
Supervising patient safety in Europe
Summary
This paper examines at how institutions, i.e. health services, are supervised within Europe. Research was undertaken to identify and compare the overall approach European supervisory bodies take in regulating and assessing healthcare organisations, specifically in relation to patient safety including healthcare associated infections. 
Today, patient safety is regarded as a core domain of quality in health systems, one that requires system wide efforts in order to improve. Recent reports and studies highlight the importance of patient safety and the human and economic cost associated with failure. On the other hand, patients are being told they have a right to high quality care. There seems to be a difference between what patients should expect, and what they are experiencing. 
This research is structure d in three parts: 
1. Patient safety initiatives in hospitals in different counties;

2. The approach supervisory bodies take in relation to patient safety; and

3. The approach supervisory bodies taken when supervising infection control. 

Findings from this research show that approaches to supervising Patient Safety in Europe vary. Broadly speaking, patient safety initiatives can be divided into three categories: 

1. Patient safety programmes aiming explicitly to reduce adverse events or mortality rates
2. Wider quality management programmes, including patient safety
3. Individual complaints or concerns
4. Projects on patient safety
Across Europe, supervisory bodies are involved to a different degree in patient safety initiatives; and have different responsibilities in regards to supervising healthcare organisations. Most are involved in measuring the progress of implementing patient safety initiatives. Some simply use information gathered in different initiatives for their own regulatory activity. When it comes to assessing patient safety in Europe, supervisory bodies are least likely to follow up on individual complaints. 

All supervisory bodies included in this research said that their organisation focuses on patient safety. Infection control and work force are two areas of patient safety most supervisory bodies focus on. 
Governments across Europe take different approaches to supervising infection control. Quality standards are set by different organisations, evidence is gathered in different ways and outcomes of regulatory activities differ. 

Introduction
Regulation in health care 
Health care is regulated in some form in most European countries and regions. Broadly speaking, health care regulation can be described as ‘any set of influences or rules exterior to the practice or administration of medical care that imposes rules of behaviour’
. To put it in simpler terms, a set of rules is imposed onto health care organisations; often supervised by an external body. Additionally, some supervisory bodies focus on health care professionals such as the General Medical Council in the UK and the Norwegian Board of Health Supervision. 

This paper examines at how institutions, i.e. health services and organisations, are supervised within Europe. Research was undertaken to identify and compare the overall approach European supervisory bodies take in regulating and assessing healthcare organisations, specifically in relation to patient safety including healthcare associated infections. 

Additionally, this paper aims to identify areas for further collaboration for members of the European Partnership for Supervisory Organizations in Health Services and Social Care (EPSO)
. The partnership was established to enable better co-operation between European supervisory bodies. EPSO aims, amongst other things, to facilitate exchanges of ideas and experience between their members. 

A definition of patient safety 

Patient safety has been defined in the different ways in the past. In its most narrow sense, patient safety focuses on clinical events. Schimmel (1964) defined patient safety as untoward events related to heath care in hospitals
. In 2005, Mello included all injuries caused by medical management, as opposed to the patient’s underlying disease process, in his definition. 

Since then, definitions have become broader, and patient centred. In 2009, the Council of the European Union described patient safety as “freedom for a patient from unnecessary harm or potential harm associated with health care”
. 

Today, patient safety is also regarded as a core domain of quality in health systems, one that requires system wide efforts in order to improve. In 2010, the World Health Organisation (WHO) identified organisational leadership, clinical engagement and work-place safety as important factors contributing to patient safety outcomes. It identified patient safety as the mechanisms, tools, underlying resources and required actions to avoid unintentional harm to patients.
 

Why is it important? 

In 1996, a European report on quality care in hospitals estimated that every tenth patient in hospitals in Europe suffers from preventable harm.
 
Figures from 2009 show that 8–12% of patients admitted to hospitals in European countries and regions suffer from adverse events while receiving healthcare; the most prominent adverse events measured are Healthcare-associated infections (HAIs).
 Methicillin-resistant Staphylococcus aureus (MRSA) infections are estimated to affect more than 150,000 European patients annually. The additional in-hospital cost is estimated to be EUR 380 million.
 

