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The Government iscommitted to building anew NHStha offersfader, farer
and higher-qudity servicesto paients Themodern NH Swe are cregting must
be congantly dert to opportunitiesto review and improveits performance.

Advancesin knowledge and technology have in recent decades immeesurebly
incressed the power of hedth careto do good, to prevent or tredt illnesses
agang which therewas previoudy no defence. Yet they have dso immea-
aurably increased the complexity of hedth care sysems Their unique
ocombination of processes, technologies and human interactions meenstha
modern hedth care sysems are among the most complex in theworld.

With that complexity comesan ineviteblerisk tha a timesthings will go
wrong. And in hedth care when things go wrong the sekes are higher than in
dmog any other sohere of human ativity.

No-one pretendstha adverse hedth care events, asthisreport hastermed
them, can be diminaed from modern hedth care Hedth caeinterventions
usudly bring great benefits but they can sometimes cause harm if things go
wrong. Thechdlengeisto ensuretha themodern NHSisess ssfeaplae as
possblefor paients, and tha the outcomes of its care are skewed even more
ovawhemingly to the postive That isachdlengethis Government is
determined to medt.

Too often in the past we have witnessed tragedies which could have been
avoided had the lessons of pagt experience been properly leerned. Thetask of
the Expert Group was to advise the Government on the stepsthat can be taken
to enauretha the NH Slearns from its experiences, 0 that therisk of
avoidable harm to paientsis minimisad.

Thisreport examinesthe key factors & work in orgenisationd falure and
learning, arange of practicd experience from other sectors and the present
gae of learning mechaniamsin the NH S before drawing condusons and
meking recommendations. Its recommendationsindude the cregtion of anew
nationd sysem for reporting and andysang adverse hedth care events, to meke
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aure tha key lessons areidentified and learned, dong with other meesuresto
support work a locd level to andyse eventsand learn thelessons when things

go wrong.

| welcomethisreport and will be studying its findings very dosely. My felow
Minigersand | will be working with the Chief Medicad Officer over the next
few monthsto decide how best to take forward the necessary action.

GRO-C

Alan Milburn
Scretary of Sete for Hedth
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1 Thegredt mgority of NHScareisof avery high dinicd sandard, and serious
falures are uncommon in relaion to the high volume of care provided every
day in hospitds and in the community. Y&t where serious faluresin caedo
occur they can have devasteting consequences for individud patients and their
families, cause disressto the usudly very committed hedth care gaff involved
and undermine public confidencein the servicesthe NH S provides In
addition, the cumulative financid cod of adversseventsto theNHSand to
the economy is huge. Mogt digtressing of dl, such falures often have afamiliar
ring, digplaying srong amilarities to incidents which have occurred before and
in some cases dmogt exactly replicaing them. Many could be avoided if only
the lessons of experience were properly leerned.

2  Theintroduction of dinicd governance providesNH S orgenistions with a
powerful imperative to focus on tackling adverse hedth care events This
report, commissioned by Hedth Minigersfrom an expert group under the
charmenship of the Chief Medicd Officer, setsout to review wha we know
gbout the scde and nature of seriousfaluresin NH Shedth care, to examine
the extent to which the NH S has the cgpadity to learn from such falureswhen
they do occur and to recommend measures which could hdp to ensuretha
thelikdihood of repested faluresisminimisad in the future Thework of the
group was informed by evidence and experience from arange of sectors other
than hedth, induding industry, avigion and academic reseerch.

The problem

3 Currently, NH S reporting and informaion sysemsprovide uswith apachy
and incomplete picture of the scale and nature of the problem of serious
faluresin hedth care. Weknow, for example, tha every yeer:

. 400 people die or are serioudy injured in adverse eventsinvolving medicd
devices,
neerly 10,000 people are reported to have experienced serious adverse
reectionsto drugs

aound 1,150 people who have bean in recent contact with mentd hedth
servicescommit suicide;
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neerly 28,000 written complants are made about agpects of dinicad
tregtment in hospitds

the NH S pays out around £400 million a yeer settlement of dinicd
negligence dams, and hasapotentid ligbility of around £2.4 billion for
exiging and expected dams;

hospitd acquired infections— around 15% of which may be avoideble— are
egimated to cost the NH S neerly £1 billion.

