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Introduction

Most of the things done by the professionals in

the health service have evolved over the years

through personal experience, expert views and

trial and error. Since the last World War, initially

with the randomized controlled trials of TB ther-

apy, there has been increasing interest in objec-

tively measuring the effect of treatment on

patients. The proponents of this approach suggest

that, where tested, personal experience, even in

those with a great deal of experience, does not

always allow us to draw our evidence from suffi-

cient numbers nor does it immunize us against

unfounded enthusiasm for one treatment over

another.

Unfounded enthusiasm, one of the commonest

forms of bias in medicine, can best be overcome

by a well-conducted clinical trial of one treatment

against another, preferably with the patients ran-

domly allocated to different treatment groups. The

results, in terms of the patient’s survival or well-

being, are best measured by someone unaware of

which treatment the patient received. Randomized

controlled trials were most famously espoused by

Archie Cochrane in the 1970s, and have been

taken to be the gold standard in the past thirty

years or more. There was, initially, a problem for

professionals caring for elderly patients in this

area, for many trials specifically excluded elderly

people, or de facto excluded many of them, by

stipulating, for instance, that patients should have

only a single disease to be included.2

This question, of trying to discover the most

effective treatment for patients and ensuring that

this is the treatment chosen by all doctors, has

taxed the minds of all of us for many years. The

latest approach to try to ensure this is through a

concept known as clinical governance. 

What is clinical governance?

Clinical governance was the centrepiece of an

NHS white paper introduced soon after the

Labour government came into office in the late

1990s.3 The white paper provided the framework

to support local NHS organizations as they imple-

mented a statutory duty of quality placed on 

them years before through the Conservative’s

1990 NHS Act. Clinical governance made the

Chief Executive responsible for the clinical qual-

ity of the work done in each organization, and was

an attempt to make quality as important as price

in the discussions of Trust and Health Authority

Boards. Clinical governance puts the managers

officially in charge of the professionals, even in

their clinical work.

In 1998 Scally and Donaldson set out some of

the background for clinical governance: ‘A frame-

work through which NHS organizations are

accountable for continually improving the quality

of their services and safeguarding high standards

of care by creating an environment in which excel-

lence in clinical care will flourish.’4

The aim of clinical governance, according to the

government, is to make sure that NHS Trusts and

other organizations have:

Clear lines of responsibility and accountability
for the overall quality of clinical care through:

• The Chief Executive, who has responsibility for

assuring the quality of services provided by the

Trust. Although it had been understood that
the Chief Executive was in overall charge, this
is the first time that it was spelled out 

• A senior clinician responsible for making sure

that systems for clinical governance are in
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place and monitoring their continued effective-

ness. This is a difficult task with seemingly end-
less responsibilities, until we have some case
law 

• Formal arrangements for NHS Trust Boards to

discharge their responsibilities for clinical qual-

ity. Again this is spelling out something that
might have been thought to be obvious. Part
of the problem has been that Trust Boards had
to struggle very hard with decisions about how
to make the budget balance at the end of the
year. It will be interesting to see whether divert-
ing their attention to quality will have an effect
on balancing the books

• Regular reports to NHS Trust Boards on the

quality of clinical care given the same impor-

tance as monthly financial reports. Trusts have
produced regular reports on the quality of their
clinical care for their Boards since they began.
The important part of this new approach will
be in the detail. If, for instance, some of the
quality measures look at outcomes and are
nationally set, the task will be considerably
harder than if it is a general report on the
audits undertaken in the trust

• An annual report on clinical governance

A comprehensive programme of quality improve-
ment activities which includes:

• Full participation in audit programmes, includ-

ing speciality and sub-speciality, external audit

programmes endorsed by the Commission 

for Health Improvement (these will include 

the current four National Confidential

Enquiries)

• Clinical audit systems in place in all clinical

departments to ensure good practice, and that

ideas and innovations can be introduced and

evaluated

• Evidence-based practice supported and applied

routinely in everyday practice

• Ensuring the clinical standards of National

Service Frameworks and NICE recommenda-

tions are implemented

• Workforce planning and development (i.e.

recruitment and retention of an appropriately

trained workforce) fully integrated within the

NHS Trust’s service planning

• Continuing professional development: pro-

grammes aimed at meeting the development

needs of individual health professionals and the

service needs of the organization in place, and

supported locally

• Appropriate safeguards to govern access to and

storage of confidential patient information as

recommended in the Caldicott Report on the

Review of Patient-Identifiable Information

• Monitoring of clinical care with high quality

systems for clinical record-keeping and the col-

lection of relevant information

• Processes for assuring the quality of clinical

care are in place and integrated with the qual-

ity programme for the organization as a whole

Once again the stringency of the programme will

be all-important. All of these measures could be

said to be part of every Trust’s work, without

labelling it with a fancy name. Measures to

improve quality abound, and have done for many

years, but measuring hard outcomes as a way of

adjusting the work done in a trust is still quite rare

and when it is performed, can be controversial. It

seems clear that the term meant different things to

different people after its first year in use,5 but that

finding of variability may, in itself have been

advantageous as people realized the importance of

standardizing the measures that they used.

