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Occasional articles

Laboratory accreditation and audit in pathology

Following an introduction from Sir Donald Acheson,
the Chief Medical Officer of the Department of
Health, a symposium on the subject of audit and
accreditation in pathology was held at the Royal
College of Physicians of London on February 7, 1989.
The meeting was organised jointly by the Association
of Clinical Pathologists and the Royal College of
Pathologists, and was oversubscribed. For the benefit
ofthose unable to attend and the many more who have
expressed an interest in the topic, the Journal of
Clinical Pathology is pleased to publish below a brief
digest of the papers presented at the meeting, written
by the speakers themselves.

The maintenance of standards of pathology in Britain:
the current position. GW Pennington, past president,
Association of Clinical Pathologists.

Departments of pathology in the United Kingdom
have many functions in addition to qualitative
laboratory testing and the production of reports on
specimens. These include direct patient care on an
inpatient and outpatient basis and indirect patient care
shown by consultative advice on patient diagnosis and
treatment. Continuing education is extremely impor-
tant both for the trained and in-training staff of the
laboratory and for the paramedical groups such as
scientific, technical, and nursing staff.
The pathology laboratory also maintains both

general hospital and community health standards by
contributing to medical audit schemes in other disci-
plines, and by contribution to matters like infection
control, investigation and safety policies, and by
various screening services such as cervical cytology.

There are obvious difficulties in arriving at definable
and acceptable standards in many of these activities,
but in the disciplines of chemical pathology,
haematology, and bacteriology, both internal and
external quality control schemes applied exclusively to
diagnostic laboratory testing have been operating
successfully for many years. The external schemes are,
however, not mandatory, operate on a confidential
basis, and have little in the way ofsanctions against the

poor performer or the public or private laboratory
deciding not to take part in the scheme.

In histopathology quality control is more difficult.
The purely technical aspects of section cutting and
staining can be controlled, but as a quality or subjec-
tive judgement is being assessed the interpretative
function is more difficult to quantify and schemes to
do so are patchy and fraught with difficulty. Attempts
in America within the Veterans Administration have
mandated that a second review of 10% of all cytology
and surgical pathology slides be carried out with all
clinically important discrepancies in diagnoses being
brought to the attention of the chief of the laboratory
service, these changes being documented in the patient
notes.

In the maintenance of standards continuing medical
education is vital. In the United Kingdom, it is
approached in a number of ways but usually by the
interplay of the Royal College, specialist pathology
associations, and University and postgraduate centres
organising specific postgraduate courses in the various
disciplines. Ongoing medical education, however,
remains voluntary and there is no mechanism to
enforce the pathologist's participation. In America the
situation is different in that the various states often
require evidence that pathologists have participated in
a definite number ofhours ofpostgraduate instruction
each year. This system of ongoing medical credits is
currently under review, and the possibility of re-
examination is being considered. Similar situations
currently operate in Canada, Australia, and New
Zealand. Although in the United Kingdom the pres-
sures have not yet reached the intensity of other
countries, both politicians and other professional and
public groups have been expressing concern, and it
seems only a matter of time before the situation here
will be similar.

It is therefore imperative that the uniquely placed
Royal College of Pathologists should introduce such
procedures into British pathology. To fail to do so will
encourage others to take up this task. The American
system of credits is attractive for ongoing education,
coupled with an inspection system, to ensure that our
laboratories are adequately equipped, that the
analytical procedures are properly quality controlled,
and that safety is ensured for laboratory staff. Enor-
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mous difficulties would become apparent if the idea of
re-examination was taken up, although at this time
nothing can be ruled out for the future.

Medical audit in the United States G Hoffman, past
president, American Society of Clinical Pathologists.

Medical audit in the United States has expanded at an
exponential rate from a local, largely hospital-based,
physician-run activity, exemplified by transfusion
committees and mortality conferences, to a nation-
wide concept ofquality assurance for all ofhealth care.

The prime movers outside the medical profession have
been the government, who wishes to save money, the
private payers and insurers who wish to support cost
effective health care, and most particularly, the con-

sumer who wishes to receive and have a means of
selecting quality health care. As a result of this
expansion, quality assurance and assessment in health
care has developed into a vast new industry.