At the same time, the European Union Luxemburg Declaration on Patient Safety states that access to high quality healthcare is a key human right; and that patients have the right to expect that they receive safe care. 

On the one hand, it seems that patients have a right to expect the best possible care, which ensures their safety as users of services. Yet, on the other hand, statistics show that patients do suffer from preventable harm in hospital across Europe. There seems to be a difference between what patients should expect, and what they are experiencing. 

In the past, organisations such as the Institute of Medicine have identified that deficiencies in patient safety exist in the provision of health care.
 Mello et al have pointed out that regulators need to learn and improve, in order for them to motivate effective improvements in patient safety.
 

Research design 

How was this study conducted? 

A small working group including representatives from Netherlands, Norway, Lithuania and Germany contributed to a questionnaire to explore the overall approach supervisory bodies in Europe take, when assessing patient safety. 
The questionnaire consisted of series of open-ended questions, with some multiple choice questions (see Appendix A for questionnaire). 
Fifteen EPSO returned the questionnaire in Summer 2010:

· Academy of Public Health in Düsseldorf (Germany)

· Care Quality Commission (England)

· Dutch Health Care Inspectorate (Netherlands)

· Haute Autorité de Santé (France)

· Health Board Estonia (with the support from East Tallinn Central Hospital and Estonian Hospital Association) 

· Health Information and Quality Authority (Ireland)

· Health inspectorate of Republic of Slovenia (HIRS)

· Inspectie WVG (Belgium)

· Medical Audit Inspectorate under the Ministry of Health of the Republic of Lithuania

· National Board of Health (Denmark)

· National supervisory organisation for welfare and health (VALVIRA) (Finland)

· NHS Quality Improvement Scotland

· Norwegian Board of Health Supervision (Norway)

· The National Board of Health and Welfare (Sweden)

· The Regulation and Quality Improvement Authority (RQIA) (Northern Ireland)

Findings  

This section is divided into three parts: 
1. Patient safety initiatives in hospitals in different counties;

2. The approach EPSO member take when supervising hospitals in relation to patient safety; and
3. The approach EPSO member taken when supervising infection control. 

What kind of patient safety initiatives are undertaken in countries and regions represented by EPSO members; and what is the role of the supervisory body? 

The questionnaire asked for one patient safety initiative, the most important one, to be named, and was taking place in summer 2010. 

Patient safety initiatives, which were identified, can be broadly divided into 4 categories: 
1. Patient safety programmes aiming explicitly to reduce adverse events or mortality rates

Initiatives in the category have targets, which can be measured, for example the reduction of a rate by a certain percentage. 

Two of these programmes were identified by EPSO members. Firstly, the Scottish Patient Safety Programme aims to reduce adverse events by 30% and mortality rates by 15%. The NHS Quality Improvement Scotland is leading and co-ordinating this programme. Secondly, a Dutch national programme aims to reduce preventable harm and death in 5 years by 50%. The Dutch Health Care Inspectorate assesses the progress of implementation for this programme. 

2. Wider quality management programmes, including patient safety

In some European countries and regions, wider quality management programmes include patient safety topics. Some regulators are responsible for the implementation and supervision of these programmes. Initiatives focus on creating a safety culture and reviewing governance structures within hospitals; education and communication skills of professionals; and, more generally, sharing experience and learning from mistakes. These programmes can cover the provision of health services inside and outside of hospital; some include legally binding requirements, as for example in Norway. 

