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with examples of relevant experience with improving quality in the UK NHS 

The principal aim of most reforms in health systems in Europe and elsewhere has been not only to increase cost-efficiency and productivity but at the same time to control costs while raising the quality of the services provided. This entails a constant juggling of available resources and scarce budgets in order to continue raising standards while ensuring continuity of services and safety of patients. This applies to all sectors of health care, but particularly to the hospital sector where the advent of new technologies and new methods of surgical treatment is changing the face of hospital care. 

The Health Plan to Year 2010 approved by the Cabinet of Ministers of Ukraine (13 June 2007) is an attempt to set a road map for addressing problems affecting the adequate provision of health care to the of the population of Ukraine and to raise the overall quality of health services. Recently, the MoH also issued an Order on the way forward with Quality Management and Standards in Ukraine healthcare.

It is internationally accepted that a quality management system (QMS) is a basic essential tool for monitoring and raising the quality of healthcare provision.  A QMS defines responsibilities and establishes a structure and systems to ensure this. Principally all relevant issues in the course of service delivery in a hospital should be subject to quality standards. As a result , quality standards may apply to:

· Qualification of personnel involved in the delivery of hospital services

· Technical equipment

· Medical devices and products

· Hospital building

· Clinical processes 

· Management processes

· Communication processes

A QMS within an organisation becomes the foundation for underpinning contracts for health-related services, and for determining service level agreements between the ‘purchasers’ or ‘commissioners’ of services and the providers of these services. Within a functioning QMS, the degree to which healthcare providers conform to quality expectations and fulfill their professional contracts can be measured against a set of quality criteria (which themselves are based on quality standards).  Quality standards may be set in various forms on various levels. Individual service sectors may set quality standards for performance or outcomes (eg cardiothoracic surgery), or national quality standards can be set for a service (eg the UK Department of Health’s National Service Frameworks setting national standards, or the UK Quality and Outcomes Framework (QOF) linking GP practice income to improved clinical performance). 

Standards in health care

There is an appreciation and understanding within the MoH of Ukraine for the need to improve the quality of health care in Ukraine, with work within the MoH’s Working Group on Standards and Quality, as well as its active engagement with various international agencies.  An important step forward has been the recent signing of a Memorandum of Cooperation between the Ministry of Health and the national advisory body for Quality and Standards in Scotland, NHSQIS (incorporating SIGN), to support the MoH in the development of a quality management system strategy. 

Up to the present day, in Ukraine, the term “medical standards” has been applied to sets of instructions or booklets issued by the MoH, which serve as de facto protocols for the clinical management of particular diseases. These detailed directives require clinicians to follow a specified list of tests and/or treatments and do not allow sufficient flexibility to adapt clinical care to the circumstances of individual patients. The MoH has nominated the Institute of Strategic Research (previously Institute of Public Health) as the body to lead on the development of medical standards in Ukraine, although it is not an independent body. Ideally such development committees are not directly funded by the ministries of health but independently through the government, eg the international institutions of SIGN or NICE in the UK. The Institute of Strategic Research was involved in the previous EU project on ‘Support to a System of Medical Standards’ in Ukraine.  Other professional bodies currently issue guidelines and protocols (“medical standards”) on behalf of the MoH for Ukraine, eg the Academy of Science, and other Ukrainian educational institutions and professional groups have developed protocols and clinical guidance. However, Ukraine at present does not regularly review these current Ukrainian clinical recommendations/ medical standards according to the AGREE appraisal tool. AGREE is an international collaboration of researchers and policy makers who seek to improve the quality and effectiveness of clinical practice guidelines by establishing a shared framework for their development, reporting and assessment
. European countries participating in AGREE are Denmark, Finland, France, Germany, Italy, the Netherlands, Spain, Switzerland and the United Kingdom, United States of America, New Zeland, Austria, Canada, Georgia, Poland, Brazil, Kazakhstan, Australia, Belgium. Portugal, Mexico, Romania, Estonia, Malaziya,  Korea, Japan, Moldova, Norway, Taiwan, Hong Kong, Latvia, Sudan, Slovenia, Sweden.

A clinical guideline can be defined as 'a systematically developed statement to assist practitioner and patient decisions about appropriate health care for specific clinical circumstances'
. A manual and guide for adapting internationally developed clinical guidelines to the Ukrainian situation had been developed in 2006 through collaboration of the EU project ‘Support to the System of Medical Standards’ with the MoH of Ukraine, and an updated version of this guide is currently under consideration by the MoH of Ukraine Working Group on Standards and Quality.