4 Judt asnone of these gaidics can be atributed wholly to service falures,
reseerch in this country and abroad suggeststha they give no indication of the
potentid true scae of the problem. Thisissue has been the subject of mgor
pieces of academic reseerch in Audrdiaand the USA, but work in the UK is
in itsinfancy. Yet the best research-based estimates we have reved enough to
suggest that in NH Shospitds done adversseventsin which ham is caused to
pdients
. oceur in around 10% of admissons— or a ardein excess of 850,000 a

yer;
oodt the service an egtimated £2 billion ayear in additiond hospitd stays
done, without teking any acocount of humean or wider economic codts.

5  Inaddition, thereis evidence tha some spedific types of rdaively infrequent
but very serious adverse events happen time and agan over aperiod of years.
Inquiries and incident invegtigations determinethat ‘the lessons must be
learned’, but the evidence suggeststhat the NH S as awholeisnot good a
doing 0. Sl lessis known about the stuetion in primary care, depite the
fact that it accounts for the grest mgority of NHS patient contacts end can
gill experience service falures which have serious consaquences for individud
paients.

Evidence and experience

6  Research on leerning from faluresin hedth careisrdaively sparse, yet the
evidence from other aress of activity — and in particuler from industry — reveds
arich seam of vduable knowledge ebout the nature of falure and of learning
which is asrelevant to hedth care as to any other area of humen ectivity.

7 When things go wrong, whether in hedth careor in another environment, the
response has often been an atempt to identify an individud or individuds
who mugt cary the blame. The focus of incident andyss has tended to beon
the eventsimmediady surrounding an adverse event, and in particular on the
humean acts or omissonsimmediaely preceding the event itsdf.

8  Itisof courseright, in hedth careasin any other fidd, tha individuds mugt

sometimes be held to account for ther actions—in particular if thereis
evidence of gross negligence or recklessness, or of arimina behaviour. Yet in
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Executive Summary ix

the grest mgority of cases, the causes of seriousfalures stretch far beyond the
actions of theindividuds immediady involved. Sfety is adynamic, not a
gatic stuation. In asoddly and technicdly complex fidd such as hedth care a
huge number of factors are a@ work & any onetime which influencethe
likdihood of falure Thesefactors ae a combindion of:

active failures ‘unsafe adts committed by thoseworking a the sharp end of
asydem, which are usudly short-lived end often unpredicteble and

latent conditions that can develop over time and lie dormant before
combining with other factors or active faluresto breech a sygem's safety
defences. They arelongrlived and, unlike many active failures, can be
identified and removed before they cause an adverse event.

Human error may sometimesbe the factor tha immediady predipitadesa
seriousfalure, but there are usudly desper, systemic factors a work which if
addressed would have prevented the error or ected as a sefety-net to mitigae
its consequences. Weillustrate this point with case studies from the NHS and
from many other sectors, induding the aviaion industry.

Activity to learn from and prevent falurestherefore nesds to address their
wider causes It dso neadsto dretch beyond smply diagnosing and publicisng
thelessons from inddents, to ensurethat theselessons are embedded in
practice. Thedidinction between passive learning (wherelessons are identified
but not put into practice) and active leerning (wherethose lessons are
embedded into an organisation's culture and practicss) iscrucid in under-
ganding why truly effective learning o often falsto teke place.

It ispossble to identify a number of barrierstha can prevent active learning
from teking place, but there aretwo aressin particular wherethe NHS can
draw vdugeble lessons from the experience of other sectors

. Organisstional culture is centrd to every stage of thelearning process—
from ensuring tha incidents are identified and reported through to
embedding the necessary changes desply into practice. Thereisevidence
tha ‘sdfety cultures, where open reporting and bdanced endyss ae
encouraged in principle and by example, can have a postive and
quantifigbleimpact on the performance of organisations. ‘Blame cultures
on the other hand can encourage people to cover up erorsfor fear of
retribution and act againg theidentification of the true causes of falure,
because they focus heavily on individud ations and largely ignoretherole
of underlying sysems The culture of the NHS <ill errstoo much towards
theldter;

Reporting systems arevitd in providing a core of sound, representaive
information on which to base andyss and recommendations. Experiencein
other sectors demondraesthe vdue of sysematic goproaches to recording
and reporting adverse events and the meritsof quarrying information on
‘near misses aswdl as eventswhich actudly result in harm. The NH Sdoes
not compare well with best precticein dther of thee aess.
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12 Dexitethepaticular chaaterigics and complexities of hedth care systems
thereismuch of vaue tha can be geened from reseerch and wider experience
gbout the nature of both falure and learning. The experience of other sectors
provides vaueble pointers towardswaysin which NHS sysemsmight be
developed.

