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Purpose

PURPOSE

The principle of doing clinical audit is widely accepted within the National Health
Service. However, the processes of doing clinical audit successfully may be less widely
understood.

The Department of Health has defined clinical audit as follows:

“Clinical audit is widely recognised as the systematic 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.”

This broad concept of clinical audit has encouraged a wide range of activities to be
undertaken in the NHS, such as:

*  Conduct of observational studies to identify current patient care practices.

¢ Provision of feedback on present performance to practitioners, in educational
contexts.

*  Assessment of patient or customer satisfaction with present services.
*  Establishment of standards for more clinically effective patient care.
¢ Comparisons of performance among individual practitioners or organisations.

These activities, and the variety of objectives which they represent, have been extremely
valuable for the NHS because they have engaged very large numbers of practitioners in
systematically measuring the care and services provided for members of the public.
Nonetheless, recent evaluations of audit*"? and editorials"! about the need to “audit
audit” suggest that it is an appropriate time to bring clarification to the overall intent of
clinical audit and to begin to refine the processes used to carry out clinical audit.

A major purpose of the National Centre for Clinical Audit (NCCA) is to improve the
quality of clinical audit activities being carried out within the NHS. To that end, the
Centre is involved in examining the goals and processes or methods of clinical audit.
The Centre has emphasised that clinical audit is a tool to facilitate improvement of the
quality of care or service provided to patients and other users. Thus, the Centre is
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extending the focus of clinical audit beyond measurement of current practice: The
clinical audit process itself must include strategies for action which result in the achieve-
ment of major improvements in the appropriateness and effectiveness of clinical prac-
tice.

To contribute to improving the quality of clinical audit activities, the Centre has estab-
lished criteria for good practice in clinical audit. The criteria are based on a synthesis
of expert opinion about essential attributes of the audit process, practitioners’ views
about how audit works successfully in practice, and a review of literature pertinent to
the audit process. This report provides a summary of the literature reviewed for this
purpose.

This summary is not intended to present the findings of a systematic review of research
evidence pertinent to clinical audit. Rather, it focuses only on selected literature of rel-
evance to criteria for good practice in clinical audit. Also, the review is intended to be
descriptive rather than analytic of the audit literature.

It is hoped that the review will serve as a reference for individuals who hold responsi-
bility and accountability for the implementation of audit in their own organisations.
Clinical audit convenors, leads, facilitators, or committee chairs and members are
sometimes asked by their colleagues about the background of audit and the evi-
dence supporting clinical audit. This review identifies and describes some of the lit-
erature, including selected research findings, pertaining to how to do appropriate and
effective clinical audit.

The review also is intended to stimulate research on the clinical audit process itself so
that, in the climate of promoting evidence-based practice, the NCCA and others inter-
ested in clinical audit can “continue the search for the best way to perform it.”*

The findings in this review are organised in accordance with major stages of the audit
process. Each stage is described briefly, pertinent references are summarised, and the
potential implications for good audit practice are noted. In addition, the review
includes a brief description of origins of criteria for audit and observations about the
healthcare system context in which audit is being implemented.

Throughout this review, the meanings of key terms used are consistent with those
provided in the Glossary.
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SELECTED FINDINGS ON
CRITERIA FOR CLINICAL AUDIT

The concept of audit of clinical practice has been established through the work of
individual pioneers over the last century. The key principles which tend to guide current
audit practice in healthcare were first defined in the 1950s through the 1970s.

Since the widespread introduction in the NHS of the audit of medical, nursing, and
therapy practices, and the subsequent introduction of clinical audit, principles of audit
have been reviewed and examined for their relevance to the NHS. Several authors have
supported previously stated principles and some have offered tools for the evaluation of
individual audits based upon agreed principles.

Research on the audit process has tended to concentrate on two stages: The develop-
ment of criteria or standards and mechanisms for achieving changes in clinical
behaviour. Randomised controlled trials (RCTs) on audit tend to focus only on aspects
of care provided by doctors. The majority of the published RCTs on audit were carried
out in the US or Canada.

Those who have analysed the clinical audit process for application to the NHS have
suggested criteria for good practice in clinical audit. In addition, the findings of
randomised controlled trials and other studies suggest or confirm criteria for audit.
Finally, some criteria for good practice in clinical audit are self-evident, such as having
objectives for audit which can be subject to measurement and using methods for defin-
ing measures of quality and for data collection which are likely to provide valid and
reliable data.

Findings of selected literature reported in this review suggest the following key points
about carrying out the process of audit:

® It appears to be desirable that those whose work will be covered by an audit
participate in selecting the subject and setting objectives for the audit, using a
systematic method which focuses on important subjects for audit as perceived by
the participants.

*  Measures of practice can be used effectively in audit to contribute to improvements
in practice when they are developed by or otherwise made acceptable to the
practitioners whose performance is to be reviewed.



Good Practice in Clinical Audit

¢ Implicit measures of quality of care appear to be less reliable in audit than explicit
measures.

®  Measures of processes and outcomes of care or process measures alone are prefer-
able to outcome measures alone.

®*  The patient medical record may be the most readily available and least costly data
source for audit in many organisations; however, data from other sources may be
more complete.

* A two-phased strategy of (1) using explicit criteria to measure quality of care across
several cases and (2) using structured implicit criteria to review the individual cases
which do not meet explicit criteria can enable practitioners to focus on potential
reasons why there are cases which do not meet either explicit or implicit criteria.

®  Audit leaders can motivate colleagues to improve by focusing on what can be done
about obvious shortcomings in care provided to patients.

*  Changes in practice may be achieved more effectively if a strategy involving
several different types of action is used.
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APPROACH TO THE REVIEW

Methods

The following computer bibliographic databases were searched for the years 1975-1996:
Allied and Alternative Medicine, DHSS - Data, Health Planning and Administration,
Medline, and Nursing and Allied Health Literature. The keywords used were: clinical
audit, medical audit, nursing audit, management audit, quality assurance health care,
quality of health care, quality of patient care, methods, standards, and organisation and
administration. The following words were used in truncated form: assess, appraise, cri-
teria, evaluate, measure, observe, standard.

In addition, author searches of the databases were undertaken using names of known
researchers in this field. Manual searches were carried out of references lists provided
in research reports or reviews. Additional references were obtained via manual searches
of journals and publications not included in the computer bibliographic databases and
via personal contacts.

The following criteria were established for selection of references for inclusion in this
review:

*  Description of key stages or functions in the audit process or characteristics or cri-
teria referring to good practice in clinical audit.

*  Research on the audit process itself, ie, research on one or more specific stages or
steps which are believed to be a critical part of how to do audit, such as establish-
ing or adopting criteria. Studies included were not limited to randomised con-
trolled trials.

*  Interpretation of the importance or significance of a key stage in audit or of crite-
ria referring to good practice in audit.

*  Any of the above if they referred to medical care evaluation studies, medical or
nursing quality assurance, or peer review methods if the processes described in the

reference were identical or highly similar to the clinical audit process.

The following types of material were excluded from this review:
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*  Published and unpublished reports describing how an individual audit has worked
to support improvements in the quality of care provided to patients, unless such
reports were illustrative of key aspects of the audit process itself.

*  Reports of quality assurance or quality improvement activities if the process
referred to was not the same as or similar to clinical audit.

*  Research studies on the development or implementation of guidelines unless the
method for developing measurable criteria based on the guidelines was defined or
the research also included audit.

¢  Material describing the development of audit or other quality improvement
activities.

Limitations

Research studies on clinical audit do not appear to have tested thoroughly all the
principles of audit which have developed over the years. Individual studies have
investigated aspects of the process of audit, and a selection of such studies and their
main findings appear in this review.

There are few published large-scale randomised controlled trials which examine the
entire audit process. Many studies on audit use a before-after design in which
measurement of actual practice by a group is carried out followed by an intervention
with practitioners in the group which is aimed at modifying practice followed by repeat
measurement of actual practice. Practitioners in the group may be randomly assigned
to subjects being audited and/or to the types of interventions being investigated.
Before-after research designs are practical to implement in clinical work settings;
however, there is considerable potential for bias.

Research about audit must be interpreted with care for the following additional reasons:

° A tradition of audit exists in countries in which audit is now done routinely.
However, the widespread implementation of formal medical or clinical audit in all
healthcare organisations has been enforced by the governments in those countries.
Thus, audit should be viewed as a mandated innovation in these countries’ health-
care systems.

The years which characterise the widespread implementation of audit are 1972-78
in the US and slightly later in Canada, 1979-84 in Australia, and 1989-94 in the UK.
The nature of the cultural changes involved in implementing audit means that
methods in current use in one country may not be acceptable in another, but also
that research carried out several years ago in one country may have current relevance
in another.
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Studies on audit often are limited to a small number of organisations as research
sites and/or a small number of practitioners who may have volunteered to
participate in the research. In the absence of large-scale studies, the findings of
some of the research must be seen as limited to the specific types of settings or
practitioners in which the studies were carried out.

Most research on audit applies to single professions, eg, doctors or nurses. There
are many published examples of audit involving different professions and even
patient or user representatives. However, research studies on audit do not appear
to have examined the process when audit involves different professional groups or
patients or their representatives.

Research studies on audit do not uniformly report findings using confidence
intervals.
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THE NATURE OF THE
LITERATURE

Iterations of the Principles and Criteria

A number of publications on audit have served the purpose of examining, interpreting,
and disseminating the principles of audit or criteria for good practice in audit
to doctors, nurses, and other healthcare professionals.” In general, the princi-
ples and criteria promulgated can be summarised as follows:

¢ Why audit is done, eg, the basis for selecting a subject or topic, the attributes of
quality involved, the rationale or motivation for an audit, specific aims and/or
objectives for an audit, and who is concerned or involved in the audit.

¢ Howauditis done, eg, development and dissemination of criteria or standards and
precise methods for selecting cases for the audit and for collecting and analysing
valid and reliable data.

¢ What happens with the audit findings, eg, comparison of actual practice with
criteria or standards, feedback of the comparison to those involved, and evaluation
of practice represented by the comparison.

¢  How improvements in practice are achieved and maintained, eg, action to
implement improvements which benefit patients and remeasurement of practice
at a later time to confirm the efficacy of the improvements made.

