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Clinical Governance  by Dr. Ian Livingstone (Bradford VTS)
Aims 
to understand the role and significance of clinical governance in modern general practice.
Objectives

· Trying to understand what clinical governance is
· Understand NHS appraisal

· Implications for licensing and revalidation

· Challenges of implementation in clinical practice, 

· How to audit

What is clinical governance?

Clinical governance is not just “one of those initiatives”, it is here to stay. Since its inception in 1998, the profile and prominence of clinical governance has grown rapidly. It remains at the centre of the NHS drive to create a modern, patient-led health service, with the fundamental aim being the provision of responsive, consistent, high-quality and safe patient care.

Clinical governance was born out of the need for real accountability for the safe delivery of health services. This was due partly to the public’s and professionals' perception of systemic failings within the NHS. 

Clinical governance was defined in the 1998 consultation document "A First Class Service: Quality in the New NHS"  and in the 1998 Scally and Donaldson article in the BMJ as:

‘A framework through which NHS organisations are accountable for continuously improving the quality of their services and safeguarding high standards of care by creating an environment in which excellence in clinical care will flourish.’
This definition has led to numerous interpretations as to what clinical governance actually is. Is clinical governance all about clinical audit and risk management, or is it about involving patients in the decision making process? What's clear is that clinical governance is easily misunderstood. Invariably, it can mean different things to different people. 

For me it is about individuals and organizations being accountable for;

- continuous quality improvement and safeguarding high standards of care. 

It also says how this should be done 

- creating an environment in which excellence in clinical care will flourish. 

The important good news is the majority of GP surgeries know and practise clinical governance because it is based on our professional values and our concern for others. We perhaps don’t realise that we’re doing it as part of our daily engagement with patients and others - as we deliver the best standard of care we can, while continually seeking improvement. 

Clinical governance is here to ensure safe, high quality care from all involved in the patient's journey and to ensure patients are the main focus and priority. It not just about doing the right things, but demonstrating that we are doing good practice
It is easier if we think of clinical governance as an umbrella term. Underneath this umbrella are several key components and themes, all of which, when effective, combine to make up good clinical governance. They are:

· Patient, Public and Carer Involvement – Analysis of patient-professional involvement and interaction, and strategy, planning and delivery of care. 

· Risk Management – Incident reporting, infection control, prevention and control of risk. 

· Staff Management and Performance – Recruitment, workforce planning, appraisals. 

· Education, Training and Continuous Professional Development 
· Clinical Effectiveness – Clinical audit , planning and monitoring, learning through reflective practice. 

· Information Management – Patient records, data protection
· Communication – Patient and public, external partners, internal, 
· Leadership and team working 
The elements are listed in no significant order, and each are of equal value and importance. They are interdependent and mutually reinforcing. 

There are four main elements to clinical governance: 

1. Clear lines of responsibility and accountability for the overall quality of clinical care

2. Clear policies aimed at managing risks

3. Procedures for all professional groups to identify and remedy poor performance

4. A comprehensive programme of quality improvement activities

Responsibility and accountability 

All professionals are individually responsible for the quality of care they deliver. 

The main changes introduced by clinical governance are in the accountability of the Chief Executive of the PCT. Chief Executives are responsible for assuring the quality of services provided by their organisation with the same degree of importance to that of managing budgets. A nominated lead clinician has the responsibility for ensuring systems for clinical governance are in place and for monitoring their effectiveness. 

PCTs will have appointed clinical governance sub-committees reporting to the board. These are becoming important and influential committees that set the scene for quality improvement and accountability within the  PCT. 

Why the concern about accountability? 

There have been several high profile tragedies recently. The Bristol paediatric cardiac surgery case is having a profound effect on the medical profession. This case highlighted the need for improved and transparent accountability and the impact of it is spreading out to all health professions. 

A well known commentator1 on clinical quality commented that: 

"After the recent case in Bristol, the argument for improved and transparent accountability is irrefutable. ... corrective action is mandatory when unacceptable levels of performance is reported. In addition, accountability means that evidence confirming acceptable performance needs to be gathered and transmitted to a health authority…" 

The interesting change is the last paragraph where he is saying that evidence confirming acceptable performance needs to be collected and given to a health authority. This is a major change of emphasis. In the past, professionals were assumed to be performing acceptably unless evidence came to light that showed there were problems. Now professionals will have to prove that their performance is acceptable.