It has been widely accepted that three components
should be taken into account when assessing quality of
any medical function-structure, process, and out-
come. In the clinical laboratory these are roughly
equivalent to resources, methodologies, and patient
benefit, and cover everything from the choice of the
correct test and its accurate performance to relevant
interpretation of the result and assessment of its
impact on patient care. Thus quality assurance relates
as much to the performance of the pathologist as it
does to the performance of the laboratory; further-
more, such assurance should apply wherever a test
may be performed-hospital laboratory, private
laboratory, or physician's office.
From among the activities of the many groups who

are involved in quality assurance of the clinical
laboratory, three are worthy of mention in this brief
comment. The Joint Commission on Accreditation of
Health Care Organizations (JCAHO), a private con-

sortium whose hospital accreditation is widely accep-
ted at the state and federal level, the College of
American Pathologists (CAP), and the American
Society of Clinical Pathologists (ASCP). The JCAHO
has recently changed its emphasis from review of
function to review of outcome. The laboratory, as are

all other hospital departments, is now required to have
prospective projects in place that assess various
specific laboratory functions or tests from several
points of view, including relevance, cost effectiveness,
utilisation and effect on patient care. The CAP,
involved for many years in providing a nationwide
laboratory accreditation programme, has also moved
into the broader field of quality assessment of
laboratory functions. Among its several programmes
the "Q-probes" system is an excellent example. Q-
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probes are designed to permit the comparison of one
laboratory with another in functions other than those
that might be considered strictly under quality control.
These include comparisons of turn-around time,
studies of laboratory utilisation, and assessment of
their effect on patient care. The ASCP is putting more
emphasis on assessment of individual pathologists.
Three examples are voluntary challenge examinations,
the use of video discs to simulate such activities as the
examination of cytological specimens, and the expan-
sion of the educational exercise known as "check
sample" to include collection and comparison of the
diagnoses submitted by individual pathologists.
Whereas the pathologist, like all physicians, con-

siders quality an innate part of his or her professional
life, the government and the consumer now expect a
quantitation of that quality. By generating and par-
ticipating in quality assurance programme pathol-
ogists can help assure the public of uniform excellence
in laboratory performance.

The maintenance of standards of pathology in Britain:
Future developments ED Williams, president, Royal
College of Pathologists

The Royal College ofPathologists, in accordance with
its Charter, should maintain standards in pathology.
Even before the recent White Paper, the College
Council had agreed in principle to set up an Audit and
Accreditation Scheme, after receiving information on
the way in which such schemes worked in other
countries, and after informed consultations.

Audit is a much used word which can cover many
aspects. Ethical standards are the primary concern of
the GMC. Financial standards are the primary con-
cern of the local medical and managerial staff. While
professional standards are the concern of every
individual professional, the Royal Colleges are clearly
involved in ensuring that these are broadly being
upheld. There will be overlap between ethical, finan-
cial, and professional standards. The College,
however, can provide an assessment of whether
appropriate professional standards are being met
without becoming directly involved in the relative cost
effectiveness of the work being undertaken.
The most obvious component to an administrator

of the work of a pathology department may be the
reports on tests carried out; the numerical accuracy of
these can be assured through National External
Quality Assurance Schemes (NEQAS). There are
many other important aspects of pathology, however,
including direct involvement in patient diagnosis and
treatment, the interpretation and consultative role,
diagnostic accuracy, and participation in training
within pathology and in postgraduate education for
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other hospital staff. In addition, a pathology depart-
ment is involved in the maintenance ofstandards in the
health service generally-for example, through cross-
infection studies and through the necropsy service.
The audit and accreditation scheme of the College will
cover all aspects of the work of a pathology depart-
ment, except, initially, the bedside role of the
haematologist.
The scheme will be based on visits to pathology

departments undertaken by a small experienced team.
They will have a questionnaire recently completed by
the department concerned, essentially setting out its
"vital statistics," and will use this and the codes of
practice of the College, which should be issued for-
mally in the very near future. The team will assess how
the work of the department meets the standards of the
codes of practice. It will ask to see the results of the
appropriate NEQAS scheme. It may, for example, ask
to see the internal quality control system in a chemical
pathology laboratory, or the disease index and sample
reports in a histopathology laboratory. It is expected
that the team will issue two reports-a detailed report
for the consultant in charge of the department and a
summary for the district manager. The summary will
include recommendations for action if these are
required.
One difficulty that must be faced is the variation in