Russell and Wilson® reviewed the premises of explanatory and pragmatic research
and suggested that clinical audit should be recognised as “the third clinical science.”
The scientific basis for audit proposed by Russell and Wilson consisted of a cycle made
up of the following steps: choose a general topic for audit and a specific hypothesis
to be tested; develop a standard and disseminate and implement it; design unbiased
and precise methods for sampling patients; collect valid and reliable data on perfor-
mance; compare these performance data with the standard by careful statistical analy-
sis; feed a clear summary of this comparison back to participants; and ensure that this
process generates beneficial change. The steps related to methods for sampling, data
collection, and data analysis and interpretation are consistent with established methods
of ensuring scientific rigour. Thus, Russell and Wilson suggest that the remaining
steps are those for which research on the audit process may need to be focused.
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Tools for Evaluation of Audit

Bhopal and Thomson® and Lough et al* reported on experiences in which doctors were
involved in making judgements about attributes or criteria identifying good audit.
Bhopal and Thomson asked 25 clinicians who were attending a workshop to list the
main features of a publication on an audit project. The features named were related to
why the topic was selected, aims, standards, measurements, benefits and outcomes, and
implementation of the audit and of change.

Lough et al developed a list of 14 criteria to identify a good audit project carried out by
doctors at registrar level. They had 135 general practitioner trainers in the west of
Scotland evaluate the list with each criterion marked as essential or desirable. The ele-
ments of audit which were considered essential or desirable by more than half of the GP
trainees included the following: reason for choice of the project; potential for change;
preparation and planning of the project; time scale to complete the project; negotiation
with relevant team members; stafl involvement; relevance of the criteria chosen; stan-
dard setting; data presented relevant to the criteria; interpretation of presented data;
system for change described; further change proposed where appropriate; and second
collection of data compared. Money required, the remaining element, was not thought
important by at least half of the trainers.

Frameworks for evaluating audit have been published,”* and Bhopal and Thomson,*
Lough et al* and others™® have published checklists for the evaluation of individual
audits which include criteria for good practice in clinical audit.

Reviews

Two reviews of medical audit have been published in the UK. In 1982, Fowkes set out
a cycle of audit consisting of (1) observing practice, (2) comparing practice with a
standard, and (3) implementing change.* He outlined some considerations for choos-
ing what to audit and reviewed literature of relevance to the stages in the cycle, where
available. At the time of publication, Fowkes recognised the newness of widespread
implementation of audit and noted that definitive methods had not yet been shown to
be repeatedly effective or ineffective in different situations.

In 1994, Robinson reviewed literature published in 1985-92 in order to identify current
knowledge of the effectiveness of medical audit programmes as a whole and of specific
interventions of medical audit as a means of changing clinical behaviour.® He noted
the lack of clear and consistent objectives for the audit process and that published
reports of the achievements of medical audit tended to be based on surveys of those
involved in the process and thus were potentially self-serving. Robinson reported that
evaluation of entire programmes of medical audit was unusual and that published
studies tended to be concerned with specific interventions or aspects of audit. He con-
cluded that knowledge about effective methods of bringing about specific changes in
clinical behaviour is rudimentary, and that impact is highly dependent on local factors.
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In 1982, Palmer and Nesson reviewed methods for medical care evaluation, ie, medical
audit, in use in the US in ambulatory care settings.”” In the US, ambulatory care is the
term used to describe care provided to patients who are capable of “walking” into a clinic
to be examined or treated. Ambulatory care includes care provided by medical, nurs-
ing, or therapy specialists or family (general) practitioners in freestanding or hospital
outpatient clinics.

The review covered identification of problems for evaluation; use of process versus out-
come data; choice of data source, topics, and criteria; indices for case identification;
units of care to be studied; and feedback interventions. The authors summarised the
considerable experience of audit in ambulatory care in the US but concluded that the
research did not provide an empirical answer as to how best to conduct internal
quality assurance (audit). They emphasised that insufficient evidence exists to prove
one method better than another and also that there is “inherent improbability that a
single best method exists for all facilities and all problems in patient care.”

A number of reviews of the literature on nursing audit have been published.**** The
authors describe various nursing audit approaches which have been implemented,
but avoid drawing conclusions about the audit methods which are likely to be most
effective in particular settings.

Randomised Controlled Trials

A summary of selected randomised controlled trials pertinent to the audit process
appears in Table 1. Studies are included in the table only if the audit activity
described is consistent with the principles or criteria previously described, ie, mea-
surement of actual practice based on criteria or standards followed by interventions
aimed at improving practice followed by remeasurement to confirm improvements.

The following types of research studies are not included in the table: Those which
use a before-after or cross-over research design without a randomised control element
in the design; those which use analysis of large-scale databases or of normative pat-
terns of practice, as opposed to accepted standards of practice, as a basis for change
interventions; those which examine if dissemination of a guideline itself changed
practice if no further intervention was attempted to improve the implementation of
the guideline; or those which only used the audit process in order to evaluate the
effectiveness of a change intervention.

Trials tended to focus on parts of the audit process as opposed to the entire process.
Details of procedures or methods used in the research are not provided uniformly.
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Table 1. Selected Randomised Controlled Trials on the Audit Process
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Good Practice in Clinical Audit

ORIGINS OF CRITERIA
FOR AUDIT

Historical Development of Principles of Audit

Reviews of the history of audit often acknowledge Florence Nightingale for her contri-
bution of the idea that observing actual practice and comparing outcomes of different
practices can identify areas where improvement is needed. Her tabulations of the death
rates from leg amputation of English soldiers in the Crimean war, accounting for
whether the amputation was above or below the knee, indicated that soldiers operated
on in large hospitals were more likely to die than those operated on in small hospitals.
She attributed this finding to poor sanitation practices which led to rapid spread of
infection among patients. She showed that the action of a doctor washing his hands
between seeing patients reduced death rates.”™

Variations between surgical techniques used for hernia repair and surgical outcomes of
the procedure appeared in publications in the 1890s in Europe.” The need for a
systematic collection of records about surgical operations to enable the evaluation of
the results of such operations was raised in 1908 by Ernest Hey Groves at a meeting of
the British Medical Association.” Groves circulated a letter to 50 large hospitals asking
about the practice of keeping and publishing operation statistics in relation to mortal-
ity. Of the 50 hospitals, 27 replied, with only 17 claiming to have details showing
operative mortality. Within the following ten years in the US, Ernest Amory Codman
described and carried out systematic audit of the “end results” of surgical proce-
dures.”™ Thus, the early principles were set out of a process which involved examin-
ing actual clinical practice and the outcomes of current practice as a basis for making
improvements.

There was an early intention in the US to audit professional care in American hospitals
through the Hospital Standardisation Programme created in 1917 by the newly estab-
lished American College of Surgeons. However, the private funding which the College
was able to raise for the Programme was insufficient for the intensive work that would
be necessary to develop the methods and carry out the medical audits in all American
hospitals.” The College therefore concentrated on five manageable standards for
hospitals, one of which required doctors to audit their clinical experience through
regular meetings in their own specialties, using patient medical records as a basis for
such review.”
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Origins of Criteria for Audit

Lembcke’s Scientific Principles

Lembcke, an American surgeon, was the first doctor to write about audit in scientific
terms. He referred to confusion in the literature about the meaning of medical audit,
stating that some authors referred to Frederick Taylor’s methods for increasing indus-
trial efficiency while others referred to methods for reviewing clinical practice through
the use of statistics and individual case review.”

Lembcke recommended that medical audit make use of three basic methods which
were: (1) analysis and evaluation of individual cases based on objective, written criteria,
(2) use of epidemiologic data particularly to establish incidence rates to be used in the
analysis of cases method, and (3) comparative analyses to determine the accuracy of
diagnostic examinations, eg, laboratory, histopathological, or radiological investiga-
tions. Lembcke’s “scientific method” for auditing cases was as follows:*

*  Select a disease or operation or [subject for] medical audit based on meaningful
classifications of data, eg, reliable and valid diagnosis or procedure indexes or
other means to identify a homogencous group of patients.

®  Verify statements made in the clinical record, eg, confirm the diagnosis or current
status by reviewing various data sources contained in the record for internal
consistency.

*  Establish the accuracy of the results of investigations by submitting the specimens
or films for independent interpretation.

*  Compare the verifiable facts with criteria established as being necessary or impor-
tant for the care of patients included in the audit.

e  Compare the degree of compliance with criteria with a standard degree of com-
pliance found to be characteristic of hospitals “of acknowledged merit”.

*  Feed back the information periodically to those involved and responsible.
(Lembcke provided reports to a committee which included hospital trustees,
managers, and doctors, in addition to the specialists involved.)

Using the “scientific method” for medical audit as described, Lembcke was able to

demonstrate a significant decrease in the number of unjustified surgical operations

over a two-year period. Thus, Lembcke’s work served to establish the following “criteria”
for the audit process:

e Careful selection of the subject of the audit and cases to be included.

¢  Criteria and percentage standards as the basis for measuring actual performance.
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Good Practice in Clinical Audit

¢ Precise description of the interpretation of the criteria so as to enable reliable
measurement of performance using designated data sources.

* Feedback to practitioners and to those responsible of actual performance
against the criteria and standards.

A similar nursing audit approach using valid, objective, reliable, and usable criteria for
the appraisal of nursing care was developed by Reiter and Kakosh.,* These and later
efforts to establish audit methods were prompted by the creation in 1951 of the Joint
Commission on Accreditation of Hospitals (now Joint Commission on Accreditation of
Healthcare Organisations, JCAHO) which took on the work of the American College of
Surgeons’ Hospital Standardisation Programme. The Joint Commission required hos-
pitals to supply evidence that audit of patient care was being carried out.

The Joint Commission’s Criteria for Audit

The principles of audit established by Lembcke and Reiter remained until the 1970s
when medical audit, then later clinical audit, became mandated in the US. A fed-
eral law which created Professional Standards Review Organisations (PSROs)
required audit as a mechanism for monitoring medical care on behalf of the federal
government. The Joint Commission on Accreditation of Healthcare Organisations
required systematic audit in all healthcare facilities as a condition of accreditation.