Risk management 

Managing risk is essentially a two-stage process. 

Risk Assessment: 
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and which of those have the highest possibility of doing harm? 

Risk Management: 
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  how can we reduce the likelihood of a mistake? 

     e.g. guidelines, training, awareness raising. 

Pharmacists are particularly suited to risk management because of the nature of their training and dispensing. Everyone may not be that familiar with the term risk management but they have built the principles of risk management into much of their work e.g. dispensing checks, written procedures, etc. They perform a risk management function for prescribers by checking the accuracy and quality of prescribing. 

Management of poor performance 

Poor performance may have several different causes. It is quite wrong to lump all poor performance together because even the best professional will have areas where they are not as good as others. 

Poor performance ranges from slightly below the desired standard to totally unacceptable. Individuals should be encouraged to learn from assessments of performance so that they can deal with areas of less effective performance before they adversely affect patients. 

A variety of methods of detecting and dealing with variable performance can be employed. Audit will highlight sub-standard performance as will individual performance appraisal. Each will also provide a focus as to what changes are required. In each case, the professional should be encouraged to deal with issues around their performance. In most cases identification is sufficient motivation to improve, however, where no improvements are made, or are made too slowly, then advice should be taken from the clinical governance lead. 

Reduced performance can arise where healthcare professionals are suffering from stress or other health problems. These need to be dealt with tactfully and colleagues supported as they deal with sickness or a life crisis. Appropriate specialist help should be sought in a confidential and supportive manner.

When poor performance becomes persistent and the individual refuses to deal with it, the individual must be reported to the management structure or appropriate professional body. 

Clinical governance aims to prevent this final stage having to be applied by building quality into healthcare from the beginning.

Quality Improvement Activities

There are many sources of clinical guidelines, the most prominent now being the National Institute for Clinical Excellence (NICE) and the Royal Colleges. NICE has been established to provide authoritative guidance on new technologies and drugs and to produce evidence-based clinical guidelines and referral protocols. 

Clinical guidelines are synopses of the current evidence on the best treatment of a condition. Their function is to facilitate practitioners in the delivery of appropriate care based on the best available evidence, not to mandate or outlaw particular treatments. They are becoming increasingly important as the body of medical knowledge and published literature increases at an almost exponential rate. 

There are limitations on evidence-based medicine (EBM). In many cases authoritative evidence is simply not available. This may be because the research has not been conducted or because it is impossible to produce randomised clinical trials (the gold standard) on a particular topic. This is particularly true of more diffuse interventions, such as counselling, which are often tailored to meet the individual need. 

A further limitation of EBM is that the clinical trials, which the evidence is often based on, will have strict exclusion criteria. Trials are designed to answer the question as to whether something works. The result of this is that patients admitted to trials will often have a single condition and be between certain ages. In clinical practice patients often have multiple pathologies and present with the exclusion criteria that would have prevented them being entered into a clinical trial. The evidence may therefore not necessarily apply to these patients. 

Continuing professional development / Life long learning 

Continuing professional development (CPD) should start with an attempt to identify the training needs of the individual. Too often CPD is a case of attending courses of interest rather than meeting a specific need. Unfortunately, we tend to be better in areas that interest us and not as good in areas that we are less interested in. 

The identification of training needs can be carried out as a self-assessment based on current work and future developments. However, it is advisable to take advantage of a formal appraisal to consider training needs with a colleague or employer.


Clinical Governance IS…
· CG is patient safety 

· CG is about involving carers too 

· CG is providing the highest quality patient care at all times 

· CG is lifelong learning 

· CG is collective responsibility 

· CG is being inclusive of everyone 

· CG is recognising staff achievements 

· CG is common sense 

· CG is access to quality care, anywhere, anytime 

Clinical Governance is NOT…
· CG is not 'just for clinicians' 

· CG is not one person's responsibility 

· CG is not a stand alone function 

· CG is not a box ticking exercise 

· CG is not a 'waste of time' 

· CG is not just improving cost efficiency 

Clinical Governance – The Urban Myths
Through its work, the CGST comes into contact with several models and approaches to clinical governance and its implementation throughout NHS organisations. 