In Lithuania, for example, the Ministry of Health is co-ordinating a Patient Safety Platform. This platform runs from 2010 -2014, and encloses four main priorities for patient safety: 1) the implementation of a patient safety culture in health care, 2) education on patient safety to health care workers and patients, 3) adverse events registration and learning systems, and 4) improving the legal framework. An implementation plan for the Patient Safety Platform for 2010-2014 was drawn up in June 2010. The supervisory body, the State Medical Audit Inspectorate is responsible for measuring the implementation progress.
In Norway, a nationwide campaign on patient safety was launched in autumn 2010 and is set to run through 2011. The campaign is co-ordinated by Norwegian Knowledge Centre for Health Services and focuses on acute as well as primary health services. The campaign focuses on safe practices at the intersection between patients and services. Norwegian Board of Health Supervision has no direct role in the campaign, but will implement some initiatives in their regular supervisory activity co-ordinated with issues promoted through the campaign.

Similar programmes exist in Northern Ireland, England, Estonia, and France. The role of supervisory bodies in regards to these programmes differs. The RQIA conducts reviews and reports on the quality of care. CQC England uses information collected as part of the national patient safety programme in its own regulatory activities. The Estonian Health Board performs surveillance and enforcement functions to assure compliance with legal requirements. HAS oversees and monitors implementation of the process of a programme.

3. Individual complaints or concerns 

In some countries and regions, supervisory bodies follow up on individual complaints or concerns. The HIRS deals with offences under the Slovenian Patient Rights Act in the first instance. In Denmark, the National Board of Health receives information from the ombudsman and, if appropriate, undertakes disciplinary action against individual professionals. The Norwegian Board of Supervision has the authority, as set out in legislation, to issue warnings or revoke the license to operate for individual health care workers. The Board can also issue formal warnings to organisations providing health services on basis of complaints received from the patients or concerns received from others.
4. Projects on patient safety 

In some European countries and regions, the patient safety agenda is driven forward in a project type approach. 
In Belgium for example, the Government has been organising projects on patient safety on an annual basis since 2007. Hospitals, both general and psychiatric, can participate in these. The projects aim to recognize the efforts the hospitals make in terms of quality management and patient safety; and hope to stimulate the hospitals to deploy further initiatives in this area. 

In Sweden, the Association of Local Authorities and Regions (SALAR), a national employer organisation, has initiated and coordinates a national project for patient safety focusing on six types of adverse events, including postoperative infections and errors in medicine management. The country’s supervisory body, the National Board of Health and Welfare, works closely with SALAR alongside this project. 

In Finland, VALVIRA issues guidance for health services on the importance of patient record keeping. Its senior officers also provide lectures in healthcare organisations. Essentially, in some respect, VALVIRA fulfils a training and knowledge function. 
Two respondents named international projects as their most important patient safety initiative. Firstly, Ireland identified the European Union Network for Patient Safety (EUNePaS), which includes all 27 EU member states. The Health Information and Quality Authority is coordinating the involvement of Ireland in this initiative. 

Secondly, EurSafety Health-net for Patient Safety and Infection Protection (Euregio), a Dutch German co-operation is an important initiative in Germany.  The Academy of Public Health is offering educational program and teaches hospital hygiene and infection prevention to support this project. 

Important factor for developing the National patient safety platform in Lithuania was participation in EUNetPas (The European Network for Patient Safety) project.

Role of supervisory bodies 

Supervisory bodies are involved to a different degree in patient safety initiatives; and have different responsibilities. Most respondents said they are involved in measuring the progress of implementing patient safety initiatives. Some stated that they used information gathered in different initiatives in their own regulatory activity. When it comes to assessing patient safety in Europe, supervisory bodies in Europe, are least likely to follow up individual complaints. 

The role of supervisory bodies, when it comes to patient safety, can be illustrated as follows, sorted according to their frequency: 


[image: image1]
How do supervisory bodies in Europe approach patient safety? 

All supervisory bodies included in this research said that their organisation focuses on patient safety. 

Most respondents, 10 out of 15, stated that patient safety is a theme which runs through everything they do. Their respective countries and regions are Lithuania, Norway, England, Estonia, France, Slovenia, Denmark, Finland, Ireland, and Belgium. In England for example, CQC registers and monitors healthcare providers against essential standards of quality and safety. Some standards are safety specific and include infection control, management of medicines, safety and suitability of premises. Additionally, safety features in other standards around quality management, staffing levels and care and welfare of people who use services.