In the face of the new PSRO law and its potential threat to the Joint Commission’s
role in accreditation and in medical audit, the Commission assumed a proactive role
in promoting the implementation of audit through publication of a Performance
Evaluation Procedure for Auditing and Improving Patient Care.” Influenced by
attempts to link medical audit and medical education into a “bi-cycle™ and by
knowledge from industry about various sources of performance failures, the Joint
Commission’s approach extended the audit process to include the following:

Peer review of cases which do not comply with the audit criteria, ie, implicit
review by peers of cases which are “screened out” by the application of explicit criteria.

° Formal identification of problems represented by cases which do not meet either
explicit or implicit criteria and their underlying causes.

¢  Formal planning and implementation of action to remedy the causes of problems
accounting for cases not meeting cither explicit or implicit review criteria.

*  Follow-up or reaudit to ensure that the quality of care has improved following the
implementation of action.

A substantial contribution of the Joint Commission’s work on audit was the systematic
approach used to analyse the causes of problems which were shown via audit to be
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Origins of Criteria for Audit

affecting the quality of care. In some circumstances, feedback to practitioners in an
educational context may be sufficient to achieve changes in clinical practice. However,
the Joint Commission approach established a key principle that formal multi-faceted
action plans may be needed to address all the causes of problems revealed through
audit.

Another aspect of the Joint Commission’s contribution to audit was unique: The focus
was the patient not the professional and audit was of patient care not medical care. The
Joint Commission was proactive in involving nurses and other professions in criterion-
based audit and in evolving a multiprofessional team-based approach to audit.

Applications to Nursing and Ambulatory Care Audit

Some methods for audit of nursing and of ambulatory care used the criterion-based
approach to audit but digressed from the model of studying indepth what happened
to a group of patients who had a particular medical diagnosis or procedure. The
numbers of rapid transactions involving large numbers of patients in nursing or ambu-
latory care, the numbers of individual professionals involved daily in the transactions,
and in ambulatory or primary care, the long time interval between the processes of care
and the occurrence of significant clinical outcomes all were factors which led to differ-
ent approaches to selecting subjects for audit.

Nursing audit methods also attempted to analyse the relationships among the quality of
patient care provided by nurses, the available number and skill mix of nursing staff, and
the workload based on the number and dependency levels of patients.”® Thus, in
nursing, audit instruments were developed which aimed at providing composite
measures of quality of care often with overall performance scores. Nursing criterion-
based audit methods which followed the composite model included Phaneuf audit,*
QualPacs (Quality Patient Care Scale),” Rush-Medicus Quality Monitoring
Methodology,”® and Monitor.”

Early approaches to audit in ambulatory care settings tended to address particular small
discrete tasks of care individually and in succession, with the aim of covering many
aspects of care over time, improving one then moving on to another.” Early examples
of this approach have included the micro-sampling of records by a small group of
doctors to identify problems to be considered by a quality assurance committee and
quality assurance programmes which focused on problem identification and resolu-
tion.”"

Further Technical Developments

Through the 1970s and 1980s, the criterion-referenced approach to audit has
become widely accepted in the US and other countries and many examples of this
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approach have appeared in the international literature.”” Other approaches to defin-

ing the key aspects of care to be measured via audit were developed in the US,
notably criteria mapping, disease staging, the tracer method, and the trajectory
method,™" some of which have been precursors of more advanced systems for large-
scale surveillance of the quality of healthcare services or for developing algorithms or
guidelines for care.

In 1989, after several years of experience in implementing accreditation requirements
pertaining to audit, quality assurance, and quality monitoring, the Joint Commission
launched an initiative to identify “indicators” of the overall performance of clinical
services in healthcare organisations.®® The methods used to define, develop, and test
indicators as a basis for measuring quality of healthcare services have made substantial
technical contributions to the field®* and indicators are now widely accepted inter-
nationally by researchers and practitioners as a basis for measuring the quality of
healthcare services.*™ The Royal College of Radiologists uses an indicator-based
approach in its book of suggested audits for radiology services.” More recently, indica-
tors have been used by researchers and practitioners as the basis for establishing
performance measures for clinical services and healthcare systems. '

Criteria for Clinical Audit and the NHS

When medical audit was included in the NHS reforms as a formal expectation of
doctors,"™ a strong professional tradition of audit already existed. The procedure for
carrying out medical or nursing audit was not established uniformly, however. A varia-
tion of the audit process as described in the American literature was recognised in
which audit consisted of observing current practice unrelated to explicit or implicit cri-
teria with the findings of such observations being expected to lead to setting a standard
of practice.'” This approach recognised the considerable contributions made by a
large number of observational studies and audits which were published in the UK in the
late 1970s and 1980s"*'*” as well as the lack of valid research-based evidence which might
be the basis for specific explicit audit criteria. Audit which observes current practice
as a basis for evaluating performance and for identifying opportunities for improve-
ment has been referred to as norm-referenced as opposed to criterion-referenced audit.'*

In the last decade in the UK, nursing audit has developed in several directions.
Composite tools for audit of nursing care, such as Monitor, as well as tools for audit of
the management of nursing services have been used.' The Royal College of Nursing
has led the promotion of standard setting in nursing and quality improvement of
nursing care.* " The principles followed in this work have built on previously pub-
lished models. More than medical audit, nursing audit has appeared to emphasise
defining and implementing achievable standards prior to measuring actual practice.'

Over nearly 150 years of published work which has established principles for audit of
healthcare services, the continuing theme is that knowledge of current practice should
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be applied in order to bring about improvements which benefit patients. This under-
standing of audit is reflected in the NHS Executive policies on clinical audit which
describe the process as a systematic method of meeting and improving standards in
healthcare and of improving the quality of patient care." " Specifically, the NHS
Executive defines an effective clinical audit programme as one which involves balanced
topic selection, employs adequate audit processes, secures implementation of audit
results, and is comprehensive. Effective clinical audit “leads to improvements in health
outcomes and other aspects of quality, through changes in clinical practice and systems
of healthcare delivery.” Thus, the focus of audit on acting to achieve measurable
improvements is fully consistent with NHS policy.
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THE AUDIT PROCESS
AND SELECTED LITERATURE

Deciding What, Why, and Who to Audit
The Process

The audit process generally begins with someone making a decision to undertake audit.
In these early stages, decisions are made about the following:

*  The subject — the patient, client, or user group or the events involved and the
particular aspects of quality of care for the group or events which the audit will
address.

*  The rationale — the background to selection of the subject or the reasons for

undertaking the audit.

¢  The group — the individuals or groups involved in or affected by the audit and
their roles in the entire audit process.

*  The objectives — the specific purposes of the audit which reflect the attributes of
quality to be addressed by the audit.

With these decisions made, the process moves on to define specifically the patients,
clients, users, or events to be covered in the audit; the time period for the audit; and the
strategy for data collection.

These early decisions about an audit can be made by individuals or groups who may

voluntarily wish to undertake audit or who may be assigned to lead or to undertake
audit.

The Questions
Questions concerning the selection and design of an audit might include the following:
*  Does it matter to the effectiveness of the audit if the subject and objectives for the

audit are selected by the group undertaking the audit or are imposed from outside
the group?
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*  Does the probability of improvements being made as a result of the audit vary by
whether or not the audit subject and objectives are selected by one individual
within a professional group or by the group as a whole?

* Is the effectiveness of the audit likely to be improved if there is a reflective group
process involved in choosing what and why to audit?

The Literature

Little research evidence specific to audit can be identified which provides guidance for
making the decisions about what and why to audit and who should be involved in an
audit. Those emphasising audit as an educational process for clinicians discuss the
values of individual self-assessment, personal development, and teamwork applied to
medical audit,""** and the implications of these professional values are that individuals
and teams should be actively involved in this important stage of audit.

Williamson described the use of a modification of a structured group decision-mak-
ing technique, nominal group process, with medical and with multiprofessional groups
to select topics for audit.”” Williamson advocated the guiding principle of identifying
areas of “achievable benefit not achieved”, ie, areas where clinical effectiveness could be
improved. The technique involved a systematic process in which practitioners generated
audit topics, reviewed available information and literature about the suggested topics,
then weighted the topics in terms of potential impact on patient care. The technique was
subject to both reliability and validity testing in studies involving practitioner groups in up
to eight healthcare settings."*'*

A structured approach to team decision-making on audit topics, called Quality Impact
Analysis, used a variation of the Delphi process in which the group identifies frequent,
risk-associated, and problem-associated aspects of their current services, along with the
potential for enhancing effectiveness or cost if desired, and then rated the ideas gen-
erated, selecting topics for audit which are scored highly across all factors.” Hirschhorn
et al advocated that organisations should first set their business objectives and then sys-
tematically select audit topics which would address the objectives and any problems
identified."”

Key Point

It appears to be desirable that those whose work will be covered by an audit
participate in selecting the subject and setting objectives for the audit, using a
systematic method which focuses on important subjects for audit as perceived by
the participants.
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Defining and Measuring Current Practice

The Process

Once a subject and objectives for an audit are chosen, decisions have to be made about
the nature of what is to be measured in the audit and how measurement will be carried
out. There is considerable confusion in the literature concerning the terms used to
describe the specific measures used in audit. The words used most commonly are cri-
terion, indicator, standard, and performance measure. Early explications of the termi-
nology were provided by Donabedian.""'* Meanings used in this review are provided in
the Glossary of Terms.

Whatever the terms used, the functions to be achieved in measuring clinical practice
appear to include specification of the following:

o  The care or service which is to be measured and the specific attributes of that care,
eg, timeliness of CT scan of patients referred appropriately for the procedure, or

effectiveness of care by a multiprofessional team for people who have had a stroke.

. The specific aspects of care or service which are to be measured, eg, indications for
CT scan in the patient group under audit.

*  The percentage of patients, clients, or users who are expected to receive the care
described.

®  Clear and complete operational definitions of all terms used and the data to be
collected.

*  Data sources and methods to be used for data collection.
*  The procedure to be used to select cases to be included in the audit.
Some sources recommend specifying in advance any exceptions, ie, cases or circum-

stances for which the care described may not be given and which would still be accept-
able to clinicians,*™""

The Questions
Questions concerning measurement of current practice might include the following:

* Is the use of explicit criteria better than implicit criteria?
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*  Who should develop measures for audit purposes — are individual practitioners
more likely to improve their practice if they set criteria for audit themselves, either
individually or in a group, as opposed to using criteria developed by others?

*  Are some methods for developing criteria in a group more likely to produce
consensus among professionals than others?