NHS systems for learning from failure

13 A number of sysemsdready exig in the NHSwhich cen, to varying extents,
be seen as mechaniams for learning from adverse hedth care events but oollec-
tively they have serious limitaions These NH S sysemsindude:

anumber of locd, regiond and nationd inddent reporting schemes;,

. ongoing naiond studiesin specific areas of care, such asthe four
Confidentid Inquiries

systems, such asthose for complaints and litigation, which aredesigned to
investigate or respond to spedificingances of poor qudity cae

periodic externa studies and reviews (eg. the Audit Commisson's Va ue for
Money sudies);

hedth and public hedth sdigics and

arange of internd and externd inddent inquiries

14 Some of these systems (such as the Confidentid I nquiries and the nationd
reporting sygem for inddents involving medica devices) achieve good
coverage of very specific caegories of event, and produce high-qudity recom-
mendations based on andysis of theinformation collected. Overdl though
coverege is patchy and there are many gaps. Guidance on thereporting of
advarseinddentsin the NH Sdrechesback over 40 years, but thereis dill no
sandardised reporting system, nor indesd a standard definition of wha should
be reported.

15  Locd risk reporting systems, which should provide abedrock for onward
reporting to regiond or naiond sygems are devdoping but amilerly verisble
Inddent reporting systems gopeer to be particularly poorly-developed in
primay care, and sysemdic reporting of near misses (seen as an important
early warning of serious problems) is dmog non-exigent arossthe NHS.

16  Sysemsvary too in the degreeto which theinformation collected is subject to
andysswith the am of promoting learning. Information from the complants
sysem and from hedth carelitigation in particular gopeer to be gredtly under-
exploited as alearning resource. The NH S dso sscures varigble vdue, both
finanddly and in useful learning extracted, from therange of ad hocincident
invegigations and inquiries undertaken every yeer. Thereisno snglefocd
point for NHSinformation on adverse events, and a present it is spread across
neerly 1.000 different orgenisations.
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17 TheNHSrecord in implementing the recommendationstha emerge from
these various sygemsis patchy. Too often lessons are identified but true ‘active
leerning does not take place because the necessary changes are not properly
embedded in practice Though thereis some good evidence of meaningful
medium and long-term change as aresult of Confidentid I nquiry recommen-
dations, for example, these arerardy driven through into practice and the onus
for implementation and prioritisation is very much on loca services. Tekeup
can tend to ‘plateas once changes have been implemented by those who are
mog naurdly receptiveto them, and thereis some evidence that progress
naiondly can dip back if efforts are not sustaned.

18 Therenewed focus on qudity as a core component of the Government'sNHS
modernisgtion programme provides an opportunity to address some of these
shortcomings. Thereporting and andyss of adverse hedth care events should
be a pecific focus for action, over and ebove the generd drive for improved
risk management and better risk reporting.

The Way Forward

19 Thetimeisright for afundamentd re-thinking of theway tha the NHS
goproaches the chdlenge of learning from adverse hedth careevents The
NHS often fals to learn thelessons when things go wrong, and has an old-
feshioned gpproach in this aea compared to some other sectors Yet the
potentid benefits of modernisation are tremendous— in terms of lives saved,
ham prevented and resources fresd up for the delivery of more and better
care

20  Webdievethd, if the NHSissuccessfully to moderniseits goproach to
leerning from falure, there are four key aress tha must be addressed. In
summary, the NH S neadsto develop:

unified mechanigms for reporting and anaysis when things go wrong;
amore open culture, in which errors or service falures can be reported and
discussed;

mechanisms for enauring that, where lessons ereidentified, the necessary
changes are put into practice

amuch wider gopreciaion of the vaue of the sysem goproach in
preventing, andysing and learning from errors.

21 Only if thesefour conditions are met can the NHS hopeto develop the
modern and efective gpproach to learning from falurestha it so badly needs
It isthe specific action nesded to aredte these conditionstha our condusions
and recommendations sesk to addressin detal.
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Throughout thisreport we use anumber of terms the ddinition of which has been
the subject of much debae An accurae gopreddion of the meaning atached to
thesetermsisimportant in understanding fully our report and itscondusions. This
brief gossary sets out the meanings we have atributed to thesskey termsin our

report.