Two supervisory bodies, the Dutch Health Care Inspectorate and the Swedish National Board of Health and Welfare stated that patient safety is a theme, which runs through everything that they do, and additionally, they focus specifically on patient safety as part of their supervisory activities. For example, the objectives of the National Board of Health and Welfare are to detect deficiencies that can effect patient safety negatively; to control that care providers live up to statutory requirements; and to ensure good quality in care. Within this wider remit, the supervisory body specifically reviews hospitals from a patient safety perspective during inspections. 

3 out of 15 respondents, their respective countries and regions being Germany, Scotland, Northern Ireland, said that they have a specific focus on patient safety. For example, NHS Quality Improvement Scotland focuses specifically on patient safety through the Scottish Patient Safety Programme. 
Which area of patient safety do supervisory bodies focus on? 

Infection control and work force are two areas of patient safety most supervisory bodies focus on
. All respondents said their organisation focuses on infection control. This includes, for example, monitoring of hospital acquired infections. Supervising work force requirements, for example staffing levels and qualification, is undertaken by all but the Lithuanian supervisory body. 
Detailed responses are tabled below: 

	Area of patient safety 
	No of supervisory bodies focusing on this area

	Infection control
	14

	Work force (staff levels and/or qualifications) 
	13

	Medicine Management
	12

	Safety and suitability of premises
	10

	Reporting of adverse events (to an external national body)
	10

	Clinical audits (i.e. inter-hospital comparisons of clinical activity and/or outcomes)
	9


There are 6 supervisory bodies which supervise all six listed areas of patient safety (i.e. infection control, reporting of adverse events, clinical audits, medicine management, safety and suitability of premises and workforce). The respective countries and regions of these EPSO members are the Netherlands, Scotland, Northern Ireland, England, France and Ireland. Slovenia is supervising the least numbers of areas, i.e. infection control and work force. 
Some supervisory bodies also focus on other areas of patient safety. For example, Inspectie WVG in Belgium checks patients’ records, focusing on practices of restraining patients. Air borne diseases (air conditioning system) and water borne diseases (water quality and safety) are emphasised in Germany. The Norwegian Board of Health Supervision monitors clinical governance, i.e. hospitals’ the system for internal control. RQIA in Northern Ireland supervises exposure from ionising radiation due to medical exposure and has carried out a review of blood transfusion safety. 
How do organisations supervise infection control?
Governments across Europe take different approaches to supervising infection control (see Appendix B for detailed responses). Quality standards are set by different organisations, evidence is gathered in different ways and outcomes of regulatory activities differ. 
In France, several organisations are involved in setting standards and developing guidelines, including La Haute Autorité de Santé (HAS) and Les Centres de Coordination de Lutte contre les Infections Nosocomiales (CCLIN). One of the standards specifically relates to infection control. The standard requires healthcare organisations to develop and implement a policy on infection control alongside a range of measures. Indicators are available to assess this standard. Healthcare organisations are expected to undertake a self-assessment, including standardised national indicators on public health priorities and other key indicators chosen by the organisation in accordance with its own priorities. Surveyors use the available measurements to evaluate the level of quality attained in relation to specific criteria. As of 2010, all healthcare organisations providing acute care must report annually on standardised performance indicators. Results are made public for each organisation with comparison to national and regional averages. This data is available on a website that is under the responsibility of the Direction of Hospitals and the Ministry of Health. In addition, there is now a legal obligation for all of healthcare organisations to make these results available to patients.

In 2000, the Estonian Ministry of Social Affairs developed the Nosocomial Infection Control Standards. According to Estonian legislation, hospitals have to develop Nosocomial Infection Control Guidelines, which have to be approved by the Health Board. Additionally, hospitals must send a hospital-infection annual report to the Health Board and immediately report any nosocomial infection outbreak to the Health Board. The Estonian Health Board analyses hospital reports and discusses these with the Estonian Society for Infection Control. Finally, it considers these results during the hospital licensing. According to current legislation in Estonia, the Health Board can require hospitals to address any shortcomings, and ultimately, may withdraw the license to operate. 
The National Board of Health in Denmark sets quality standards and develops guidelines in regards to infection control. It does not systematically inspect hospitals. Instead, it reacts to information about mal practice it receives. If necessary, the board can request hospital management to take action and initiate disciplinary sanctions against professionals. Occasionally, it follows up with inspections. 

