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Safety in healthcare is a constantly moving
target. As standards improve and concern
for safety grows, we come to regard an
increasing number of events as patient
safety issues. In this respect, healthcare
differs from almost all other safety-critical
industries. What we regard as harm in, for
instance, civil aviation remains the same
whatever advances may occur in aviation
technology or practice. In contrast, innovation and improving standards in healthcare alter our conceptions of both harm
and preventability.
In the 1950s, many complications of
healthcare were recognised, at least by
some, but largely viewed as the inevitable
consequences of medical intervention.1
Over time, certain types of incidents come
to be seen as both unacceptable and potentially preventable. The clearest example in
recent times is healthcare-associated infections, which in the 1980s were still
regarded as unfortunate, but inevitable.
With increased understanding of underlying processes, mechanisms of transmission and methods of prevention, coupled
with major public and regulatory pressure,
such infections are now seen as patient
safety issues.2 The list of ‘never events’ put
forward in various countries, such as
wrong-site surgery, is similarly an assertion
that certain types of failure cannot be
tolerated.3
In the last 10 years, as more types of
harm have come to be regarded as preventable, the perimeter of patient safety
has expanded. We could now include
pressure ulcers, falls, venous thromboembolism and catheters with associated
urinary tract infections, which, if not
entirely preventable, can at least be substantially reduced.4 5 In the UK, the
Francis Report into Mid Staffordshire
Hospitals NHS Trust highlighted additional risks to patients, such as malnutrition, dehydration and delirium, all of
which are now being viewed as safety
issues.6 7 We might also consider adverse

drug events in the community that cause
admission to hospital, polypharmacy and
general harm from overtreatment.8 All
these, in the past, might have been regretted, but now receive greater attention by
being viewed under the safety umbrella.
The perimeter of safety is, therefore,
expanding. This is welcome for patients
as it reflects rising standards and aspirations. However, the shifting perimeter
does present problems, both conceptual
and practical. The definition of harm
seems increasingly difficult to pin down
as more and more events are badged as
safety issues. This raises the questions of
whether we need to reconsider the measurement of adverse events.
An adverse event is defined as an unintended injury caused by healthcare management rather than the patient’s disease,
and which results in a longer hospital
stay, temporary or permanent disability
or death. This concept was ‘good
enough’ for the purposes of the major
record reviews in that these studies
showed that the risks of healthcare to
patients were considerably larger than it
had previously been realised.9 10 Tracking
changes in adverse events over time,
however, has been considerably more difficult, with many studies showing little or
no change over many years.11 12
The impressive study by Baines et al13
has demonstrated reductions in adverse
events concurrent with major patient
safety programmes in the Netherlands.
The paper reports what amounts to three
major national adverse-event studies over
time. The authors previously reported
the comparison between the first two
periods, showing an increase in overall
adverse events from 4.1% in 2004 to
6.2% in 2008, possibly due to better documentaion.14 Reassuringly, the rate of
preventable adverse events did not
change significantly (1.8% in 2004 vs
1.6% in 2008). In contrast, the most
recent report shows no change in the rate
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of adverse events between 2008 and 2012, but a
marked reduction (45%) in preventable adverse
events. After adjusting for oversampling of deceased
patients and patient characteristics, the decrease in
preventable adverse event rate between 2008 and
2012 was still noteworthy (30%), but not quite statistically significant ( p=0.10 after adjustment).
The authors rightly discuss a number of potential
interpretations of the data, but argue convincingly
that the national drive to improve safety is one
important factor in the reduction in preventable
adverse events. They also allude briefly to the problems of maintaining similar definitions over long
time periods, which is a critical issue, since, if the perimeter of safety is expanding, it becomes more difficult to demonstrate improvement over time.
Judgements of what was considered an adverse event
and what was preventable in 2012, at the time of
their third major record review, may well be rather
different from those in 2004, at the time of their first
review.15 Rising standards of care will actually make it
harder to demonstrate long-term reduction in the
overall rate of adverse events, which, if correct, make
the findings of the recent Dutch study still more
impressive. This does not mean we should abandon
the term ‘adverse event’, still less abandon attempts to
improve safety, but we do need to recognise its
limitations.
The term ‘adverse event’ has some parallels with
the term ‘disease’. Imagine that one became aware
that disease was prevalent, but did not yet have good
classification systems. It would make sense to do an
initial survey of disease generally, and make some
rough assessment of the overall scale of the problem;
this was essentially the approach of the major
record-review studies of adverse events that launched
the field of patient safety. Asking ‘has the disease
burden reduced’ is a reasonable question, but, in practice, one would define and track specific diseases,
which would imply that we also need to begin to separate out specific types of adverse events. Future
large-scale studies should attempt to specify in
advance at least a large proportion of specific types of
adverse events, which should enable more precise
tracking both of specific types of harm and of the
overall level of adverse events.16 This will never be a
complete solution as there will always be problems
that are rare or elude precise definition, and which
will require a generic ‘other’ category.
In the longer term, we need to set measures of
harm alongside measures of the beneficial effects of
healthcare, first at the level of populations and then,
more ambitiously, for individual patients. Ultimately,
the aspiration should be to mirror our experience as
patients and be able to reflect for any one individual
the overall balance of benefits and harms of healthcare
and the accompanying experience for patients and
families.