Adverse hedth care event
An event or omisson arising during dinicd care and causing physicd or psycho-
logicd injury to apdient

Error
Thefalure to complete aplanned action asintended, or the use of an incorrect plan
of action to echieveagiven am’

Hazard
Anything that cen cause ham?

Hedth care near miss

A dtuation in which an event or omission, or a sequence of eventsor omissions,
aisng during dinicd caefalsto devdop further, whether or not asthe result of
compensating action, thus preventinginjury to a patient

Risk
Thelikdihood, high or low, that somebody or something will be harmed by a
hazard, multiplied by the severity of the potentid ham

System
A =t of interdependent dementsinteracting to achieve acommon am. These
eements may be both human and non-humen (equipment, technologies etc.).3
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In this chapter we set out the rationale for the group's task. Serious
incidents and failures of services are uncommon in relation to the high
volurme of care provided throughout the NHS every day. Yet when they
do oceur they can have disastrous implications for patients and their

families. When we read about serious problems they often have a
familiar ring, displaying similarities to incidents which have occurred
before. The expert group was set up to examine the extent to which the
NHS currently has the capacity to leam from incidents and service
failures, and to recommend steps which might be taken to help ensure
that similar events can be avoided in the future.

1.1 In December 1997, the Government published a\White Paper TheNew NHS
Maodern, Dependable*, which st out aten year modernisation strategy for the
NHS Oneof theman ams of the proposds st out in the White Pgper isto
bring ebout amgor improvement in the qudity of dinicd caredeivered to
patientsin theNHS.

A programme to improve quality in the NHS

1.2 Aspat of these changes, aformd responsbility for quaity has been placed on
every hedth organisation in the country through arrangementsfor dinicd
governance d locd level. Thisresponsbility isunderpinned by a new gautory
duty of qudity on NH S providers.

Clinical Governance

“A framework through which NHS organisations are accountable for
continuously improving the quality of their services and safeguarding high
standards of care by creating an environment in which excellence in
clinical care will flourish” 5
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1.3 Clinicd governanceisthusan organisgtiona concept. It requiresthe cregtion
of aculture as well as systems and methods of working which will ensuretha
opportunities for qudity improvement areidentified in dl the organisation's
services and tha over timethereisamgor sep up in the qudity of care
provided throughout theNHS.

1.4 Under thesenew polideslocd dinicd governanceisrenforoed by new
naiond dructures Nationd Service Frameworks end the Ndiond Inditute
for Clinicd Excellence (NICE) will st standards, a new NHS Performence
Assessment Framework will provide a better-bdanced means of gaugingNHS
performance and the Commisson for Hedth Improvement (CHI) will review
locd dinica governance arrangements. The Commission will dso havea
‘trouble-shooting roleto help individua NH S organisations identify the root
causss of seriousdifficultiesand advise on the messures nesded to resolve

them.

Shifting the quality curve

1.5 If agmple summay messure were avaleble of the qudity of care producad by
each NH Sorganisgtion and each dinicd teem within tha orgenisation, we
might expect tha the mgority would tend to duder near the middle of the
range Outlying vaues, whether representing very good qudity or very poor,
would be much less common than more ‘average performance. One such
patern isshown in Figure 1.1. The exact form of the curveis not important,
only tha vaues towards the middle of the curve are common in comparison
with those a thetwo extremes Thisform of centrd tendency is generdly
found in complex and bidlogicd systems such as those underlying hedth care

ddivery.

Number of
organisations

THEM &
&\@‘Average’ W"@/ %

Figure 1.1: [
Variation in the Quality &7
of Organisations &
o)
Source: Scally and Donalcson 19988 M
s
=
O
&

LEARY

Potential problems Exemplars
Quality > Quality
low high
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1.6 The Government’s polides for the NHSam to address dl aspects of this
qudity curve By doing s0, and shifting the curvein Fig. 1.1 totheright in the

“qudity must be direction of higher qudity, the mgor benefitswill come from improving the
‘everybody's position of the ‘average, wherethebulk of hedth care orgenisations and
business, and not dinicd teemslie This underliesthe philosophy tha qudity must be
simply an issue for ‘everybody'sbusness, and not smply an issue for the very best and the very
the very best and wordt. Thisisakey principle of current policy to improve dlinicd qudity

the very wors” within theframework of dinicd governance.