¢ What are appropriate external sources for standards — expert opinion, normative
practice, research-based evidence, or best achievable practice elsewhere?

. Is it better to use outcome measures only or outcome and process measures or
process measures only?

*  Are some sources or methods for data collection likely to produce more valid or
more reliable data than others?

*  Does direct participation in data collection affect practitioners’ readiness to
change practice?

The Literature

Some studies are highly focused on one research question; others address several ques-
tions in the same design. The findings presented here are organised under the fol-
lowing headings: explicit versus implicit criteria; use of self-developed or other-
developed criteria; methods for achieving consensus on criteria; outcome versus
process measures; data sources and collection methods; and direct participation in data
collection.

Explicit vs Implicit Criteria. In studies on explicit versus implicit review, explicit review
means that individual cases were judged in comparison to objective
criteria which were specified in advance. Implicit review in studies means that individ-
ual cases were judged by experts, using their clinical judgement. In studies involving
implicit review, typically, experts were given a form structured with five-point rating
scales, eg, very good to very poor, to record their judgements on the quality of care. In
recent approaches to using implicit review methods, experts discussed the bases for
their judgements among themselves before they made judgements about individual
cases. (See section on methods for achieving consensus on criteria.) The studies on
explicit versus implicit review tended not to provide details on how the explicit criteria
were developed nor on how the validity of the explicit criteria was established.

Three early US studies examined the use of implicit versus explicit criteria and the find-
ings of two of the studies appeared to favour explicit review. Richardson described a
series of studies undertaken in the late 1960s in New York state in which 81 qualified
medical experts reviewed and made judgements about the same 1523 cases, using
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medical records. He observed that the extent of discrepancies in intra-disciplinary
judgements of the quality of care “cast doubt on the validity and reliability of uncon-
trolled peer judgements of this quality.”™ Subsequently, Richardson developed an
audit method based on explicit criteria and, through a number of tests, demonstrated
the improved validity and reliability of the explicit approach.'® Richardson also appears
to be the first researcher to demonstrate that non-doctors, with training, can be used to
abstract information for audit with a high degree of inter-rater reliability with doctors.

Brook and Appel raised two fundamental questions about audit methods in a study
published in 1973: how judgements should be made on the quality of care provided, ie,
explicit versus implicit review, and whether data on process or outcome or both should
be collected and analysed.'"” They assessed five peer review methods in the setting of
the Baltimore City Hospitals. Care provided to 296 patients with urinary tract infection,
hypertension, or an ulcerated lesion in the stomach or duodenum was evaluated by
each of five methods. The ten doctors who made the judgements in each method were
faculty members of Johns Hopkins University School of Medicine. Abstracts of the cases
were used as the basis for judgement, not the actual medical records, in order to avoid
bias attributable to the legibility or organisation of actual records. Explicit criteria were
developed by a group of 21 faculty members not participating in the review of cases.
Doctors involved in the peer review methods made implicit-process, implicit-outcome,
implicit quality-of-care (both process and outcome), explicit-process, and explicit-
outcome judgements.

The findings illustrated the variation in peer judgements even in controlled circum-
stances. With two of three judges constituting agreement among peers using implicit
review, 23.3 percent of the patients had an adequate medical care process, and 63.2
percent of cases were judged to have unimprovable outcomes. Only 1.4 to 2.0 percent
of the cases met all the explicit process criteria, depending on the condition. Cases met
on average between 35 and 38 percent of the criteria. The researchers reported that it
was difficult to draw conclusions about explicit outcomes due to small numbers.

In a research report published in 1979, Hulka and colleagues obtained significant pos-
itive correlations between ratings based on implicit and explicit review."® Implicit
review was based on actual patient records. Most of the reviewers had previously
participated in an earlier phase of the study which included developing explicit criteria
for the same conditions used in the implicit review. As with other studies, the implicit
method produced higher ratings on cases which had low or medium levels of com-
pliance with explicit criteria.

More recently, Hayward, McMahon, and Bernard evaluated the ability of implicit review
to measure reliably various aspects of care on a general medicine inpatient service."”
They undertook retrospective review of 675 medical records of a stratified random
sample of patients admitted consecutively to a general medicine ward in a university
teaching hospital, using 12 faculty members or fellows who were specialists in inter-
nal medicine. Approximately 20 percent of the records were selected randomly for
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multiple independent reviews to allow for reliability testing. The doctors were trained
in structured implicit review and used a structured implicit review instrument. Inter-
rater reliabilities were adequate (Kappa = 0.5) for aggregate comparisons on measures
relating to overall quality of care and preventable deaths, but were inadequate for
reliable evaluations of individual patients. Reviewers did not agree on whether
errors in following doctors’ orders, dispensing medications, or notifying doctors had
occurred and there was a poor level of agreement on judgements related to the timeli-
ness and appropriateness of diagnostic evaluation and therapeutic interventions.

On the other hand, researchers from the Health Programme of Rand Corporation have
asserted that quality of care can be judged via either implicit or explicit review."™"*" Care
provided to a sample of 1,366 patients with congestive heart failure, acute myocardial
infarction, pneumonia, cerebrovascular accident, or hip fracture was judged via implicit
review by 25 doctor reviewers. Findings of implicit review were compared with explicit
process reviews to study whether the two methods of process review produced similar
results and to examine the predictive validity of implicit process review.

The scores between explicit and implicit reviews varied: In 81 percent of case compar-
isons between implicit review and explicit criteria, patients whose care was rated good
or very good on implicit review had higher explicit review scores than patients whose
care was rated poor or very poor on implicit review (whose scores were consistently
lower on explicit criteria). For 13 percent of comparisons, patients had equivalent
scores and for the remaining comparisons, patients whose care was rated good or very
good on implicit review had lower explicit scores than patients rated poor or very poor
on implicit review. Mean inter-rater reliability (Kappa) scores on the use of the
implicit review instrument were mostly between 0.4 and 0.7. The resecarchers concluded
that implicit review is “as reliable as many other clinical measurements which physicians
perform,” although a single review may not be reliable enough to judge accurately
whether an individual patient received poor care. In a related study, the researchers
observed that there was remarkable agreement between implicit and explicit process
measures and sickness-adjusted outcomes at different types of hospitals.'*

It has been asserted that implicit review of medical records by doctors has been the
community gold standard for judging medical care."” In analyses on the question of
explicit versus implicit review, Donabedian has cited the advantage of implicit criteria
being that they are adaptable to the precise characteristics of each case individually and
the disadvantages being the costliness of use of implicit review, as it relies on experts as
reviewers, and the relative imprecision of implicit criteria.'**

Donabedian attributed the following advantages to the use of explicit criteria: simplicity;
lower cost of application even though their development can be time consuming; the
ability to establish the validity of the criteria; a means of expressing practice expecta-
tions to involved practitioners; enabling personal review of everyday practice; influenc-
ing actual practice; making possible the opportunity of representing consumer views;
and supporting equity in service provision. The disadvantages of explicit criteria,
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according to Donabedian, are the need for criteria to be specific to conditions or
services under study and the possibility of inappropriate application.""* Donabedian
concluded that taking into account the strengths and limitations of explicit and implicit
criteria, it may be best to use both in sequence or in combination. This is the approach
taken in some approaches to audit.” "

Self-Developed or Other-Developed Criteria. Studies have explored the degree of
agreement on criteria between experts and practitioners and whether or not practi-
tioners change their practice to conform to audit criteria developed either by the prac-
titioners themselves or by others. Key variables which could affect the results of the
studies include the inherent motivation of practitioners to study and improve their care
and the processes used to develop criteria, including the quality of the facilitation of
individuals or groups involved. These variables tend not to be explored in the pub-
lished studies.

In 1971 in the US, a Joint Committee on Quality Assurance (JCQA) was formed to
include representatives of major national organisations whose members provided
primary care for children for the purpose of providing empirically-based criteria and a
tested audit methodology.'" The JCQA involved 129 doctors in developing and refin-
ing criteria by self-audit and then used 396 experts to validate the criteria using the
Delphi method. Four clinical subjects were used: child health surveillance (in four age
bands), tonsillopharyngitis, urinary tract infection, and asthma. The resulting criteria
were rated by a national representative sample of 1,329 doctors providing primary care
to children. Finally, the criteria were used by 166 doctors in audit in actual care settings.

In the initial self-audit phase, practitioners generated a total of 199 criteria for all the
clinical subjects. The experts added 12 additional criteria and validated 73.5 percent of
the practitioners’ criteria as relevant. Overall, the national representative sample of
doctors agreed on the relevance of 94.9 percent of the criteria circulated. There were
statistically significant ratings by type of doctor: fewer criteria pertinent to child health
surveillance of young children were deemed to be relevant by non-paediatricians. The
doctors involved in the actual audit volunteered to do so; it is unknown how many, if
any, participated in previous stages in the study. Only 16.7 percent of the criteria were
recorded in 75 percent or more of the 10,500 records in the study. In total, 45.8 percent
of the criteria were recorded in more than 50 percent of the records. In a separate
finding, doctors made estimates of the amount of relevant information recorded in
records which were higher than percentages confirmed by the audit. The study illus-
trated that criteria generated by a small group of practitioners can be refined and
validated by experts and by large numbers of representative practitioners. However,
audit of actual documentation may not confirm practitioners’ conformance with the
criteria.

In the Hulka ef al study involving 31 specialists in internal medicine in four population
centres in North Carolina, three research questions about criteria development were
addressed: Is there less than perfect adherence to self~selected criteria among practising
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specialists in internal medicine; is nonadherence to the criteria related to methodologic
problems of the research itself; and how valid is the explicit criteria method as a
measure of quality of care?'* Four medical circumstances were used: the follow-up care
of patients known to have diabetes; the initial evaluation of patients with hypertension;
the general examination; and acute dysuria in the female. The study covered the care
provided to 1,334 patients with one of the conditions. Doctors developed their own
criteria and the Delphi process was used to develop doctors’ consensus on criteria
applicable to the four conditions.