complexity and organisation between departments,
which range from a large, highly complex department
serving a teaching hospital or large district general
hospital, to a small laboratory providing a postal
service for a single peptide hormone assay. We are
looking at this problem; the same solution may not be
applicable to all, but we hope all will be catered for. A
second difficulty is the potential complexity of the
scheme. We hope to keep it as simple as possible-
there is no point in a scheme that is so costly and time-
consuming that too many senior pathologists are
spending more time on auditing others than in their
own department. A third difficulty is the financing of
the scheme-we hope here to look at financing by
district.
We recognise these difficulties, and, doubtless, other

problems will arise. We plan, therefore, to introduce a
pilot scheme in one region to test out audit and
accreditation in a variety of hospital departments,
teaching and non-teaching, NHS and private. Only
when this has been carried out will we take a final
decision on whether to offer a national scheme. If we
do, this scheme will be voluntary; the Audit and
Accreditation Board will state whether in its opinion
the department meets the necessary standards,
whether it would meet the standards if minor
improvements were made, or whether it was so poor
that it should not be accredited. We do not intend to
offer a punitive scheme. Our main aim is, not to close
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departments but to use this scheme to verify and, if
possible, improve the standards of pathology in the
United Kingdom.

There is considerable pressure from politicians and
the public for more open assessment of standards of
performance in all branches of medicine; in this the
United Kingdom is following developments in other
countries-notably, the USA and Canada. The recent
White Paper on health care in the United Kingdom
regards medical audit as a fundamental principle of
the review and states that the government intends to
work with the profession to foster its development.
The White Paper, however, also proposes that the
Audit Commission should be given a statutory duty to
carry out external audit of the health service in
England and Wales, with a commitment to value for
money studies. I believe it is essential that the College
provides its own audit and accreditation scheme for
pathology departments in the United Kingdom as
soon as is practicable.

Quality assurance programmes: their current and future
role in accreditation and audit PD Griffiths, past
chairman, Joint Working Group on Quality
Assurance

The development of external quality assurance
schemes (EQAS) in the United Kingdom and how they
relate to the professions and government (through the
Department of Health) is well known. The key
elements are the National Quality Assurance Panels
for clinical chemistry, haematology, and microbiology
at the present time. The panels relate directly to the
professions' multiprofessional "watchdog" commit-
tee, the Joint Working Group on Quality Assurance,
and the Department of Health's Advisory Group on
Laboratory Standards. The operation ofthese various
groups is established and the extensive range ofEQAS
schemes is expanding (at least 48 in clinical chemistry
alone). The most important characteristics of the
United Kingdom approach, which hitherto has served
well as a United Kingdom alternative to government
licencing, are their voluntary nature and confiden-
tiality of data between the schemes and their parti-
cipants. Although the panels, who have provided a
confidential counselling service, have been, on the
whole, successful, the problem of a small residue of
poor performers is unresolved. Our information is also
deficient with respect to the number of departments
participating in schemes, especially in the private
sector, and the extent to which departments parti-
cipate fully in the various schemes available for the
range of investigations they undertake.
The United Kingdom system is perhaps successful

because of its educational value, and that the volun-
tary and confidential approach were the main reasons

 on M
ay 22, 2023 by guest. P

rotected by copyright.
http://jcp.bm

j.com
/

J C
lin P

athol: first published as 10.1136/jcp.42.6.561 on 1 June 1989. D
ow

nloaded from
 

http://jcp.bmj.com/


564

that EQA schemes have become so widespread and are
now enshrined in accepted good laboratory practice.

It can be argued that increasing public and govern-
ment pressure, made even clearer in the latter's recent
White Paper Working for Patients, will eventually
make our position untenable. It can be argued further
that it is essential that all laboratory departments
should follow an agreed code of good laboratory
practice, which embraces all aspects of a department's
work, and in which EQAS is an open and mandatory
feature. It would be necessary for departments to
subject themselves not only to internal audit, but also
to independent external audit. The latter would
involve regular inspection and the public and govern-
ment would require NHS work to be carried out only
in departments who had passed these inspections
successfully and were thus deemed to be accredited.
Perhaps the professions, and the College in particular,
should take a lead in this now, thus pre-empting
potential government interference, and ensuring that
the professions concerned remain self-regulating.