With the expressed wish for Ukraine to approximate European systems, it becomes vital for managers and workers in the health services of Ukraine to recognize the different meanings and legal implications of terms such as “standards”, “clinical guidelines”, “clinical protocols”, “clinical audit” and “quality indicators”, as well as the audience for whom they are intended. The meaning of “clinical audit” is poorly understood in many medical establishments, and is often equated with the simple collection and monitoring of clinical data. A proportion of the current treatment guidelines (‘medical standards’) released through the MoH do not set out quality criteria or auditable performance indicators, but usually limit themselves to mortality and morbidity outcomes.

 ‘Standards’ in medicine are not ‘clinical guidelines’ or protocols of treatment. Standards are usually set nationally and consist of broad statements of quality expectations, against which performance will be expected to be measured.  Excellent examples are the National Service Frameworks set by the Department of Health, UK, (equivalent to the Ministry of Health, Ukraine) for tackling priority health conditions, and are described as: “long term strategies for improving specific areas of care. NSFs set national standards, identify key interventions and put in place agreed time scales for implementation”
.  According to the UK Department of Health’s strategy papers, “Standards for Better Health” (2005), and “NHS Health Improvement Plan”, government guidance in the form of National Service Frameworks, and guidance from bodies such as the National Institute for Clinical Excellence (NICE), are fundamental to a standards-based system. The NSFs are linked to the UK government’s health strategy and priorities in health care, eg the NSF for CHD states as its goal:  “to contribute to the target reduction in deaths from circulatory diseases as outlined in Saving Lives: Our Healthier Nation of up to 200,000 lives in total by 2010”. 

Table 1 below sets out the UK’s Department of Health national standards for the prevention, diagnosis and treatment of CHD. The full NSF guidance also sets out the timelines for milestones and goals to be achieved for each standard by providers of both secondary care (hospitals) and PHC (GP practices), and the action expected by the Dept of Health from regional and local health authorities.

Standards 1 & 2: Reducing heart disease in the population

1. The NHS and partner agencies should

develop, implement and monitor policies that reduce the prevalence of coronary risk factors in the population, and reduce inequalities in risks of developing heart disease.

2. The NHS and partner agencies should

contribute to a reduction in the prevalence of smoking in the local population.

Standards 3 & 4: Preventing CHD in high risk patients

3. General practitioners and primary care teams should

identify all people with established cardiovascular disease and offer them comprehensive advice and appropriate treatment to reduce their risks.

4. General practitioners and primary health care teams should

identify all people at significant risk of cardiovascular disease but who have not developed symptoms and offer them appropriate advice and treatment to reduce their risks.

Standards 5,6 & 7: Heart attack and other acute coronary syndromes

5. People with symptoms of a possible heart attack should

receive help from an individual equipped with and appropriately trained in the use of a defibrillator within 8 minutes of calling for help, to maximise the benefits of resuscitation should it be necessary.

6. People thought to be suffering from a heart attack should

be assessed professionally and, if indicated, receive aspirin. Thrombolysis should be given within 60 minutes of calling for professional help.

7. NHS Trusts should

put in place agreed protocols/systems of care so that people admitted to hospital with proven heart attack are appropriately assessed and offered treatments of proven clinical and cost effectiveness to reduce their risk of disability and death.

Standard 8: Stable angina

8. People with symptoms of angina or suspected angina should

receive appropriate investigation and treatment to relieve their pain and reduce their risk of coronary events.

Standards 9 & 10: Revascularisation

9. People with angina that is increasing in frequency or severity should

be referred to a cardiologist urgently or, for those at greatest risk, as an emergency.

10. NHS Trusts should

put in place hospital-wide systems of care so that patients with suspected or confirmed coronary heart disease receive timely and appropriate investigation and treatment to relieve their symptoms and reduce their risk of subsequent coronary events.

Standard 11: Heart failure

11. Doctors should

arrange for people with suspected heart failure to be offered appropriate investigations (eg electrocardiography, echocardiography) that will confirm or refute the diagnosis. For those in whom heart failure is confirmed, its cause should be identified – treatments most likely to both relieve their symptoms

and reduce their risk of death should be offered.

Standard 12: Cardiac rehabilitation
12. NHS Trusts should

put in place agreed protocols/systems of care so that, prior to leaving hospital,people admitted to hospital suffering from coronary heart disease have been invited to participate in a multidisciplinary programme of secondary prevention and cardiac rehabilitation. The aim of the programme will be to reduce their risk of subsequent cardiac problems and to promote their return to a full and normal life.

