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We wish to bring the vexed question of differentiating ‘audit’
and ‘research’ to the attention of colleagues, and to stimulate
debate within our profession regarding the need for ethical
appraisal of any study of clinical data.  This issue arose in the
context of a study we conducted where the decision as to
whether this was ‘audit’ or ‘research’ is not clear-cut. 

The study in question was a retrospective consecutive case
review of clinical records at an abortion clinic in 1999.
Anonymous data were collected from patient records by a
nurse counsellor who had access to these records in her
normal work situation.  Data included demographic details
(age, ethnicity, parity, number of previous terminations); pre-
conception contraception and why this failed; risk factors for
venous thromboembolism (VTE) (family or past history of
VTE, varicose veins, obesity, clotting disorder) or arterial
disease (hypertension, smoking); and post-termination

contraception.  Where a patient had been taking combined
oral contraceptives (COCs) prior to conception, it was
recorded whether she had stopped these in response to fears
raised by the publicity regarding VTE.  

Because we considered this to be a clinical audit, not an
experimental study, ethics committee approval was not
sought prior to carrying out the review.  One of us (FGS)
worked at the clinic as a certifying consultant.  The role of
the other (BA) was primarily statistical analysis.  Both worked
from an aggregated data set containing no identifiable details
of individual patients. It was our understanding from the
1996 National Standard1 that audit, and publication of
resulting data, did not require ethics committee appraisal.

We analysed the data with a particular focus on
demographics, possible risk factors for VTE and the ‘panic
stopping’ of COCs. We considered that the findings were in
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the public interest.  Accordingly we wrote two papers aimed
at publication in peer-reviewed journals.  The first addressed
the debate about the increased risk of VTE associated with
third generation COCs and contained one item of data from
our study. It was published in the NZ Family Physician.2 The
second paper presented our findings in detail.  It was peer
reviewed and accepted for publication in the 26 January 2001
issue of the NZ Med J.

In December 2000 a complaint was made to us and to our
local ethics committee that we were publishing work which
had not received prior ethical approval and which had had no
external evaluation for scientific validity.  We felt that the NZ
Med J peer review process adequately addressed the latter
criticism. Inherent in the former criticism was the premise
that our study was research, not audit.  We immediately
embargoed publication of our NZ Med J paper and sought
clarification from the Auckland Ethics Committee. The
committee members were divided in their view as to whether
our study was audit or research, and they declined to conduct
a retrospective ethics review.  

We therefore sought the opinion of the Ethics Committee
of the Health Research Council (HRC). This committee
endorsed the decision that it is not appropriate for ethics
committees to give retrospective ethics approval.  After some
deliberation, they determined that there are three criteria
which define audit that is exempt from ethics committee
review:
1 “The audit is undertaken by or under the supervision of

senior members of the health care or disability team
directly responsible for the care of that group of health and
disability support service consumers;

2 “There is no access to confidential medical information by
persons who do not owe a professional duty of
confidentiality to those consumers;

3 “Audit can be defined as examining practice and outcomes
in a particular time and place to see whether they conform
with expectations, with a view to informing and improving
management rather than adding to general knowledge.”
The Committee determined that our study met the first

two criteria but not the third. The study ‘was not examining
procedures or outcomes of the abortion service’ but was
contributing to new knowledge and hence was research,
conducted on the basis of information given by patients for
treatment purposes, without consent for research use.  

Some journals do not enquire whether ethical approval was
obtained for research they publish.  Many journals require
prospective ethics approval for research but not for clinical
audit data.  A few journals are moving towards requiring
ethics approval for audit as well. This requirement was
introduced by the journal Anaesthesia in 19973 but they have
since removed this barrier in response to professional
correspondence on the issue.4 The HRC Ethics Committee
ruling effectively determines that there can be no such thing
as published audit, because once audit information is seen to
be contributing to general knowledge and is hence worthy of
publication, it becomes research.  In a subsequent letter they
have written to us stating that it is ‘at the discretion of the
editor of any publication to which the paper is submitted to
proceed with publication in spite of the absence of prior
ethics review’.

The lack of consensus on the definitions of audit and
research has been the subject of recent debate in the BMJ.
Considerable confusion by ethics committees, health
authorities, service providers and researchers is apparent.4

Wilson et al described the wide discrepancy among various
British ethics committee rulings as to whether a postal survey
they conducted was audit not requiring appraisal, or was
research needing ethics approval.5

One distinction offered is that audit is ‘whether you are
doing what you ought to be doing’, whereas research is
‘finding out what you ought to be doing’.5 The objective of
an audit may be to improve service against a standard.
Research may include the objective of defining best practice.
BMJ editor Richard Smith writes that audit might be defined
as ‘collecting data on routine clinical practice with the
intention of improving that practice’, whereas research is
‘testing a new hypothesis’.6

The decision to disseminate audit findings externally by
conference presentation or publication signifies that they are
considered of interest to a broader audience than just ‘in-
house’ service providers, and therefore ‘are adding to general
knowledge’ rather than merely ‘informing and improving
management’ of the service provider.  This means that
whenever audit findings are considered of significant public
interest to warrant publication or presentation to an external
audience, they will be deemed research.  Lack of prior ethics
approval may therefore impede this dissemination.

