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Abstract
The aim of this paper is to start a debate about ethical
issues associated with the practice of clinical audit. This
is an area thzat has not received much consideration.
The role of clinical audit is to raise general clinical
standards. The ethical issues of clinical audit may have
far-reaching consequences for clinicians, patients, health
care providers and purchasers. Guidance is required to
provide consistency in approach so that those involved
in clinical audit, at whatever level, can be confident
that they are following good practice. Clinicians and
managers often think ofgood practice as being a
technical matter. The main point of this paper is to
bring out important ethical dimensions to good practice.

Introduction
Clinical audit was defined in the 1989 white paper,

Workingfor Patients,' as:

'The systematic critical analysis of the quality of
care, including the procedures used for diagnosis
and treatment, the use of resources and the result-
ing outcome and quality of life for the patient".

It is generally described as a cycle composed of
several stages, the traditional audit cycle (figure 1).
Put more simply it is a way of improving current
performance by deciding on the ideal (setting
standards), looking at the real situation (measuring
current performance) and finding ways of moving
from the real to the ideal (implementing change).
Clinical audit is different from clinical research.
Research is concerned with discovering the
right thing to do; audit with ensuring that it is
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done right.2 Differences between audit and
research have been described3 ' but there are many
similarities between the two, including a system-
atic, rigorous approach and a number of common
methodologies. It is not always possible to identify
when a process ceases to be audit antd becomes
research, or vice versa. In the early days some
clinicians viewed audit as a way of doing "research
on the cheap".

Clinical audit is a tool that can be used by all
health care professionals (clinicians) to improve the
care given to patients. The range of subjects being
audited is vast and very many areas of work that
have not been subjected to previous assessment
have come under scrutiny. Very often this has high-
lighted the lack of knowledge about a particular
area, which in turn has stimulated further research
activity.
Many audits have now taken place; research has

shown that relatively high proportions of clinicians
have been involved.5 6 7 Much research activity has
been expended in the evaluation of audit pro-
grammes and individual audit projects.89 0
However, as the process of audit matures other
aspects are emerging as needful of discussion, debate
and research.
One such area that has arisen from clinicians'

growing concerns is the ethical issues surrounding
clinical audit. Some authors have stated that there
appears to have been wide acceptance that there
are no ethical dimensions to audit."l However,
the process of audit does raise a number of issues.'2

Figure 1. The traditional audit cycle
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These are:
* concerns around issues of confidentiality
* consent to use existing records
* the questioning of patients on potentially sensitive

issues
* the use of scientifically valid methodology
* the involvement of local research ethics commit-

tees
* the problems arising from the need to publish
* duty to provide best possible care.

Ethical considerations
CONFIDENTIALITY
All health care professionals are bound by codes of
confidentiality surrounding patient data. Data col-
lected for audit are generally anonymised so that no
conflict arises. However, under some circumstances
(for example during ongoing data collection or when
projects span some length of time) data that may
identify individual patients or clinicians are held.
This then raises issues about who should have access
to these data.
The Thomson report'3 was produced by a Scottish

working group, set up to examine the relationship
between clinical audit and management. It made rec-
ommendations concerning the rights and obligations
of both clinicians and managers in the context of the
relationship between clinical audit and management
and commented upon other relevant issues. It was
acknowledged that clinicians and managers had dif-
ferent perspectives on the purpose and achievements
of clinical audit; the report aimed to reconcile these
and to provide a workable solution.
The report provided clear guidance for levels of

disclosure of information to participating clinicians,
other colleagues, local managers and national
interest groups in Scotland. It also recommended
that the details of the results of audits should be
shared by peers, with the prior agreement of those
involved. Managers should have access to aggre-
gated, anonymous data and there should be no way
that a link could be made between the audit conclu-
sions and named patients. To protect confidentiality
in small units, the report recommended that these
units should undertake joint projects
The report stressed that levels of reporting should

be appropriate for local and national levels and that
the purpose of audit was to be seen as a means of
raising overall clinical standards and not as a threat.

This report would appear to have allayed, to some
degree, the early concerns about confidentiality. A
survey of doctors in the West of Scotland showed
that the issues surrounding confidentiality were per-
ceived as less of a barrier to performing audits than
any other factor.'4

USE OF EXISTING DATA SOURCES
Many audits review data that are already available
from existing sources, such as clinical records,

theatre log books and clinical information systems.
Other audits may collect new data items, not
routinely collected, on specially designed audit data
collection sheets or questionnaires.
A report on the need for ethical review of studies

using medical records, for the Royal College of
Physicians,15 concluded that it is ethically accept-
able, in principle, to use clinical records without
approaching and involving the patients concerned,
provided that confidentiality and anonymity are pre-
served. They stated that there is a duty to use avail-
able information for the general good where this can
be done without detriment to anyone. They con-
sidered that medical audit was one of the activities
that constitutes medical practice and as such does
not require independent ethical review.

Other authors have said that ethical review is nec-
essary under a number of different circumstances:
* all proposals for quality assurance programmes

should be considered before accessing the data'6
* where specific tools that have not been tested for

reliability and validity are used"
* where work is externally sponsored and the prime

reason is to meet the needs of the sponsor, not the
practitioner"

* where a third party is involved in collecting data"
* where confidentiality may be compromised."