Pathology accreditation in the private sector JP Lee-
Potter, chairman, pathology section, Central Commit-
tee for Hospital Medical Services

In 1987 an Association of Independent Pathology
Laboratories was proposed to "devise and implement
a system of accreditation and quality assurance in the
private sector", and a booklet was published to this
end in September 1988. It is now recognised, however,
that accreditation should apply equally to public and
private medical laboratories.
The most suitable body to organise an accreditation

scheme is the Royal College of Pathologists, but other
organisations such as the Institute of Medical
Laboratory Sciences could usefully be consulted.

Accreditation should depend on medical direction
of the laboratory, the employment of suitably
qualified scientific and technical staff, mandatory
participation in external quality assessment, and satis-
factory internal quality assurance procedures.

Registration should be on a named test rather than
specialty basis as in the broad-spectrum New Zealand
TELARC system, and legislation would probably be
required in several areas as in that country and
elsewhere, like the United States.

If all laboratories were to be accredited on the same
basis, and participation in recognised external quality
assurance schemes made mandatory, some attention
to these schemes might be necessary. In particular,
equal charging to all would be needed, and possibly
some rationalisation. Most private laboratories are
small, with only 12 of 59 in an AIPL survey employing
more than four MLSOs. A free market in EQA
schemes might develop to provide what some of the
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smaller laboratories might wish to pay for. Con-
sequently the EQA schemes themselves might require
accreditation.

Other features of an accreditation scheme would
include assessment of premises, specimen handling
and disposal, reporting procedures and conformation
with relevant statutory regulations and recommenda-
tions by government departments.

Private laboratories would also be expected to
conform with the ethical obligations of their staff in
relation to their clientele. In particular, analyses and
reports should only be provided to registered medical,
dental, and veterinary practitioners, as laid down for
MLSOs registered with the Council for Professions
Supplementary to Medicine.

Following the NHS review, it is likely that the
distinctions between private and NHS pathology
laboratories will disappear in many areas, and it
therefore becomes even more necessary that all are
accredited under the same system. Even if the sectors
remain more or less distinct, as at present, it is likely
that the Provident Associations will eventually insist
that pathology work carried out for their insured
patients is done in fully accredited laboratories.
On all counts therefore, an effective and accepted

accreditation scheme cannot long be delayed.

The necropsy in audit in clinical medicine and other
medical specialties AC Hunt, past president, Associa-
tion of Clinical Pathologists

Much has been written of the importance of the
necropsy, "the ultimate arbiter" in medical audit. It is
becoming an article ofpathological faith that utopia is
a postmortem on every death in hospital and fewer
coroners' necropsies. A case can be made that the
reverse is more valuable.
The orthodox views are summarised by Cameron':

"thirty years ago most active general hospitals in this
country had an autopsy rate of at least 60%. Now it is
rarely more than 25%." Necropsy shows that: "Main
clinical diagnoses not confirmed = 10-39%; cause of
death and other conditions contributing to death not
confirmed = 24-66%; autopsy revealed inexpected
findings up to 64%."

In a survey of three west country hospitals (one
large, one small, and one intermediate) I have found
that the rate has not been much above 20% for at least
20 years and probably for much longer. It is only in the
past two or three years that there has been a significant
drop (to about 15%). The massive decrease in num-
bers has been predominantly in teaching hospitals.
This is particularly regrettable; although the value of
necropsies in audit may be questionable, their impor-
tance in the education of medical students, the contin-
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uing education of consultants, and the training of
pathologists is hard to overestimate.

It is difficult on common sense grounds to accept
that the figures for errors in clinical diagnosis mean
very much. In 1988 15 900 surgical operations were
performed in Plymouth alone. It is inconceivable that
6201, or even 1590 of them, were carried out for the
wrong diagnosis. Few authors have attempted to
evaluate the clinical importance of the alleged errors.
Burrows claimed that although there were errors of
diagnosis in 25 7% of neoplasms, they were of
academic interest in all but 2.7%.2

Audit can evaluate either a system or the indi-
vidual's operation of it. It has never been claimed that
in hospital medicine more than a few erroneous
diagnoses could have been made correctly except by
luck. Most diagnoses are the result of team effort.