Perhaps the most common and often self limiting notion is that clinical governance is only for clinicians. This is wrong – clinical governance concerns both clinical and non-clinical staff, and acknowledges everyone’s contribution to the patient’s experience. Good Integrated Governance, for example, combines and creates consensus around the concerns of clinical staff and managers. 

CG is a dedicated commitment to the pursuit of excellence; it concerns everyone within an organisation, where all individuals are accountable.

Primary Care 

With more than 40,000 individual organisations delivering over a million contacts per day to patients in primary care this amounts to over 90% of all NHS activity. This is why the quality of services provided by the many professional services is so important to the overall quality of the NHS. An individual receptionist, primary care nurse, general practitioner, community pharmacist. dentist, optometrist or any of the associated professions can have a great impact on the experience of an individual user of health services, but when we work together as teams to support each other this impact can be enormous.

Clinical governance is about ensuring that all health care providers are able to deliver high quality care, are able to learn from audit and errors, and where all practitioners and staff are encouraged to develop their skills and expertise. In this way we can ensure the care we offer to individual patients as well as the populations we serve is delivered and developed in a way that continuously improves.

Practices and their staff have always worked hard to improve the quality of their services, through a variety of clinical governance activities like handling of complaints and significant event audit. 

However, the introduction of the Quality and Outcomes Framework (QOF) has provided a more structured approach to clinical governance and encouraged specific involvement in key activities such as patient surveys and in populating patient registers. The success of QOF has provided the evidence to support the public perception of good quality general practice services. 

In recent times the impact of public enquiries e.g. Shipman has raised awareness of the need for improved procedures particularly around the management of controlled drugs and the use of chaperones.

The role of general practice is set to develop further with the publication of “Our Health, Our Care, Our Say” which encourages the delivery of services outside of hospital. New roles for practitioners with special interests, new responsibilities around practice based commissioning, the review of professional regulation and the further development of QOF all create opportunities, but also place responsibilities on general practice to be able to demonstrate that it operates within a robust quality framework.

NHS Appraisal

Appraisal has been an important part of Medical Education for many years – “education appraisal” is a vital part of a doctor’s development. The drive for a formal Appraisal process for all doctors in the NHS came from the introduction of the concept of Clinical Governance outlined in 1998 consultation document “A First Class Service – Quality in the New NHS”.   In the consultation document Supporting Doctors Protecting Patients, (Department of Health 1999), Sir Liam Donaldson the Chief Medical Officer for England laid out a wide-range of proposals to assist doctors and help prevent them developing problems.  The aims of Appraisal, which is at the heart of these proposals are :-

· To set out personal and professional development needs, career paths and goals.

· To agree plans for them to be met.

· Review the doctor’s performance

· To consider the doctor’s contribution to the quality and improvement of local healthcare services.

Appraisal has been introduced by the Department of Health for all doctors working in the NHS.  

PRINCIPLES OF APPRAISAL

Appraisal is based around the GMC’s document “Good Medical Practice” (General Medical Council 2006), which describes the principles of Good Medical Practice, and the standards of competence, care and conduct expected of doctors in all aspects of their professional work.  These are: -

· Good Clinical Care

· Maintaining Good Medical Practice

· Teaching and Training

· Relationships with patients

· Working with colleagues

· Probity

· Health

Good clinical care – audit

This tool allows you to list the audits within the practice(s) where you work. Thinking about them may help you to reflect on your practice and review your performance. Some audits will be done to monitor activity related to National Service Frameworks, other may follow on from reviews of significant events. If you work in more than one practice you should indicate which practice is the source of each audit. You may wish to discuss the relevance of these audits to you as in individual in the questionnaire.

Good clinical care – significant events

Whereas audit is a way of reviewing regular or routine activity, review of significant events offers a chance to look at one-off incidents that may be important to the way you work. 

It is a good idea to formalise the recording of significant events and your response to them. 

Sometimes significant events review is a stimulus to audit.

Make a list of significant events that have occurred over the last year.

· Were they discussed in the practice? 

· Was any action agreed? 

· Has it been carried out? 

· How has reviewing significant events helped you develop the way you work

Good clinical care – prescribing

List in this tool the steps that you take, either individually or collectively within the practice, to review prescribing.