Clear policies aimed at managing risks:

• Controls assurance which promotes self-assess-

ment to identify and manage risks

• Clinical risk systematically assessed with pro-

grammes in place to reduce risk

Procedures for all professional groups to identify
and remedy poor performance, for example:

• Critical incident reporting to ensure that

adverse events are identified, openly investi-

gated, lessons are learnt and promptly applied

• Complaints procedures, accessible to patients

and their families – including patients and car-

ers with disabilities – and fair to staff. Analysis

should lead to weaknesses being identified,

lessons learnt and recurrence of similar prob-

lems avoided

• Professional performance procedures which

take effect at an early stage, before patients are

harmed, and which help people to improve

their performance whenever possible, in place

and understood by all staff

• Staff supported in their duty to report any
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concerns about any colleagues’ professional

conduct and performance, with clear state-

ments from the Board on what they expect of

all staff. Clear procedures for reporting con-

cerns so that early action can be taken to sup-

port the individual to remedy the situation

Where does quality fit in?

To my way of thinking, quality of care sits at the

head of the hierarchy, which contains clinical

effectiveness, clinical governance and other, simi-

lar ideas. Figure 1 shows this hierarchy and the

questions that can be asked to identify which con-

cept one is dealing with.

This hierarchy does not include another impor-

tant factor, in relation to the care of elderly

people, ethics. Thus clinical governance may

define a particular course of action for the care of

a patient, but the broader ethical dimension may

include such problems as the wellbeing of relatives

and other carers. At the present time there is some

confusion about how to resolve these problems.6

Within the hierarchy, clinical effectiveness can

be recognized as the process by which one decides

‘Have I made the patient better?’ This question is

asked in relation to treatment or prevention or

rehabilitation. On occasion one needs to ask

‘Have I stopped the patient from getting any

worse?’ It is not quite as simple a question as it

seems to be at first sight, for some patients

improve without treatment, others perish on the

best available. The question might be better

framed ‘Is the group with Treatment A better

overall than that with Treatment B?’ For preven-

tion, the question can be modified to ‘Is the group

of people with Treatment A better as a result of

preventative action than the group with B, which

did not receive it?’ 

Two different processes feed clinical effective-

ness. The first of these is evidence-based medicine,

which is the process whereby we choose between

the different possible approaches to treatment or

prevention, doing the right thing. The second is

audit and other forms of monitoring. These are

means of checking that the ‘thing’ isolated by evi-

dence-based medicine is, in fact, being carried out

in practice. Audit contains within it a process for

changing the existing way of doing things after the

first cycle and double-checking that the changes

worked on the next cycle. It is therefore, by its

nature, a repetitive process. A single audit cycle

has no wheels!

Audit has, on occasion, shown some important

differences between the treatment of younger and

older people. An example of this is in the National

Prostatectomy Audit Steering Group, which

showed that older men were more likely to suffer

acute retention of urine than younger,7 suggesting

that the service is relatively agist in its ability to

pick up and deal with symptoms of prostatism at

an early stage. The group also showed that peo-

ple who were left until suffering acute retention

were at greater risk of dying than those treated

electively.

The hierarchy suggests that risk management

and change management both feed directly into

clinical governance. Risk management is of par-
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ticular importance when dealing with elderly

patients. Sometimes the need of the organization

to eliminate risk as far as possible may be at odds

with the clinical need to take calculated risks and

this can cause considerable tensions.8 Risk man-

agement is really a tool for reducing the risks to

the organization and so can result in some rigid-

ity in what the hierarchy will and will not allow.

A surgeon ‘with the heart of a lion’, as I was

taught in medical school, is not especially wel-

come in relation to risk management.

Change management is placed within the hier-

archy because medicine is constantly in a state of

flux. The correct approach one week can be com-

pletely overturned a week later, by more evidence

or even a new analysis of old evidence.9 Manag-

ing change at all levels is therefore a central part

of modern clinical practice, with all the corollar-

ies to this of keeping up to date and understand-

ing new skills.

In practice, one of the main functions of clini-

cal governance has been to give a heading to a

series of sub-headings relating to patient recovery.

My own regret is that the phrase has taken the

place of quality as the overarching model. The

ideas it presently encloses are important, but it

will be interesting to see if the phrase lasts another

five years. 
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