The findings included that evidence pertinent to the consensus criteria were more
likely to be found in the doctors’ records (61 percent of records met consensus criteria
versus 22 percent of records met non-consensus criteria). Of the 99 criteria which were
present in over 50 percent of records, 86 percent were in the consensus criteria list. The
researchers tested whether doctors were more likely to follow their own individual
criteria or their consensus criteria: adherence to consensus criteria was greater than to
individual criteria for three of four conditions (p < .001 for diabetes and hypertension;
p < .05 for dysuria). Also, adherence to criteria generated by the group as opposed to
criteria available from elsewhere was greater for three of four conditions (p < .01). In
the study, doctors’ conformance with the criteria was shown to relate to doctors’ work-
load as measured by the number of patients seen per hour; for busier doctors, there was
less evidence in the records of conformance to criteria particularly of information
pertinent to history taking or physical examination.

As part of a randomised controlled trial of medical audit in 16 primary care group prac-
tices in Boston, Palmer and colleagues measured the degree of doctors’ agreement with
criteria developed by the researchers for use in the trial and the percent compliance
with the criteria by the same doctors, based on review of their records. Only four of 203
paediatricians’ responses indicated disagreement with the criteria pertaining to condi-
tions treated by paediatricians; however, from one percent to 47 percent of cases
involved in the audit did not conform with the criteria.”** Specialists in internal
medicine involved in the same trial varied more than the paediatricians in their degree
of agreement with criteria used in the trial. Among 316 doctor responses, agreement
varied from 57 percent to 100 percent. When the doctors’ records were compared with
the criteria, from 6 percent to 42 percent of cases did not conform with the criteria.”

In a small study, Norton and Dempsey used a crossover design involving six family prac-
titioners to assess if doctors’ involvement in creating their own criteria and receiving
immediate feedback on their performance produced an improvement in perform-
ance." Data were collected on the doctors’ care of patients with vaginitis and cystitis
for two months prior to the doctors’ agreement to produce their own criteria lists on
dne of the conditions. Doctors in two different groups created personal criteria for one
of two conditions, cystitis or vaginitis, then were given immediate feedback on their
own performance on the condition for which they wrote criteria, and were allowed to
change their criteria. Six and 14 months later, data were collected again on all doctors
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on their treatment of both conditions. The findings illustrated improvement in
doctors’ performance at both six- and 14-month intervals for the experimental condition.

Putman and Curry” found that participation in the generation of criteria was followed
by a significant improvement in doctors’ behaviour; interestingly, in the same group of
doctors, doctors’ involvement in the selection of the condition to be audited was not
associated with changes in practice.

UK researchers have demonstrated that active involvement in setting standards for clin-
ical care by general practitioners was associated with improvements in the doctors’ pre-
scribing and follow-up practices. Anderson et al '™ reported that one year following
development and discussion of a protocol for monitoring treatment with digoxin in
general practice, monitoring practices had improved significantly among principals
who had carried out the audit but not among other principals in the same practices.
In the North of England Study of Standards and Performance in General Practice,"”™'™
ten groups of general practice (GP) trainees in the North of England participated in set-
ting clinical standards for two childhood conditions, one for training purposes and one
for purposes of the study. In addition, a standard for each condition was drawn up by
five mixed groups of specialists, which included paediatricians and general practi-
tioners, the standards were exchanged with one of the GP trainer groups, and the two
groups met, after which the trainer group could finalise its standard. Also, the trainer
groups each experienced different types of medical audit for three of the four other
study conditions, the other medical audit interventions being receiving a standard set
by another group; receiving data on their performance as a group compared with the
performance of all other groups; receiving data only on their performance as a group;
and receiving neither a standard nor data, ie, the control.

Data on the GPs’ actual clinical practices were collected from patient records and
separate enhancement records, through the use of survey questionnaires with parents,
and via activity analysis within practices. Data were collected for up to two years after
the completion of standard setting. Only two types of information in records showed a
significant change associated with the setting of clinical standards, those on drug man-
agement and follow-up decisions. In this study, there was no evidence that the other
types of medical audit, ie, receiving a standard, receiving comparative data, and receiv-
ing descriptive data, had any effect. Also, the effects of standard setting were no greater
for groups who received specialist input than for those who did not.

Several standardised nursing audit instruments™* rely on the use of criteria which are
defined within the audit instrument and which have been subject to reliability and valid-
ity testing, and thus are not developed locally by nurses.  Several of the nursing audit
instruments have been subject to evaluation in the UK; however, the evaluations do not
specifically address which approach - self-developed or other-developed criteria —
enables more significant improvements in the performance of nursing care. In an
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analysis of the issues involved in formulating and applying criteria, Kitson et al noted
that the research questions raised by Hulka et al'* still demand answers from nursing.'”’

Methods for Achieving Consensus on Criteria. In addition to the studies already
cited which have developed and tested methods for establishing criteria, others have
made relevant contributions to the question of how criteria can be developed by pro-
fessional groups. Elements of a method for developing consensus on reliable and valid
criteria across practitioners have been described as including the following: develop-
ment of criteria from state-of-the-art clinical literature; refinement of the criteria by
expert panels using the Delphi process; assignment of differential item weights to the
criteria which remain following the successive rounds of the Delphi process and identi-
fication of criteria which yield little information; development of a scoring system; and
training and inter-rater reliability testing of data abstractors.'

This overall approach was followed in a study carried out in Scotland.'™ A postal ques-
tionnaire survey involving 121 consultant gynaecologists was useful in validating 19 of
20 criteria on induced abortion to be used subsequently in a national audit project.

The extent of agreement on proposed criteria may vary considerably, however.
Improvement in the degree of agreement may be achieved through having the practi-
tioners meet and discuss indicators which they had previously rated by post. However,
in a US study involving doctors’ views on indications for six medical and surgical pro-
cedures, agreement following discussion was still only on 42 to 56 percent of indicators,
excluding one outlying procedure.”' In another US study, one group of surgeons was
more likely to favour surgical treatment for carotid discase than a multispecialty panel
which included neurologists and other specialists; however, the two groups reached con-
sensus on inappropriate indications for such treatment.'”

In the UK, some groups of general practitioners meeting to set standards for audit were
observed to function to achieve the task, whereas in others, the behaviour of individual
group members was observed to have had an effect on the meeting outcomes. The
authors of the observations concluded, “Doctors taking part in collaborative audit pro-
jects should therefore have some appreciation of the skills needed to facilitate meetings
and groups .... In groups with a facilitator ... this task is much simplified; otherwise
groups have to cultivate a critical attitude towards their own activities.”'™

Kitson and colleagues studied whether and to what extent criteria sets derived from an
expert group of nurses differed from criteria generated by local practitioner groups of
nurses on the subject of postoperative pain management.'"” The nominal group process
and the Delphi technique were used by the researchers working with the expert group
to devise a set of criteria. The nominal group process and brainstorming were used by
facilitators working with five local groups of nurses from five surgical wards in different
hospitals. The expert group generated more criteria and the criteria were more
specific. Convergence on criteria across any two ward-based groups varied from 36 to
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55 percent agreement. The findings thus illustrated “the significant role the facilitator
plays in ensuring an effective process.”

External Sources of Criteria. Previously described studies have suggested the circum-
stances under which expert opinion or expert-developed criteria or standards may or
may not be accepted. Research which compares the effectiveness of norms with other
sources of criteria or standards could not be located. Studies on the use of antibiotics
and laboratory investigations have illustrated difficulties in achieving changes in prac-
tice based on patterns of normative usage.'"™'™ Examples of the use of benchmarking
to best known practice have been published,"”'” although research studies on the effec-
tiveness of benchmarking compared to other sources of criteria could not be located.

Evidence-Based Measurement. ‘Two issues pervade most of the published work
pertinent to measuring clinical practice: the scientific base for the measures used and
the adequacy of available data sources to supply reliable evidence of actual practice in
relation to the measures. Some of the difficulties reported in developing consensus on
valid criteria by which to assess care may be attributable to the lack of a body of current
scientificallysound knowledge of the processes of care which are most likely to con-
tribute to desired outcomes and to prevent undesired ones. Donabedian summarised
this point: “It cannot be emphasised too strongly that our ability to assess the quality of
technical care is bounded by the strengths and weaknesses of our clinical science.”
Many of the studies concluded that evidence of actual practice in patients’ medical
records did not support doctors’ perceptions of their own practices. The studies
tended to note that audit might be limited by the quality of recordkeeping and to
recommend consideration of more structured and comprehensive medical records.

Outcome vs Process Measures. A number of studies have attempted to assess the cor-
relation between processes of care and outcomes or between compliance with audit
process criteria and patient outcomes. The findings have illustrated the complexity of
the relationships. Hulka and colleagues found no statistically significant associations
between compliance to process criteria and outcomes.'”

The North of England Study assessed functional, psychological, educational, and con-
dition-specific clinical outcomes for the childhood conditions for which GPs developed
standards, via interviews and a postal survey with parents of the children whose care was
included in the standard-setting part of the study.' Only one of the 15 analyses of the
data which were undertaken showed a change that could be attributed to standard set-
ting: children who had been seen by GPs who had set standards for recurrent wheezy
chest showed a much greater improvement than other wheezy children. These findings
were consistent with evidence gathered from medical records that the GPs’ practice had
changed following standard setting.

Recent argument favours studying the processes of care along with or in preference to
outcomes of care.” What happens to patients, ie, outcomes, may be the most
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meaningful measures of quality of care; however, the following advantages to process-
outcome or process measures have been asserted:*!'!*!7

*  Outcomes do not directly assess quality of performance; they only permit infer-
ence about the quality of the process (and structure) of care. The degree of con-
fidence in that inference depends on the strength of the predetermined causal
relationship between process and outcome (and structure and process).

*  Outcome assessment must include correction for factors such as patient compli-
ance with recommended treatment or case mix, for which sufficiently complete
methods of standardisation may not yet be available.

¢ Some meaningful outcomes are delayed in appearance and it is difficult to obtain
reliable information about their occurrence.

° There is insufficient scientific evidence about the contribution of some healthcare
professionals’ practices to patient outcomes.

*  Not all patients who experience a poor process of care suffer a poor outcome.

*  The achievement of outcomes depends on the integration of several potentially
unrelated inputs working within a system, and it may be difficult to isolate with cer-
tainty the specific factors which have contributed to outcomes.

¢  Practitioners are unable to develop clinical methods to improve outcomes unless
there is understanding of how outcomes and processes are related.

*  Process measures are less expensive to use and are valid when based upon aspects
of care which have been proven by research to be effective in improving patient
outcome,

*  Outcome-only data can be subject to misrepresentation and misunderstanding by
the public.