1.7 ltisdsoimportant, though, tha wedo not losesght of theleft-hand tal of
thecurvein Fig. 1.1. Organisationd peformancein the NHSwill never be
homogenised to the extent tha this tal’ will be dtogether diminated, and it is
ineviteble that whatever the podtion of the curve itsdf therewill dways be
orgenisgtions whose performance isworse (or better) than the average The
adverse events and falures which lie behind this part of the curve, however
infrequently they may occur, can be a source of vdueble learning. They ned
to be dudied s0 that vdid lessons can be drawn, communicated and learned
for the benefit of the NHS and itsfuture paients That processprovidesthe
focus for therest of our report. As aresult our report is bound to concentrae
disproportionady on ingances of poor outcome and falure

Addressing serious quality problems

1.8 The‘problem’ tal of the qudity curve has caused gregtest concern in recent
yeers Thisis for two ressons Firgly, dthough serious problemsin the qudity
of hedth care are uncommon in proportion to the high volume of very good
care provided, when they do occur they can have devagtating consequences for
individudsand ther families. Secondly, stories ebout very poor careregularly
hit the headlines and they worry people. They givetheimpresson tha the
NHSis powerlessto prevent such disssters and they generdly undermine
public confidencein services. Rightly or wrongly, accounts of particuler hedth
servicefalures lead to the perception tha they may be only thetip of en
iceberg benegth which much more poor qudlity lies

1.9 Thisisan areawherethe NH Shasnot had astrong track record over its 52
years of exigence The Government has recently acted to address the problem
of unacceptable qudity of care arigng from the poor dinica performance of
doctors. A consultaion paper” has been published setting out proposdsto
completely modernise the gpproach to poor dinicd performance, with a much
gregter emphadison its prevention and eerly recognition and on fadt, far and
effective resolution of problemswhen they do occur.

1.10 Not dl seriousfaluresin qudity of carewill be due e@ther whally or in pat to
poor performance by adoctor or other hedth professond. Poor professond
performance may occur in conjunction with other problemswithin the organi-
saion. Alternaivey, the service falures may result from humen eror rather
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than being the end result of apatern of poor practitioner performance
Inveriably though, human error will be combined with wider organisationd
factors which contributed to thefalure This, as will become goparent, isone
of the mgor themes of thisreport.

1.11 Over time, wewould expect the devdopment of dinicd governancein al
hedth care organisations within the NH Sto reduce thelikelihood of service
falure Animportant part of thislocd processwill be the further development
of risk management programmes, an goproach which isdready wedl underway
as part of theoverdl NH S gpproach to controls assurance. Thework of the
Commisson for Hedth Improvement will assist and reinforcetheselocd
devdopmentsin qudity improvement.

An absence of learning from failure

1.12 Amidg this mgor and comprehensve range of measuresto assure and improve
“the NHSis behind qudity in theNH S thereis oneremaning week link. TheNHShasno
reisbleway of identifying serious lgpses of dandards of care, andysing them

some other sectors ) ) . . . .

wherethere are sysemdicaly, learning from them and introduding change which gicks 0 &8

fisksin service to prevent smilar eventsfrom recurring. In thisrespect the NHSis behind

deli ) ywh ome other ssctorswherethere areriksin service ddivery and wherehumean
Veryanawhere sfetyisa soke

human safety is at

sake

1.13 Theaeaeanumber of thingswe should expect to sseif, overdl, sysemsfor
minimisng and learning from falures are working well.

A service working well should expect that:

Serious failures of standards of care are uncommon.

Serious failures of a similar kind do not recur on a future occasion.
Incidents where services have failed in one part of the country are not
repeated elsewhere.

Systems are in place which reduce to a minimum the likelihood of
serious failure in standards of care happening.

Attention is also paid to monitoring and reducing levels of less serious
incidents.

1.14 Thegarting point for thisreport wastha these conditionsare by and large
not fulfilled & present. Experience suggeststhat the NHS asa serviceis not
expat & preventing seriousinddents or occurrencesin which paientsare
hamed or experience very poor outoomes of care. Nor doesit dwayslearn
effidently or effectively from such falures when they do occur.
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The present NHS position on adverse incidents

Sorne failures occur which are avoidable.

Untoward events which could be prevented recur, sometimes with
devastating consequences.