Standards provide a common set of requirements applying across all health care organisations to ensure that health services are provided that are both safe and of an acceptable quality, and they usually spell out minimum safe levels of care below which a provider service should not fall. They also provide a framework for continuous improvement in the overall quality of care, and are the backbone of the audit cycle.  

Standards can be ‘mandatory’ or ‘desirable’, and these categories need to be spelt out clearly by the health organisation setting the standards (usually the individual country’s national health system body) .  

Standards describing the quality level of care that health care providers (whether public, private or voluntary) will be expected to meet are usually described under the following domains: safety; clinical and cost effectiveness; governance; patient focus; accessible and responsive care; care environment and amenities; and public health.  In each of these domains the individual standards fall into two categories: (i) core standards:  these bring together the existing requirements for the health service and set out the minimum level of service patients and service users have a right to expect, (ii) developmental standards: (ie not yet mandatory, but at level of desirable direction for development); these signal the direction in which the health system wishes to head, and provide a framework for health service bodies to plan the delivery of services that continue to improve in line with increasing patient expectations
.

The UK NHS policy document, Standards for Better Health,  “sits at the heart of the new relationship between central Government and the NHS, under which it is the role of the Department of Health to set broad, overarching standards defining the Government’s high level expectations of the health service. These should be comprehensive but at a level of detail that allows scope for local determination of what works best and for the new independent health inspectorate to make judgments about what levels of performance are acceptable at any one time”
.

Local clinical protocols or patient pathways:  

Local health institutions and facilities have the task of setting out locally relevant clinical protocols to ensure that the correct path of clinical care is taken and still answers to the demands of national quality standards. The local protocol may cover a service which could apply across a whole region (such as Family Planning) or may cover the management of a specific condition (eg stroke) where local circumstances will need different organizational guides depending on rurality and resources.  Local clinical protocols therefore must include local organizational and other issues (eg transport, referral pathways, immediate care procedures) relevant to the specific institution or facility, but remain in conformity with minimum safe levels according to national standards.  Studies have shown this may mean that less effective substandard local services will need to be closed and the resources placed into services that will boost survival rates, eg investing in a ‘rapid response’ emergency vehicle which can stabilize and transport patients with severe injuries or life threatening conditions to a specialist centre within the time window specified by the national standard. However, other treatments like minor procedures and most routine surgery could continue to be provided locally within protocols conforming with standards.

Local clinical protocols do not replace evidence-based clinical guidelines but support the implementation of these according to the means at the disposal of the individual facility or service network. The use of integrated IT systems enables fast and convenient access to local protocols for doctors, as well as access to the national database of clinical guidelines and national standards, and ideally each oblast healthcare department will aim at developing such linked IT networks for their SHC and PHC services.

In 2004, the Health Department of the NHS in England defined four national priority areas for all health care and social care providers, within which national The UK Department of Health strategy document, ‘National Standards, Local Action : Health and Social Care Standards and Planning Framework 2005/06–2007/08’ makes it clear that improvements in the quality of care provided will be monitored by independent inspection bodies appointed specially for this purpose. There are 4 national priorities for the three financial years 2005/06 to 2007/08 for the NHS and social services. standards and targets were set.  Within each of the four priority areas the health service can now specify individual ‘domains of care’ with both core and developmental provider standards. The priority areas recently identified for healthcare reform and development in Ukraine by the Minister for Health lend themselves to the creation of similar ‘domains’ within which the Ministry of Health can set out core and developmental standards for providers.  An example of such an approach in the UK is the specification of the four priority areas for the NHS and their related mandatory (‘core’) and desirable (‘developmental’) standards.
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Figure 1: the 4 priority areas

Example of a specification in the UK for core and developmental standards for provider organisations in the NHS for Public Health is shown below:
DOMAIN  OUTPUT

Programmes and services are designed and delivered in collaboration with all relevant organisations and communities to promote, protect and improve the health of the population served and reduce health inequalities between different population groups and areas.

CORE STANDARDS

Core Standard C22:  Health care organisations will promote, protect and demonstrably improve the health

of the community served, and narrow the health inequalities by:

a) co-operating with each other and with Local Authorities and other organisations;

b) ensuring that the local Director of Public Health’s Annual Report informs their policies and practices; and

c) making an appropriate and effective contribution to local partnership arrangements (with other services).

Core Standard C23 : Health care organisations have systematic and managed disease prevention

and health promotion programmes which meet the requirements of the National Service Frameworks and national plans with particular regard to reducing obesity through action on nutrition and exercise, smoking,

substance misuse and sexually transmitted infections.