This restriction may preclude the publication of important
messages pertaining to public health. With respect to our
own study, our service provider data has potential value in the
wider context of lessening the impact of the future
occurrence of phenomena such as media-induced ‘pill scares’.
For example, the Ministry of Health could consider
additional ways to inform women about any potential health
risk due to oral contraceptives. One solution would be for
family planning clinics and general practitioners (GPs) to
have a free funded recall visit to discuss the issues. This could
stop some women at low risk of VTE from unnecessarily
subjecting themselves to the risks of unwanted pregnancies.
The Ministry of Health would need to embargo this
information with the media to give women the chance to
discuss the issue with their health care provider.

In the broader context, the HRC Ethics Committee decision
has significant implications with respect to the general
dissemination of important public health information by others
in the future.  Thousands of clinical audits are conducted
annually in New Zealand by GPs, collectively by IPAs and by
numerous other health care providers.  Only very rarely is
ethics approval sought for these studies.  Commonly such audit
findings are used internally to improve service delivery.  Most
audits reveal no major surprises and hence are not of public
interest. However, at times audit does reveal important public
health care outcomes with broader significance and of value to
other relevant service providers.  In other words there are
occasions when information obtained from an audit ‘may
contribute knowledge on the effectiveness of services and
permit new standards to be set’.5 In such instances, it is of
public benefit that these audit results are published, preferably
in peer-reviewed journals, and presentations made at
conferences to disseminate the findings. 

Generally it is not possible to predict in advance the small
percentage of audit findings worthy of publication. Clearly
we would not have sought publication of our audit had our
findings not been of general public importance.

One solution to this problem would be for everyone
conducting clinical audit to seek prior ethics approval.  One
role of the ethics committee is the scrutiny of research
proposals to ensure that they are scientifically valid with
rigorous methodology.6 Poorly designed projects do not
justify the commitment made to them by participating
subjects hence can be considered unethical.1 Smith suggests
that similarly, perhaps audit should be evaluated
independently to ensure that time and resources are not
wasted on collecting data in a way that cannot be
scientifically used or interpreted. Ironically audit results that
undergo peer review prior to publication (and hence would
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also require prior ethical appraisal according to the HRC
Ethics Committee ruling) are submitted to an independent
scientific scrutiny not afforded internal audit data, which are
exempt from appraisal. 

We believe that under current circumstances, a
requirement that all audit obtains prior ethical approval is
untenable.  It would pose a serious burden on ethics
committees, would be unsustainable and would significantly
reduce the amount of audit being conducted.

There is a common set of four moral principles which
ethics committees are expected to apply to evaluate the ethics
of medical research proposals.7 These principles are respect
for autonomy, nonmaleficence, beneficence and justice.
Autonomy (from the Greek autos ‘self’ and nomos ‘rule’)
relates to the right of competent people to make decisions
independent from controlling influences.  Nonmaleficence is
the obligation to avoid harm whereas beneficence relates to
helping others and promoting good.  Justice is the
disinterested, equitable and appropriate treatment of all, the
fair distribution of benefits, risks and costs.  

These principles are not necessarily complementary and
may be conflicting or at times even mutually exclusive.  This
may require balancing one principle against another.  There
is a prima facie obligation to fulfil a principle unless a stronger
obligation overrides this in a particular instance.  The safety
and benefit to the individual is usually considered to take
precedence.  For example, should an individual research
participant be at risk of harm then the potential good to
society or future individuals with relevant needs must heavily
outweigh the potential risk.1 For the case in question, the
retrospective collection and dissemination of aggregated
anonymous data poses no risk of harm to individuals, hence
the principle of nonmaleficience is met. 

While it was initially intended that the four moral principles
would have equal moral weight and would be applied
differently according to specific situations,7 in practice
autonomy has become the main principle guiding decision-
making by ethics committees.8 This dominance of autonomy
has occurred in a climate of increasing consideration of patient
rights and issues of individual choice, informed consent, privacy
and confidentiality.  Autonomy therefore has tended to over-
ride and devalue the other principles, particularly justice and
the needs of the community.9

In line with this trend, the HRC Ethics Committee
appears to focus on autonomy as their primary guiding

principle.  Patients had not given consent for information to
be used for research purposes, hence prior ethics appraisal
was necessary.  The principle of beneficence, of acting in the
public good, does not appear to be considered in this
decision.  Where there are health findings in the public
interest, surely there is an ‘ethical duty’ for these to be
published. We feel that an ethics committee should facilitate
this process.10 

In 1996 the Royal College of Physicians of London ruled
that neither ethical approval nor individual patient consent
was required for studies based on accessing existing
medical records.11 However, the need for informed consent
and the principle of autonomy has gained ascendancy in
recent years. Warlow and Al-Shahi contend that the undue
protection of patient confidentiality, especially with
respect to anonymised data, may jeopardise not only
epidemiological audit, but also research and hence clinical
governance.12 They argue that “the cost to society of
hampering timely research and audit must surely outweigh
the risk of bona fide researchers and auditors endangering
patient confidentiality”. 

Where audit findings pose no harm to individual subjects,
we consider that the public good should take precedence over
the argument that patients have not given explicit consent for
their anonymised clinical information to contribute to new
health knowledge.
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