Data Sources and Collection Methods. The studies which have examined the criteria
and data collection phases of audit have tended to recognise the problems with reliance
on patient medical records as reliable sources of data for audit purposes. Alternative
strategies for assessing the performance of doctors have been investigated, using a
criteria map for the outpatient management of chronic obstructive pulmonary disease
as the basis for the assessment.”” The methods used were doctor interview, patient
interview, videotaped observation, and abstracting of information from the patient
record. A total of 30 patient-doctor encounters were included, with 13 specialists in
chest medicine participating. For the 24 patients with whom all methods were applied,
the two interview methods were found to supply more information about compliance
with the criteria. On criteria pertaining to medication management, investigations,
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and identifying complications, the videotaped observation provided data comparable
to the interviews. The doctors reported, however, that 35 percent of the time the inter-
view process tended to change the nature of the visit. The record-based audit was the
least costly per patient. The researchers concluded that no method excels in all ways
as a strategy for evaluating doctor performance in the ambulatory care setting and
that such evaluation should consider care over a number of visits and match methods
with specific objectives of evaluation.

Lawthers et al''" have pointed out that a crucial and often-missed step in performance
measure development is evaluation of the measures. They have recommended that reli-
ability testing, both of alternative data sources and of data abstracting, be carried out,
as well as validity testing.

Direct Participation in Data Collection. A small US study carried out in 1986
addressed questions about participation in audit by doctors in training (residents): do
results generated by other residents improve trainees’ compliance with standards; do
residents who spend time doing actual audit data collection improve their compliance
more than trainees who simply receive the results of others’ audits; and if there is
improved compliance by “self-audit”, what is the cost of the added improvement.'"® The
study used a combination of research designs: a before-after design to assess the efficacy
of passive receipt of audit findings, and a randomised controlled design to assess if
residents who collected data from records themselves performed better than residents
who just received results. The two subjects for study, ordering influenza vaccination and
ordering screening mammography, were selected because well-defined criteria for the
procedures were accepted, several possible data sources were available for both subjects,
and comparisons could be made with studies in other locations. Residents were strati-
fied by training year and assigned at random to one of three groups, one assigned to
audit their own records for vaccination and one to audit their records for mammo-
graphy, and the third had no assignment.

Prior to the intervention, data on the doctors’ performance against the criteria had
been collected independent of the residents. Following the intervention, all doctors
were provided with the results of both of the self-audits as part of educational sessions
on the subjects. Subsequently, unknown to the residents, an independent audit of prac-
tice related to both procedures was carried out. The subsequent audit of all residents’
performance showed that decision making about influenza vaccination was significantly
improved for all groups and there was no difference among the groups. Decision-
making about screening mammography also was significantly improved and the resi-
dents who audited their own records improved significantly more than the others. In
terms of cost-effectiveness of the time spent in audit, the authors found that self-audit
achieved better compliance with standards but at roughly twice the cost of the control
group who received information about colleagues’ performance and education only.
The researchers suggested explanations for their findings: improvements in vaccina-
tion rates did not occur because the overall rates were reasonable before the audit or
patients may accept vaccination more readily than mammography and residents
needed to be motivated to explain the mammography procedure to patients.

32



The Audit Process and Selected Literature

Key Points

Measures of practice can be effectively used in audit to contribute to improvements
in practice when they are developed by or otherwise made acceptable to the prac-
titioners whose performance is to be reviewed.

Implicit measures of quality of care appear to be less reliable in audit than
explicit measures.

Measures of processes and outcomes of care or process measures alone are prefer-
able to outcome measures alone.

The patient medical record may be the most readily available and least costly data
source for audit in many organisations; however, data from other sources may be
more complete.

Evaluating Practice Based on Measurement

The Process

Following collection of data on current practice in comparison to measures, the evi-
dence of actual practice is evaluated formally. In audit, evaluation may involve four
tasks:

e Review of cases found to not meet the audit criteria in order to verify whether or
not any variation from the criteria is clinically acceptable.

¢  Comparison of the findings of measurement to the criteria, with adjustment for
review of any acceptable variations, in order to determine if actual practice meets

expectations expressed in the criteria.

*  Feedback of the findings of the comparison to those whose work is covered by the
audit.

®  Analysis, and possibly investigation, of problems represented by instances of crite-
ria not being met, and the causes of the problems.

The evaluation can be carried out with the involvement of those affected by the audit
and may include the use of group problem-solving or quality improvement techniques.
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The Questions
Questions concerning the evaluation of actual practice might include the following:
*  What factors contribute to an effective “peer review” process?

¢ What are effective ways of presenting the findings of measurement of current
practice to professionals, with the aim of having open inquiry about how actual
practice could be improved?

*  Does feedback of findings alone work to achieve changes in practice?

The Literature

Few published studies have explicitly investigated the evaluation and “peer review”
phases in audit in detail. The literature tends to refer to the whole phase of audit as
“feedback” and is imprecise and confusing about the nature of the processes involved.

The randomised trial by Palmer et al * appears to be the only study which described the
process in detail. The approach in the study parallels the audit principles established
earlier by the Joint Commission and provided for the following:

*  Review of all cases which did not meet the explicit criteria by one or more mem-
bers of the “peer group”, called “peer reviewers,” using a structured implicit review
process.

*  Presentation of the findings to the group involved, both the percentage of cases
meeting the explicit criteria and the percentage accepted by the peer reviewer.

e  Discussion of the findings by the peer group, ie, the implications for patients and
practitioners.

*  Planning of action to improve care, if needed, as indicated by the cases which did
not meet the explicit criteria and were not accepted as appropriate care by the
peer reviewers, The action plan may include providing feedback to all those
involved or concerned with the subject of the audit.

Much of the literature assumes that feedback and education are synonymous, ie, that
practitioners change their behaviour after being told about their current performance.
A few sources distinguish clearly between feedback and educative processes. The
process of providing feedback involves supplying information to others, eg, “telling”
practitioners about the audit findings, whereas the process of providing education
involves designing and supplying an experience which changes attitudes or behaviour,
eg, “teaching” practitioners about the importance of the audit findings and enabling
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practitioners to learn new behaviours.™* An early US study pointed out the signifi-
cance of the distinction between identifying knowledge gaps of practitioners and other
reasons for their performance patterns. Ashbaugh and McKean'” surveyed reasons for
non-compliance with criteria in 55 individual audits and concluded that only six per-
cent of “deficiencies” revealed by audit were due to lack of knowledge; the remainder
were due to systemns-related and other causes.

The evaluation process in audit should also include an assessment of practitioners’
readiness to change practices: Do practitioners know there is a variation between their
practice and agreed criteria for practice? Do they accept that the variation is important?
Do they know how to change, assuming acceptance of the need to change? Is the
change required within their personal control to achieve? Are the practitioners likely
to maintain any changes in attitude or behaviour over time in the absence of strategies
to sustain change? The use of feedback alone where implementation of change involves
knowledge or skill which the practitioners may not yet have acquired or providing feed-
ing when what is needed is change in systems which is beyond the control of the prac-
titioner to address has been informally called “shouting at the problem.”

Evaluation and Peer Review. In the Palmer ¢ al RCT of audit in 16 group practices,”
a very explicit process of evaluation was used: For each group practice represented
in the study, cases which varied from one or more of the explicit audit criteria, based on
the data collection phase of the audit, were identified and presented to one of the prac-
tice doctors who had agreed to serve as peer reviewer. The peer reviewer analysed each
case, looking specifically for the reason why the criteria could not or should not have
been met. If a specific reason was not found, the variation was called “unjustified”, ie,
the variation constituted a deficiency in care. The peer reviewer presented the findings,
including the percentage of unjustified cases, for discussion at a meeting of the doctors
working in the practice, focusing on the causes for deficiencies and on plans to improve
care. Individual doctors received separately a report of findings and detailed case
summaries of any of their own cases which had been subject to case evaluation by the
peer reviewer.

Findings of evaluation presented by the peer reviewer were not disputed in any of the
practice sites. Reviewers varied widely in the leniency of their judgements, some
accepting broad interpretations of the criteria or implied or intended though not
documented compliance. Lenient peer reviewers tended to justify obvious noncompli-
ance with criteria if they judged that the patient was unlikely to be harmed. Leniency
of the peer reviewer was unrelated to the decision to take corrective action. Peer review-
ers’ judgements were occasionally overruled at meetings by group consensus, in both
directions of more leniency or more harshness. Peer reviewers tended to develop
strategies for motivating colleagues to improve by avoiding dispute with colleagues on
marginal cases and focusing on what could be done about obvious deficiencies in care.

In a different model for peer review, radiology review committees were established in

six centres participating in a study of the influence of Royal College of Radiologists’
guidelines on hospital practice.”™ Among the committees’ tasks was to monitor

35



Good Practice in Clinical Audit

compliance with the guidelines, having distributed them to clinical users and consid-
ered local adaptations of the guidelines. Initially, all committees expressed reservations
about intervening if the monitoring identified certain firms of doctors whose practice
was at variance with that of colleagues in the same specialty. Four committees agreed to
intervene and a fifth agreed in principle but not on how the intervention was to be
carried out. Criteria for when intervention would be used included that a firm had
referral rates that were twice the average local specialty rate for at least three consecu-
tive quarters; initially high and steadily increasing rates; or three times the specialty
rates in other centres. The committees’ intervention ranged from informal discussion
with colleagues to a formal presentation to all medical staff.

Feedback. Because the literature on audit and feedback tends to refer to feedback as
a strategy for achieving change, a summary of relevant studies is included in the next
section.

Key Points

A two-phased strategy of (1) using explicit criteria to measure quality of care across
several cases and (2) using structured implicit criteria to review the individual cases
which do not meet explicit criteria can enable practitioners to focus on potential
reasons why there are cases which do not meet either explicit or implicit criteria.

Audit leaders can motivate colleagues to improve by focusing on what can be done
about obvious shortcomings in care provided to patients.

Acting to Improve Practice and Maintaining Improvement

The Process

If evaluation of the audit findings suggests the need for improvements in actual prac-
tice, the group responsible for the audit plans action needed to achieve the improve-
ments. At the simplest level, an action plan may consist of implied agreement among
practitioners to modify their personal behaviours, eg, document important aspects of
patient care more consistently or change current prescribing patterns. Many improve-
ments are achieved through this approach when the behaviours involved in the audit
arc under the sole and direct control of individual practitioners and when practitioners
can accept the value of change.