Core Standard C24 : Health care organisations protect the public by having a planned, prepared

and, where possible, practised response to incidents and emergency situations which could affect the provision of normal services.

DEVELOPMENTAL STANDARD

Developmental standard D13  : Health care organizations act to:

a) identify and act upon significant public health problems and health inequality issues, with Primary Care Trusts taking the leading role;

b) implement effective programmes to improve health and reduce health inequalities;

c) protect their populations from identified current and new hazards to health; and

d) take fully into account current and emerging policies and knowledge on public health issues in

the development of their public health programmes, health promotion and prevention services for the public, and the commissioning and provision of services.

It can be seen from the above example that the mandatory core standards are in fact statements of intent, and therefore the provider organizations must demonstrate that they can show realistic action plans and methods of implementing them, as well as internal systems for monitoring their implementation, in order to comply with their contracts.  A QMS in the organisation allows this to be carried out and recorded in a systematic and effective way, ideally through continuous improvement programmes based on the audit cycle. It needs to be emphasized that the term audit does not mean purely medical or clinical audit, but refers to a systematic way of examining processes and outcomes, and is a tool for improving quality.

Clinical Audit

Audit is about applying existing knowledge, not about establishing what is ‘best practice’ as that is the province of research. Clinical audit is the “systematic and critical analysis of the quality of clinical care, including the procedures used for diagnosis, treatment and care, the associated use of resources and the resulting outcome and quality of life for the patient”.
 

A healthcare service should demonstrate clinical effectiveness if it adheres to relevant evidence-based standards. Clinical audit can be used to check if a service compares with such standards and, if not, what changes need to be made to bring the service up to the required level.  Clinical audit is also a tool for raising professional performance since it allows the practitioner to systematically examine and reflect on his or her day-today practice. At present, Ukraine is not able to reward doctors for carrying out good quality clinical audit, as there are no inbuilt incentives in salary schemes or local hospital budgets to reward either the individual practitioner or the clinical team in an organisation.  This may change if hospitals adopt the status of autonomous communal non-commercial enterprises, which is possible today within current legislation in Ukraine, and thus be able to have independent decision-making about methods of payment to staff. If in future a health insurance system is introduced into Ukraine, then provider contracts will begin to be awarded on the basis of demonstrated good practice, with evidence of organizational procedures aimed at improving outcomes for patients through methods that fall under the umbrella of QMS. In the UK, the introduction of an incentive payment scheme into General Practice has resulted in a steady improvement in the quality of care provided by GPs for those diseases covered by the Quality Outcomes Framework (QOF), particularly for chronic disease management eg asthma, CHD and diabetes. Despite insufficient research as yet on all aspects of functioning of the QOF scheme, it has established for PHC a practical mechanism for delivering an ongoing programme of quality improvement.
 The QOF financially rewards GP practices for reaching a number of defined targets for good quality medical care.

Table 2 is an example of the QOF targets for managing patients with CHD in PHC in England, showing the link between clinical indicators and payment points for GPs:

Secondary Prevention in Coronary Heart Disease (CHD)

	Indicator
	Points 
	Payment Stages

	Records
	
	

	CHD 1. The practice can produce a register of patients with coronary heart disease
	6
	

	Diagnosis and initial management
	
	

	CHD 2. The percentage of patients with newly diagnosed angina (diagnosed after 1 April 2003) who are referred for exercise testing and/or specialist assessment
	7
	25 – 90%

	Ongoing Management
	
	

	CHD 3. The percentage of patients with coronary heart disease whose notes record smoking status in the past 15 months, except those who have never smoked where smoking status need be recorded only once since diagnosis
	7
	25 – 90%

	CHD 4. The percentage of patients with coronary heart disease who smoke, whose notes contain a record that smoking cessation advice or referral to a specialist service, where available, has been offered within the last 15 months
	4
	25 – 90%

	CHD 5. The percentage of patients with coronary heart disease whose notes have a record of blood pressure in the previous 15 months
	7
	25 – 90%

	CHD 6. The percentage of patients with coronary heart disease in whom the last blood pressure reading (measured in the last 15 months) is 150/90 or less
	19
	25 – 70%

	CHD 7. The percentage of patients with coronary heart disease whose notes have a record of total cholesterol in the previous 15 months
	7
	25 – 90%

	CHD 8.The percentage of patients with coronary heart disease whose last measured total cholesterol (measured in last 15 months) is 5 mmol/l or less
	16
	25 – 60%