QUESTIONING PATIENTS ON SENSITIVE ISSUES
As audit develops and becomes increasingly sophis-
ticated patients may become more involved in the
process of audit. For instance they could be asked a
number of potentially sensitive questions about
their treatments, about the results of those treat-
ments and about their feelings or attitudes to all
aspects of the process of care. This might include
questions about the effects of drugs, or other treat-
ments, on the more personal aspects of a patient's
life. The involvement of patients may change their
expectations of the health care delivered and issues
of clinical effectiveness and clinical acceptability
must then be addressed in consultation with the
patient. All of this has ethical implications. Current
ethical guidelines for professional practice may not
have sufficient in-depth discussion of the ethical
issues involved in clinical audit (M Kenyon,
Director Scottish Nursing Audit Development
Project 1993-1996, personal communication).
Anecdotal evidence (from a range of professions
and health care settings) indicates that some
studies are being carried out without prior approval
and the staff involved feel vulnerable.

USE OF SCIENTIFICALLY VALID METHODOLOGY
Some form of audit has always been carried out by
clinicians, but the more formal introduction of audit
that has taken place recently has meant that more
people are now involved, across all health profes-
sions and specialties. The high level of participation
in audit5 67 and personal anecdotal evidence show
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that many audits are undertaken by clinicians who
are not well versed in research methodologies, or
who have not had any previous experience of
research and the associated ethical issues. It has just
been taken for granted that they will be able to devise
and/or use audit methodologies. But if the methods
used are not scientifically valid then this will have
important ethical implications. This raises issues to
do with the need for training in rigorous research
and audit methodologies for all clinicians and the
need for regular review and evaluation of local audit
activities. There is a general recognition that there is
a need for training in many non-clinical areas to
make audit effective."4 As individuals become more
experienced the process should become better
organised but this is an area that must be examined
and any problems identified rectified, for ethical
reasons as much as for efficiency.

INVOLVEMENT OF LOCAL RESEARCH ETHICS
COMMITTEES
There is a complex network of Local Research
Ethics Committees (LRECs), which was set up to
review research proposals. All health care providers
would agree, if asked, that there is an unwritten
acceptance that all audit must also be ethically
acceptable. But this does not mean in practice that
LRECs are invariably involved. Amongst the differ-
ent trusts and health boards, it seems, a mixture of
solutions involving LRECs have evolved. His-
torically, some at first required ethical committee
approval for all audits, whilst others were not
involved in consideration of any audit projects. This
situation has settled down now and each trust has its
own working solutions. However, these do vary,
creating confusion as clinicians move between trusts.
The result can be that clinicians and trusts not used
to the issues surrounding ethical approval may
embark upon projects where required approval is not
sought. Additionally, in an increasing number of
cross-boundary or interface audits there there may
be some debate about which ethical committees
should be involved.
The literature in this area is very small and not

sufficiently detailed to allow clear guidance." 15 16
There is, however, an increasing need to identify
possible problem areas and for the production of
clear guidance for those embarking upon audit, to
ensure consistency in approach. This should safe-
guard patients and practitioners so that those
involved in audit, at whatever level, do not feel
exposed or vulnerable.

PUBLICATION
Other problems arise when there is a wish to publish a
successful audit, as many professional journals will
not publish articles unless they are accompanied by
evidence of ethical committee approval.'7 This sort of
stricture can restrict audit activity if junior members
of staff, mindful of the need to publish to progress

along the career ladder, do not take part in audits.
Clear guidance on when to seek LREC approval can
clarify the position for clinical and editorial staff, thus
allowing audit reports to be published.

PROVISION OF BEST POSSIBLE CARE
All health care professionals have a responsibility to
provide the best possible care, which could be inter-
preted to mean that not to be involved in audit is a
breach of the ethical code of conduct. The ethical
area of audit could therefore have far-reaching con-
sequences for all clinicians and needs to be explored
in more depth.

Some problems
The role of clinical audit is to raise general clinical
standards and from its introduction it has been seen
as an educational exercise.'8 19 If clinical audit is
seen as threatening, for instance if it is seen as a way
of monitoring the progress of an individual, it will
not be carried out willingly or accurately.

Managers need to look at the results of audit
seriQusly, to ensure the best possible use of resources
delivers the best quality care possible. This kind of
scrutiny clearly overlaps with organisational and
business planning since trusts, or other health care
providers, have responsibilities for providing services
and using resources. It also has implications for the
purchasers of the services, who wish to buy health
care of a certain quality.

Clinical audit should be part of an integrated pro-
gramme of quality assurance (as part of the overall
strategy of the provider) aimed at showing that there
is an improvement in the quality of the care given to
patients, not just that audit is going on. Occasionally
audits indicate the need for change and are not acted
upon. This could be due to inaction by the clinicians
or the clinical team or to the lack of resources made
available by the provider (time, staff, equipment,
costs, etc) to implement the changes. Inaction of this
kind has far-reaching consequences in terms both of
professional codes of conduct and of business con-
straints of trusts or other health care providers.
What sanctions should there be if clinicians or

managers fail to heed the results of clinical audit
projects where the need for change and improve-
ment in the care provided is clearly demonstrated?
Will publishing the results of audits, to a wider
audience, have any effect on clinical practice?
As evidence is made increasingly more accessible,

in a variety of formats, patients will become more
informed, and increasingly involved in the decisions
about clinical care and the process of clinical audit
and outcomes.20 Such involvement is to be wel-
comed but must be introduced in a sensible and sen-
sitive manner. Clear guidance about ethical aspects
of the involvement of patients is required if patient
and professional anonymity and confidentiality are
to be maintained.
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Conclusion
This paper is intended to stimulate discussion which
will lead to the exploration of different ethical issues
that may impact upon the process of clinical audit.
Individuals and organisations have their own solu-
tions to some of these issues, and these need to be
brought to the attention of others and discussed, so
that good practice can be identified. If best practice is
to be promoted all clinical audit must be based on
sound and publicly accepted ethical principles.
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