Generally, supervisory bodies do not develop quality standards. Some countries and regions have specialist bodies, for example the Slovenian National Commission for the Prevention of Nosocomial Infections or the Finnish National Institute for Health and Welfare. In other countries and regions, government takes the responsibility, for example the Belgium federal government. 
Meeting these quality standards is a legal requirement in some countries and regions, such as in Finland, Sweden. In Germany, the reporting of incidents to the relevant authorities required by law, whilst in France, by law, healthcare organisations have to make their performance indicators available to the public. 

Some supervisory bodies monitor compliance against quality standards, for example NHS Quality Improvement Scotland and CQC in England. Some organisations have strong powers and are ultimately able to withdraw licence to operate from hospitals, such as CQC in England and the Health inspectorate of the Republic of Slovenia. 

Most supervisory bodies make use of surveillance data. Some countries and regions have dedicated centres, for example the Health Protection Surveillance Centre in Ireland or the National Institute of Public Health in Norway. 
Some supervisory bodies undertake inspection visits, for example Inspectie WVG in Belgium, NHS Quality Improvement Scotland, the National Board of Health and Welfare in Sweden and the Regulation and Quality Improvement Authority in Northern Ireland. 

One supervisory body, VALVIRA in Finland, is generally not involved in supervising infection control in hospitals. VALVIRA will only become involved if a patient safety incident is reported to them and a wider evaluation of infection control deemed necessary.  

Conclusion 

Patient Safety remains important across Europe with regulators focusing on this topic. However, this research shows that common standards and common approaches amongst supervisory bodies in Europe currently do not exist. Standard approaches, and subsequent data collection, would enable supervisory bodies across Europe to benchmark their performance, identify best practice and share learning more readily. 
This research focuses on one level for improvement – the regulatory approach. Other important drivers for improvement, such as hospital design or bottom up regulatory approaches (such as tort law) are not included, or only to a very limited extend. 
This research was facilitated by EPSO, which includes supervisory bodies from across Europe. It is being limited to organisations involved in EPSO. This research is based on the responses of individuals, sometimes in collaboration with their colleagues. 
The above findings are representative of Europe as of summer 2010. The function, powers or approach of assessing hospitals for supervisory bodies may change over time. This research therefore can only be explorative; it aims to provide an overview of different supervisory approaches to patient safety as of 2011. 
Most countries seem to have a national incident reporting system. Further research is required to focus on these reporting systems, including: 
· Are supervisory bodies pro-active or reactive when following up on incidents?  If pro-active, which approach do they take? Do they use a risk assessment to decide which incidents to follow up?
· Do supervisory bodies review the implementation of patient safety alerts? The Northern Ireland RQIA has undertaken a review, which has considered the implementation of some NPSA safety alerts. Further research could expand this review. 
In early 2011, the European Parliament passed the European Union cross-border healthcare directive. The directive sets out the rights for patients seeking healthcare in another member state. Once the directive is transposed into national law, cross border health care travel may increase. If it does, regulators will have to work together increasingly in order to keep patients safe across Europe.   

The EPSO network provides for an opportunity for regulators to come together and share their learning. Any future research will greatly contribute to improving the way organisations and individuals are supervised in Europe. Further research on patient seems timely, as the EU Commission currently considering setting an EU Joint Action on patient safety and quality of healthcare from 2012.
 
Measuring progress of implementation 


Including information into own regulatory activity


Coordinating


Proving guidance and training


Leading the initiative


Following up complaints











� The National Board of Health from Denmark did not respond to this section of the questionnaire. 
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