	CHD 9. The percentage of patients with coronary heart disease with a record in the last 15 months that aspirin, an alternative anti-platelet therapy, or an anti-coagulant is being taken (unless a contraindication or side-effects are recorded)
	7
	25 – 90%

	CHD 10. The percentage of patients with coronary heart disease who are currently treated with a beta blocker (unless a contraindication or side-effects are recorded)
	7
	25 – 50%

	CHD 11. The percentage of patients with a history of myocardial

infarction (diagnosed after 1 April 2003) who are currently treated with an ACE inhibitor or angiotensin II antagonist
	7


	25-70%

	CHD 12. The percentage of patients with coronary heart disease who have a record of influenza immunisation in the preceding 1 September to 31 March
	7
	25 – 85%

	Sub Set – Left Ventricular Dysfunction
	
	

	Records
	
	

	LVD 1. The practice can produce a register of patients with CHD and left ventricular dysfunction
	4
	

	Diagnosis and initial management
	
	

	LVD 2. The percentage of patients with a diagnosis of CHD and left ventricular dysfunction (diagnosed after 1 April 2003) which has been confirmed by an echocardiogram
	6
	25 – 90%

	Ongoing Management
	5
	

	LVD 3. The percentage of patients with a diagnosis of CHD and left ventricular dysfunction who are currently treated with ACE inhibitors (or A2 antagonists)
	10
	25 – 70%


The QOF incentive payments are staged, with the top amount paid if the maximum points are achieved. Much of the success of UK GP practices in achieving high points has been in practices which have developed  multidisciplinary teams with skilled specialist nurses who are able to monitor, manage and treat patients with established chronic disease according to practice protocols based on evidence-based clinical guidelines. 

Non-hierarchical multidisciplinary teams in PHC and SHC are still poorly developed in Ukraine; in Ukraine the doctor automatically takes the leading role in a clinical team, whereas in some EU countries, eg Holland, UK, the lead may be taken by a non-medical professional
.  Standards of care become raised through structured case discussions within the team where mistakes or gaps in care can be examined non-punitively and lessons learned. Countries such as Holland and the UK have introduced peer review systems with doctors working at the same level critically examining each other’s practices through visits or audit, as a means of improving professional practice. However these methods are difficult to establish where doctors might not feel full confidentiality and trust.   Professional updating and learning can be improved through a system of incentives in terms of accruing educational points or other status reward.  Another incentive for raising the standard of care and aiding professional development may be created through rewarding general practitioners for undertaking primary care health research independently of the influence of pharmaceutical companies, and this would indirectly benefit the community through improving methods for disease prevention and the more effective management of common (usually chronic) conditions. 

Steps can be taken now to begin the long process of building incentives for quality care, and this needs to be driven by ‘top down’ and ‘bottom up’ approaches.  The government has a duty to set out clear national standards, and set out the quality framework for good practice. Health authorities need to invest in providing doctors in both hospitals and PHC  with the means to access evidence based guidelines, and to obtain reliable feedback on their performance. Regions need to have sufficient local autonomy and flexibility to develop local protocols according to local circumstances. The ‘bottom up’ approach relies on individual doctors, but also on professional medical associations and university departments or medical postgraduate institutions as these can develop new educational activities with incentive schemes to encourage practitioners to pursue high quality practice.  Continuous professional development becomes a powerful tool for raising quality of professional practice when it is linked to outcomes important to the doctor, eg revalidation linked to renewal of licence to practice medicine, as is the case in North America (Canada and USA) and latterly in UK. 

Organisational procedures and institutional policies to ensure patient safety, and independent review and advice on avoidable adverse events leading to harm or death, are two areas still inadequately addressed in Ukraine but should be part of an overall QMS. The importance of developing robust national systems to ensure patient safety was stated in 2006 by the Council of Europe
.

Despite the desire within the EU to establish a pan-European quality system there is still a long way to go. Harmonisation exists for the regulation of approval of drugs and for educational standards, but no Europe-wide system exists for the licensing, accreditation or registration of health facilities. Different countries have adopted different systems, eg the European Foundation for Quality Management (EFQM) is adopted by  hospitals in Holland, Finland, Hungary, Luxemburg, and parts of Italy and Spain.  Some hospitals in Finland developed organizational audits based on the system created by the Kings Fund in the UK, while others chose accreditation through the International Organisation for Standardisation (ISO) even though ISO 9000 is not specific to clinical care.  

The responsibility for assuring good quality healthcare that is safe, effective, equitable and accessible still remains each nation’s responsibility.
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