For several audit findings, however, substantial problems impede the provision of care
which would be consistent with agreed audit measures. In these situations, investigative
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and analytic processes may be required to uncover the true causes of the problems and
action may need to consist of a substantial operational programme to address directly
such causes. Historic patterns of resource allocation, lack of systems, persistent break-
downs or failures in traditional systems, redundant paperwork, or lack of communica-
tion across professional or service lines are examples of causes of problems which
simply can not be addressed by individual practitioners or even a single group of
practitioners. In such situations, corporate management commitment and additional
problem-solving skills may be needed to achieve any improvements in patient care.

The Questions

Questions concerning taking action as part of the audit process might include the
following:

*  What analytic methods work to facilitate identification of causes of problems which
are demonstrated to be impeding practitioner performance?

¢ What strategies are effective in achieving and maintaining changes in practitioner
behaviour when such changes are under the sole and direct control of individual
practitioners? Do the same strategies work equally with all healthcare pro-
fessionals?

*  Are single strategies more likely to be effective than combinations?

. What proportion of all needed improvements in patient care as identified by audit
can be made solely by involved practitioners?

*  What organisational structures and processes are effective in supporting achieve-
ments in improvements in patient care which are indicated by audit findings?

The Literature

As stated earlier, the literature tends to feature “feedback” related to audit and does not
reflect the true complexity of analysis of the behavioural, attitudinal, or systems changes
required to complete the audit cycle.

Pragmatic advice to practitioner groups to select subjects for audit on which the group
itself can act to improve practice tends to lead to avoidance of audit of perceived prob-
lem areas for which individuals or specific practitioner groups working in isolation can-
not achieve improvements. There may be considerable traditional barriers to attempt-
ing to work together with other practitioner or management groups on audit of such
problems.
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Payne et al reported that improvements in the process of medical care were related
directly to the intensity and duration of planned interventions by the group involved
and followed organisational changes in the research sites involved, primarily managerial
and support services initiated by policy decisions which were made in the sites.'!

The literature tends to address strategies to achieve changes in individual practitioner
behaviour. The strategies include the following: feedback; continuing education;
implementation of guidelines; and the use of quality improvement techniques.
Systematic reviews tend to group all or some of these categories under feedback or con-
tinuing education without discriminating among factors which may have affected the
research findings, ie, nature of the design of informational or educational interven-
tions, use of a single strategy or a combination of strategies on a one-time or continu-
ous basis, or perceived authority of change mechanism or agent.

Feedback. A review of 36 studies of the role of feedback of statistical information in
changing clinical practice included other interventions designed to influence clinical
care as well.'"™ The authors concluded that “feedback of information most probably
influences clinical practice if it is part of an overall strategy which targets decision mak-
ers who have already agreed to review their practice and if it is presented close to the
time of decision making.”

Continuing Education. Comprehensive systematic reviews of 99 RCTs on continuing
medical education have used a very broad definition of education to include trials involv-
ing opinion leaders, patient-mediated strategies, feedback, and reminders as strategies
designed to change the performance of doctors and healthcare outcomes."™ Others
have distinguished among these interventions using categories such as (1) education, (2)
feedback, (3) administrative changes, (4) group processes, and (5) incentives.'® The
findings of a recent systematic review on CME included the following:'"*

e In the RCTs reviewed, 81 single intervention strategies were used, of which 60 per-
cent demonstrated change in at least one major outcome measure, 37 percent
failed to demonstrate change, and 3 percent effected change in doctor perfor-
mance without altering healthcare outcomes.

¢  Relatively short formal continuing medical education events such as conferences
generally effected no change.

¢ Of the 39 interventions which used two educational methods, 64 percent were pos-
itive, 31 percent were negative or inconclusive, and 3 yielded mixed results.

e Of 39 interventions which used three or more educational strategies, 79 percent
were positive, 13 percent were negative, and 8 percent produced mixed results.

¢ Of 28 interventions targeted at specific behaviours as a result of a “gap analysis

technique”, such as audit, or addressed specific barriers to change, 89 percent
resulted in a positive change and 11 did not.

38



The Audit Process and Selected Literature

Consistent with RCT findings, some researchers have reported success with “educa-
tional marketing” campaign approaches involving a combination of feedback and
educational interventions over time."*"* The mechanisms accounting for the success of
such campaigns may be explained via a small-scale qualitative study involving general
practices, which was carried out by Armstrong, Reyburn, and Jones."” They identified
three models which accounted for GPs’ changes in prescribing practices: (1) accumu-
lation, in which the volume and authority of evidence were important; (2) challenge, in
which change followed a dramatic or conflictual clinical event; and (3) continuity, in
which change took place against a background of willingness to change, influenced by
other factors.

Guidelines. Two UK reviews on studies involving the implementation of guidelines have
been published; both reviews include audit studies which used criteria as well as studies
using guidelines."™'® It is unclear, therefore, if conclusions about practitioners’ changes
in practice differ if they are engaged in “audit” as opposed to following “guidelines.”
Four major differences between guidelines and criteria have been identified:"” (1)
Guidelines are designed to assist clinicians and patients in making decisions about
healthcare to be given whereas criteria assess care decisions that have already been made;
(2) Guidelines recommend patient care data that should be obtained as they are
needed to make clinical decisions whereas criteria are applied to data that were
collected in the course of delivering care; (3) Guidelines may follow a set of branching
pathways corresponding to variation in the health states of patients whereas criteria are
generally limited to main important pathways; and (4) Guidelines tend not to include all
possible clinically acceptable exceptions whereas criteria tend to acknowledge
frequently occurring anticipated exceptions.

The main conclusions of the systematic reviews on guidelines have included the
following:'®'*

*  The more overtly educational the strategy for disseminating guidelines, the greater
the likelihood that the guidelines will be adopted within clinical practice, provided
that dissemination of guidelines is reinforced by an appropriate implementation
strategy.

¢ Of the implementation strategies which operate within the doctor-patient con-
sultation, those which focus on the management of individual patients are more
likely to lead to changes in practice.

*  Internally-generated guidelines are less likely to be scientifically valid because local
groups lack the resources, including skills, needed to develop guidelines.

Quality Improvement (Ql) Techniques. The contribution of quality improvement
techniques as a form of intervention to achieve change has been recognised in recent
studies which combined feedback and the explicit use by doctors of quality improvement
techniques.'™*" As the use of these QI techniques gains more acceptance by doctors and
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other healthcare professionals, their utility in facilitating changes in practice is likely to
be recognised.

Strategies for Achieving Change. Practitioners frequently recognise the need to “com-
plete the audit cycle” but they may not have the skills, time, patience, authority, or
resources needed to engineer significant improvements in the quality of patient care.
Baker noted that audits fail when the findings do not bring about changes in day-to-day
clinical practice, because deficiencies in patient care are seen as unimportant or because
the changes required seem so considerable at a local level so as to be impracticable.'
O’Hagan provided one example of why “the effector part of the peer review cycle can be
the most difficult and time consuming,” explaining how it took two years in his hospital
to achieve improvements in the management of patients with asthma.'”

The findings of studies on attempts to change practitioner behaviour should not be sur-
prising and “it is unrealistic to expect a single, ‘magic bullet’ solution . . . given the num-
ber and diversity of barriers to the utilisation of health care evidence.” Haynes has also
asserted that traditional means of transmitting information about advances in knowledge
about effective medical care, ie, professional journals, can serve to confuse practitioners
because journals fill a number of communication functions. They publish rigorous stud-
ies which scientists are communicating to practitioners, but they also publish short
reports, opini()ﬂs, and communications among practitioners,'”

Mittman, Tonesk, and Jacobson have argued that decisions, actions, and behaviours,
including of healthcare practitioners, are based less on formal evaluations of cost-bene-
fitand instead on habits and customs; assumptions, beliefs, and values held by peers; and
on prevailing practices and social norms that define appropriate behaviour.' They advo-
cated the use of models of practitioner behaviour change which consider the “social
influence” of peers’ judgements and beliefs. The implications of this theoretical
approach include that transferring information via feedback and educational interven-
tions is unlikely to be as effective as transferring norms and values. The specific strat-
egies suggested for modifying group norms include the use of single individual opinion
leaders to influence all members of a group or the facilitated introduction to a group of
quality improvement techniques or other participatory decision-making activities, such
as the development of clinical practice guidelines, through which new norms can be
established within a group.

Maintaining Improvements. In addition to the trials included in reviews on feedback
and education, the particular problem has been recognised of maintaining improve-
ments in practice when doctors in training, whose behaviour is being modified via audit,
rotate frequently to new jobs as in the NHS."™™ In these circumstances, the important
role of senior consultant staff’s training and supervision of doctors trainees has been noted.

Key Point

Changes in practice may be achieved more effectively if a strategy involving
several different types of action is used.
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PUTTING THE EVIDENCE IN
CONTEXT

Audit as an Innovation

Clinical audit is a mandated innovation in national healthcare systems, and it may be
useful to consider audit in this context. Whereas the principles of audit of medical care
have developed over a century and individual practitioners voluntarily carried out audit
activities over many years, the large-scale implementation of audit in all healthcare
organisations has represented an unprecedented requirement for “quality control” of
healthcare services by the governments of certain countries including the UK.

Rogers* has defined an innovation as an idea, practice, or object that is perceived as new
by an individual or organisation. “Newness” involves not only knowledge of the inno-
vation but also the attitude toward it which may affect the decision to adopt. Rogers
identified five characteristics of innovations which help to explain their rate of adop-
tion: relative advantage, ie, the degree to which an innovation is perceived as better
then the idea it supersedes; compatibility, ie, the degree to which an innovation is per-
ceived as being consistent with existing values, past experiences, and needs of potential
adopters; complexity, ie, the degree to which an innovation is perceived as difficult to
understand and use; trialability, ie, the degree to which an innovation may be experi-
mented with on a limited basis; and observability, ie, the degree to which the results of
an innovation are visible to others.