Maintaining good practice

 What steps have you taken in the last year or since your last appraisal to maintain and improve your knowledge and skills?
Licensing and Revalidation

GMC website - Our proposals for the periodic revalidation of doctors' registration date back to 1998. The recent report by Sir Liam Donaldson, Good doctors, Safer patients, and - now - the White Paper, Trust, Assurance and Safety - The Regulation of Health Professionals in the 21st Century (published on 21 February 2007), reaffirm the Government's commitment to the introduction of a system of revalidation

What will revalidation do for a doctor?

Practising medicine is an ever-increasingly complex challenge. Medical advances, and the relentlessly expanding complexity of the health service, combined with an era of demands for more accountability, are all contributing to an environment in which it is harder and harder for doctors as individuals to keep abreast and up to date.

Revalidation will support doctors throughout their senior career, by providing a framework through which they receive feedback from their Responsible Organisation about their performance, and support from their Professional Body, to demonstrate their satisfactory knowledge and skills. Through appraisal, strengths and learning needs can be identified and prioritised. With the support of the Responsible Organisation and Professional Body, these can be addressed. Revalidation will therefore help doctors at all stages of their senior career to be confident they are remaining up to date and demonstrating continued fitness to practise. 

What will revalidation do for Responsible Organisations?

Responsible Organisations have a statutory responsibility, through clinical governance, to demonstrate safety and quality by creating the environment in which excellence can flourish. Management and supervision of the workforce is the key to achieving this. Through revalidation, Responsible Organisations will realign their systems of scrutiny so that these will accurately and fairly reflect the performance of individuals in the workplace. 

Initially, revalidation will help Responsible Organisations learn more about effective measurement of individual performance. As this develops, they will be increasingly able to identify with confidence when doctors are performing satisfactorily, and when issues require addressing. 

Additionally revalidation represents a challenge for Responsible Organisations to serve their doctors better by identifying and agreeing key performance measures with them, and by aligning their organisational development and educational strategies with those of their doctors.

Finally, revalidation represents a challenge for Responsible Organisations to develop of working with the Professional Bodies, to agree the separate tasks and responsibilities which together will comprise the revalidation package for an individual doctor.

What will revalidation do for the General Medical Council?

The General Medical Council has responsibility for regulating all doctors registered in the UK. Until now, the only way of doing this once a doctor had finished training was by the GMC becoming involved only when serious concerns had arisen. Revalidation will create a new system where all doctors will be reviewed on a five year cycle. This will allow difficulties to be picked up much sooner. It will also allow the GMC to state with greater confidence that a doctor is fit to practise, based on much more recent information than the simple completion of training – often several decades in the past.

What will revalidation do for patients?

Patients deserve safe doctors of the highest quality. Revalidation will be a new system whereby the organisation which trains a doctor (their Professional Body) and the organisation which employs them (their Responsible Organisation) cooperatively supervise their performance and training needs, and jointly confirm to the Regulator (the General Medical Council) that the doctor is safe and up to date. Rather than relying on an ageing certificate of graduation or admission to a Professional Body displayed on the consulting room wall, a patient will have the confidence that a doctor’s licence to practice will have been reviewed no longer than five years ago, and that review of their practice is, in fact, continual.

Summary

patients are best served by inspired doctors working in an environment which facilitates excellence. This is achieved when the doctors are fairly supervised and appropriately supported. Current proposals for revalidation herald a new era of cooperative supervision by Responsible Organisations and Professional Bodies. Working together, and using the valuable vehicle of appraisal to bind the approaches of both, patients will benefit from effectively supervised and supported doctors. These doctors will be working in the context of organisations aligned to their needs in terms of organisational systems. They will also be in receipt of support and guidance from Professional Bodies continually striving for effective ways of maximising their knowledge and skills.

So we best start doing some audit, critical event analysis and 360degree appraisals, patient surveys of our performance
Audit

Criterion: A definable measurable item of health care that describes quality and which can be used to assess it. e.g. people suffering from coronary heart disease within a population who should have their cholesterol at or below a given level. All audits must contain criteria that should be evidence-based. If there is no good evidence upon which to base the criteria then this indicates an area where research is required. 

Standard: Describes the level of care to be achieved for any particular criterion. e.g. 80% of people in the target group should have had a cholesterol assay or achieved cholesterol levels within acceptable limits. 

Audit project June 2008
Stage 1

Deciding what to audit 

Stage 2

Setting Standards and Criteria

Stage3

Observe practice

Stage 4

Compare results with standards

Stage 5

Implement change

Stage 6 

Repeat the cycle

