the anthropologist Michel Tibon-Cornillot 
(Le triomphe des bactéries: la fin des antibiotiques? MaxMilo Editions Paris 2007). He is 
inventor of several patents, some of which serve as scientific basis for a biotech company 
(Davolterra) created under the hospices of the French Law for Innovation and Research 
and developing antibacterial resistance products currently in pre-clinical stage. He is also 
an expert member of the AGISAR/WHO groups on antimicrobial resistance from a food 
safety perspective. 

Ms Janice Scott  

Janice Scott qualified as a registered nurse (BSc) in 2004 working in critical care and 
cardiology. Within two years, she became a sister in intensive care and completed a 
degree in critical care nursing. She became a sister in Infection Prevention and Control 
(IPC) in 2009. Scott successfully implemented the care buddle approach to central 
venous (CV) access insertion and ongoing care within ICU, recognised by Department of 
Health as one of the leading Trusts in London for successful and effective 
implementation. She then became a senior sister in IPC leading on education and leading 
a new nurse lead vascular access service and formed the first UK OPHA service in a 

http://www.evotar.eu/
http://www.r-gnosis.eu/
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district general hospital, impacting on length of stay targets and patient safety for the 
Trust.  

During 2010, Ms Scott won the local trusts Patient Safety award, National IPC Nurse of 
the Year and came 2nd as NHS Healthcare Hero (NHS employee of the year).  

Ms Scott started at the Royal Free London Trust in 2013 as Clinical Nurse Specialist in 
IPC dedicated for the Renal & Hepatobiliary dialysis and transplant services (RHdt), a 
national centre for acute kidney injury in the UK. She has led on service improvement 
and has also implemented Epic 3 guidelines in relation to IV therapy across the Trust 
alongside the Trust Vascular Access nurse. 

The Trust was asked to pilot the Carbapenemase-producing enterobacteriaceae 
guidelines from Public Health England published in 2013. It became apparent that they 
would impact greatly on the Trust in terms of isolation, financial cost and operational 
functioning, particularly with private patient’s and (RHdt) services. Scott designed a point 
prevalence survey as part of my current MSc in Healthcare associated IPC at University 
College London to reflect the impact on lack of side rooms and financial burden. The 
study results have been recognised nationally aiding Public Health England in producing a 
risk assessment matrix for Trusts to identify which patients should be screened and 
management protocols. She won best poster at the Hospital Infection Society meeting in 
2014 and her work enabled the IPC team to win the Nursing Times awards 2014 for best 
IPC Team, the judges prized their work and also recognised the nationally significance of 
the survey. 
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