Rogers’ characteristics provide a framework for positioning the evidence on clinical
audit as follows:

*  Relative advantage — For some groups, the advantages of audit have been obvious
from the start of using the process. Through clinical audit, groups have been
enabled to achieve changes which in turn benefit patients. However, in the NHS,
it is unclear if clinical audit supersedes another formal process or activity with the
same objective, ie, to systematically measure and improve the quality of patient
care. There may be little basis for practitioners to recognise that audit offers
advantages over more traditional methods such as self-assessment of one’s own
clinical practice, grand rounds, educational sessions, standard-setting, or other
activities which audit is perceived as replacing. The efficacy of previous peer-
accepted methods in systematically improving patient care has not been tested in
controlled research contexts.
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Clinical audit is an example of what Rogers called a “preventive innovation,” ie,
one in which the sought-after consequences are distant in time and so the realisa-
tion of benefits is delayed. An analogous example in medicine is health promo-
tion or preventive medicine practices. It is sometimes difficult to motivate people
to prevent unwanted events which may occur naturally at low incidence rates.
Similarly, it may not motivate practitioners to systematically look for circumstances
or situations which suggest that the quality of patient care can be improved.

Relative advantages of adoption of the clinical audit process could include the
potential for decreasing waste or costs, inconvenience or discomfort to patients, or
discordance with professionals’ values when services are believed to be inconsistent
with patients’ needs. However, these potential benefits require commitment to the
audit process before they can be realised.

Compatibility — In the NHS context, there are two potential incompatibilities
between the implementation of the clinical audit process and practitioners’ values
and beliefs: clinicians’ autonomy,”' and practitioners’ beliefs and past experiences
that the implementation of improvements in patient care will be frustrated by the
lack of financial resources or by other constraints such as employees’ working prac-
tices.

The clinical audit process introduces new forms of behaviour in some pro-
fessional or specialty groups, ie, improving group as opposed to individual perfor-
mance. Unless a professional or specialty group already has the experience of
working as a team or is facilitated to learn how, the audit process may remain
incompatible with the group’s norms. Also, over the more than forty years during
which the NHS was managed as a monolithic bureaucracy, a large number of indi-
viduals who may have attempted to achieve patient care improvements based on
valid evidence were thwarted by “the system”. Thus the objective of the audit
process, ie, to improve the quality of patient care, is still met with cynicism by some
practitioners.

Negative experiences with one innovation can affect the adoption of future related
innovations. A negativity toward clinical audit may be predisposed in the NHS by
previous approaches to “quality improvement,” eg, quality assurance or total qual-
ity management.

Complexity — The principles of clinical audit are logical and self-evident. The
research-based evidence on audit, however, illustrates the true complexity of the
process. After decades of research, some key points about measuring the quality
of patient care are understood in a scientific sense. Strategies and techniques for
changing practitioner behaviour are now being subjected to intensive inquiry. The
clinical audit process has appeared deceptive to some: incredibly easy and straight-
forward on the face of it yet incredibly difficult and complex to get to “work” each
and every time.
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¢ Trialability — The clinical audit process can be tried out very easily by individuals
or groups. It is easy for practitioners to find out how audit works in their own cir-
cumstances. The value of audits carried out on a “trial” basis has helped consid-
erably to overcome practitioners’ uncertainties about the process and to promote
the continuation of the activity.

*  Observability — Practitioners have been willing to share their positive experiences
with audit which has enabled the benefits of the process to be visible to others.

In summary, the clinical audit process is easy to try out and it is observable to others.
The process is logical and easily understood, although there are a number of complex
technical issues in implementation. There are defined advantages of the process but
these are not always apparent to clinicians. Implementation of the process may not be
compatible with the social system of healthcare practitioners, as illustrated by the
research evidence on changing practitioners’ behaviour. This analysis highlights poten-
tial barriers to clinical audit and related activities which were classified by Luke and Boss
as follows: lack of clarity about what quality in healthcare means; lack of certainty about
valid and reliable methods for measuring quality; and lack of certainty about methods
for improving quality.*”

Audit as Part of the Paradigm Shift

There has been considerable debate about the nature of quality in healthcare.*
Progress is now being made in the UK in developing an understanding of what quality
in healthcare means, at least from the patient’s perspective.”” Key attributes of service
including appropriateness, effectiveness, and accessibility of services as well as accept-
ability and efficacy of services are being emphasised.

The lessons learned so far about defining, measuring, and improving the quality of
patient care are contributing to a “paradigm shift” in medicine. Kuhn observed that
science doesn’t exist as a unified body of theory, knowledge, and technique but that
there are multiple sciences in existence at any one time. At times of intellectual crises,
alternatives are brought forward, new disciplines are established, and a shift in paradigm
occurs in which new methods and techniques are applied to perceived problems.*

In the Western world, healthcare systems are in crisis caused by an inability of nations
to match the demand for and the supply of healthcare services. In response, healthcare
systems are experiencing a “Kuhnian revolution™ consisting of two parts: a systematic
examination of the scientific basis of clinical practice,” and application of industrial
techniques to achieve improvements in the processes and outcomes of clinical practice.™

The lack of scientific basis for clinical practice is being addressed internationally
through such initatives as the Cochrane Collaboration on Effective Professional
Practice, consensus development of clinical practice guidelines, and technology assess-
ment and research and development programmes.
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The second part of the paradigm shift recognises that, in addition to widespread varia-
tion in individual practitioner behaviours, day-to-day operational systems used in health-
care settings are considerably outmoded when compared with those used in industry
and they tend to be designed to meet practitioners’, not patients’, needs. Shortcomings
in the provision of patient care services at local level are being addressed by use of a
variety of quality improvement techniques, including clinical audit.

The Implications for the Professions

Wennberg has commented on the profound implications of the healthcare crisis for the
status of the medical profession. “The doctor-patient relationship is based on the
notion that it is rational for patients to delegate decision making to physicians ...
because of their formal training, continuing education, and extensive experience,
[physicians] are assumed to know the scientifically correct way to treat disease.
Moreover, they are assumed to understand vicariously the needs and values of patients
and thus are qualified to make utility or value judgements for patients .... Itis no longer
reasonable or feasible to base health policy on ... [this] theory ... [based on] the evi-
dence...”™*

Berwick has argued that healthcare professionals and purchasers must establish and
hold to a shared vision of a healthcare system which is undergoing continuous improve-
ment™ and use the scientific method to understand how systems work and to achieve
improvements.*”

Berwick, Enthoven, and Bunker have identified a set of new skills which practitioners
need to take part in the paradigm shift in healthcare including the following:**!"

e  The ability to perceive and work effectively in interdependencies.

®  The ability to work in teams.

*  The ability to understand work as process.

*  Skill in collecting, aggregating, analysing, and displaying data on outcomes of care.
e  Skills in “designing” healthcare practices.

e  Skill in collecting, aggregating, analysing, and displaying data on processes of
work.

e Skills in collaborative exchange with patients.

e  Skills in working collaboratively with managers.

Active involvement in clinical audit and other quality improvement techniques offer
opportunities to practitioners to hone these skills and to make a contribution to

improving care to patients at a time when national resources impose constraints upon
healthcare systems.
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CONCLUSION

The literature pertinent to clinical audit supports the overall efficacy of the process.
Sufficient valid evidence is available to identify criteria for good practice in clinical
audit, as indicated in this review.

Nonetheless, the clinical audit process continues to be subject to question at local level,
because it has appeared to some that the goals of audit have been unclear; that audits
which have shown the need for additional facilities have been ignored by managers and
purchasers; and that doctors have not been convinced that audit improves quality."
Therein lie the challenges, because it is at local level that acceptance of the value of clin-
ical audit must occur.

In a climate in which the clinical effectiveness of so much of what practitioners are
trained to do is being subject to question, it is easy to see why clinicians would prefer to
defer involvement in clinical audit until the evidence is overwhelmingly conclusive
about its value and how to use it. Regrettably, such a view would mean that members of
the public could be denied realisation of some benefits of audit, even from imprecise
and perhaps ad hoc application of the process as it may be practised in many healthcare
organisations. Also, such a position would deny practitioners the opportunities to
develop needed new skills and would leave to others in and outside the healthcare sys-
tem to monitor the quality of patient care.

A more responsible approach may be to acknowledge the improvements which can be
made in the quality of care provided to patients in the NHS and to explore systematically
the mechanisms which help to achieve continuous improvement. This review and other
publications have identified a research agenda for clinical audit and quality improve-
ment. As this agenda is being pursued over time, there are benefits to sharing further
information on clinical audit, including the experiences of practitioners who are imple-
menting audit at local level. The National Centre for Clinical Audit offers the facility
of gathering and disseminating information about clinical audit in order to con-
tribute to the understanding of how improvements which benefit patients can be
achieved.
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GLOSSARY OF TERMS

The US Agency for Health Care Policy and Research (AHCPR) and the Institute of
Medicine (IOM) have introduced precision in the use of terms pertaining to audit and
guidelines. The AHCPR and IOM definitions are provided in the table.”**"* The
definitions have been explained and interpreted for use in the UK.*"*

Term

Meaning

Criteria

Explicit criteria

Implicit criteria

Indicators

Standards

Performance measures

Performance rates

Clinical practice
guidelines

Systematically developed statements that can be used to
assess specific health care decisions, services, and out-
comes.

Objective criteria specified in advance as a basis for
making judgements of performance.

Criteria formed by a respected clinician who uses clinical
judgement in evaluating performance; these implicit
criteria remain concealed in the mind of the reviewer.

Quantitative measures used to measure and improve
performance and quality. Indicators can be rate-based or
event-based.

Authoritative statements of (1) minimum levels of accept-
able performance or results, (2) excellent levels of per-
formance or results, or (3) the range of acceptable
performance or results.

Methods or instruments to estimate or monitor the
extent to which the actions of a health care practitioner or
provider conform to a clinical practice guideline

Measurements produced by using a performance measure,
providing a quantitative evaluation of events related to
patient care.

Systematically developed statements to assist practitioners’
and patients’ decisions about health care to be provided
for specific clinical circumstances.
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The Royal College of Nursing uses the definition given of clinical practice guidelines.
The RCN definitions of other key terms are as follows:*"”

Term RCN Meaning

Criteria Variables which enable the achievement of a standard
and evaluation of whether it has been achieved or not.

Standard A statement which outlines an objective, with guidance
on how to achieve it including required resources, activi-
ties, and predicted outcomes.

Indicator A measurement tool used to evaluate important aspects
of healthcare and direct attention to any problems.
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