Auditing the system is a different matter. It is well
known that modern diagnostic methods are not
perfect, but their efficacy can be tested by statistical
sampling, without vast numbers of routine autopsies
in every hospital in the country. It is in general practice
that audit of the individual may be ofmore value. In a
personally studied series of 1000 coroner's necropsies
31 patients were identified in which there seemed a
possibility that death may have been avoidable ifquite
basic medical investigation had been made. They
included three unrecognised strangulated hernias and
three unpalpated abdominal masses.

In Plymouth reports on all coroners' necropsies are
sent to appropriate GPs. A recent questionnaire
showed that they are regarded by practitioners as of
great value and importance. Thirty eight per cent of
the GPs attend regular formal clinical practice meet-
ings, which include discussions of deaths.
With respect to other branches of medicine, the

necropsy is of most obvious importance to the
imaging specialties. It must be realised, however, that
lesions shown at necropsy form a tiny percentage of
the diagnoses made. In Plymouth last year there were
149 158 attendances at the radiography department
and 18 485 ultrasound investigations, excluding those
in pregnancy.
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Laboratory accreditation: a manager's viewpoint
B Edwards, past president, Institute of Health Service
Managers

If a system of accreditation can be developed in the
United Kingdom that provides both a stimulus to high
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quality and a check on low standards, most managers
will welcome it. The NHS manager's traditional
concern for productivity and volume is now being
supplemented by an added concern for quality. The
usual difficulty with plans to invest in quality is their
lack of outcome measurement-how do we know
quality will improve and can it be demonstrated?
The National Health Service has many systems of

accreditation in place already. Hospitals and depart-
ments ofhospitals are accredited for training by Royal
Colleges and other professional bodies. Some hosp-
itals are "accredited" to do certain types ofwork-for
example, heart transplantation-by a governmental
body advised by the professions. Systems that are close
to accreditation also operate in areas such as safety,
although these are perhaps nearer to the notion of
legal licensing or obligation. Accreditation has a
voluntary connotation, although to be effective it is
usually associated with penalties and incentives.

Laboratory accreditation offers the community at
large, as well as NHS managers, some overall
assurance of acceptable standards-it does not of
course guarantee perfection. The community can only
lose if the accreditation process is misused to limit
deliberately competition or create cartels-an unlikely
possibility in the United Kingdom. The accreditation
process can also become discredited if the standards
being adopted as minimum standards are outside the
bounds of reasonable reality. That is why my advice is
to start with minimum acceptable standards, rather
than moving immediately to standards which imply
excellence. Accreditation offers pathologists a system
that reinforces and protects acceptable professional
practice. This will be particularly important as the
NHS moves into a period of radical change and an
unusual degree ofexposure to competition and market
principles. The accreditation process can also both
safeguard the professional environment in which the
pathologists of tomorrow are being trained and to
deter the commercial pirates (be they within or
without the NHS). It will also offer professional staff
and managers a regular external perspective of their
local service. Experience in other countries suggests
that this external review and recognition is valued,
particularly by the professionals operating within the
system, but also by the managers.
There is an interesting debate about whether, like

hotels, the accreditation process should have levels or
"stars". The value of levels to managers is not so much
a judgement about the relative quality of service, but
more about the levels of capability to undertake
certain work. To be respected, the accreditation
process must have bite. This means that on some
occasions hard words have to be said to those who are
not operating at the required level.
The accreditation process, if it follows the patterns
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established in other countries, will cover areas such as
the physical environment, the organisation of the
laboratory, the range and standard of equipment
being used, the laboratory practice and the quality
control procedures that are in place. The accreditation
process might also cover the issues of professional
leadership and management. My view has always been
that the proper thing to do is to combine professional
and managerial leadership in a pathologist. This does
raise the thorny question about whether those
involved in establishing a process of accreditation
should be more broadly based than just the Royal
College itself, although I am clear that the best result
would come from a situation in which the Royal
College was the prime mover in the process. The

Laboratory accreditation and audit in pathology

greatest challenge is to strike an acceptable balance
between looking after the profession, which inevitably
implies a degree of self interest and setting standards
which are high, realistic, and practicable. I have no
doubt at all that the Royal College can strike this
balance, and I strongly encourage them to continue in
their pioneering work. It must be good for the
profession, it must be good for the patients, and in my
view will be warmly welcomed by the managers.

Requests for reprints to: Mrs J S Turner, General Secretary,
Association of Clinical Pathologists, 57 Lower Belgrave
Street, London SWIW OLR.
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