Incidents which result in lapses in standards of care in one or more
health organisations do not reliably lead to corrections throughout the
NHSE,

Circumstances that predispose to failure, and which if addressed could
allow risks to be minimised, are not well recognised.

The price of failure

1.15 Theimportance of addressing this deficit — thefalure to leern rdigbly from
adverse events—isillustrated by seven smplefadts
Reseerch suggeststhat an estimated 850,000 (range 300,000 to 1.4 million)
adverse events might occur eech year in the NH S hospitd sector, resulting
in a£2 billion direct cod in additiond hospitd days done some adverse
eventswill be inevitable complications of treetment but around hdf might
be avoidable

. TheNHSp&d out around £400 million® in dinicd litigetion ssttlementsin
thefinanad year 1998/99 and has a potentid liability of around £2.4
billion from exiging and expected dams when andysed many cases of
litigetion show potentidly avoidable causes.

Therewere over 38,000 complaints about al agpects of Family Hedth
Services during 1998-99, and nearly 28,000 written complaints ebout
apects of dinica trestment in hospitds done®.

. At leegt 13 pdientshave died or been pardysed since 1985 because adrug
has been wrongly administered by spind injection.

. Over 6,600 adverseinddentsinvolving medicd deviceswere reported to the
Medicd Devices Agency in 1999, induding 87 deaths and 345 serious
injuriest©,

Experience from the serious incident reporting sysem run by one of the
NH S Executive's Regiond Offices suggeststhat nationdly & least 2,500
adverse events a year occur which should be serious enough to register on
such sysems

Thecodsto the NH S of hospitd acquired infections have been edtimated &
neerly £1 billion ayear, and around 15% of cases aeregaded as
preventable!!.

The Committee’s task

1.16 The present Expert Committee comprised (Annex A) members from within
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the NHS and from some of the specidist agenciestha seethe results of poor
qudity carein the NH S, as wel as consumer representation. Committee
members from fieds other than hedth care brought important experience and
expertiseon organisationd falure incidents and disasters from other sectors.
In addition, wedrew on the particular expertise of anumber of edernd
presentersand contributors. The Committee was esteblished in February 1999
by thethen Hedth Miniser BaronessHaymean, under the Chairmanship of
the Chief Medicd Officer, Professor Liam Donddson.

Terms of Reference

“To examine the extent to which the National Health Service and its
constituent organisations have the capability to learn from untoward
incidents and service failures so that similar occurrences are avoided in the
future. To draw conclusions and make recommendations.”

1.17 The Expert Committee explored fully the context and issues which underlay
itsterms of reference

The BExpert Committee’s tasks

Clarify the size and nature of the problem of avoidable service failure
in the NHS.

Identify the issues underlying service failure in the NHS.

Draw on experience, research and good practice from other fields in
which organisational failure and disasters have been addressed.
Establish the best ways to identify problems, collect data and analyse
them.

Set out an approach to achieve major improvement in the way the
NHS approaches this problem.

1.18 BExtendve use was made of case studies and examplesdrawn from both hedth
cae and non-hedth care experience. The mgority weredready in the public
domain, but dl have been anonymised to protect individud patientsand ther
reaives

1.19 Experience of adverseinddentsisamod entirely bassd on their occurrencein
seoondary care 1t could be argued that they are morelikely to hgppen in the
orgenisationdly complex; high technology environment of a hospitd. The
truth istha we amply do not know the frequency and nature of such
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problems occurring in primay cae The examplesin this report therefore
mainly concern secondary care, but its core themes and recommenddions are
dso intended to encompass primary care. They will goply in particular to
Primary Care Groups and Primary Care Trusts as they develop as organisa
tions. In the context of the conviction of the Generd Pratitioner Dr Harold
Shipman for murdering 15 of his patients, Hedth Minisersaso aked tha
our recommendations specificaly addressed the situation in this sector, with
particular regard to incident reporting arangements.
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In this chapter we assess what we know about the scale of the problem
of adverse events in the NHE, in both human and financial terms, and
illustrate briefly some of the kinds of events which oceur. In fact we have
relatively little reliable information to help us quantify the scale of the
problem, but what there is gives at least some indication of the
significance of this issue for the NHS

Information on the scale of the problem

2.1 Table2.1 cgptures, in summary form, information from a sdection of the
exiging inddent reporting and recording sygemswhich we dexribein more
detal in chapter 3. It does not provide acomplete or accurae picture of the
sdeor nature of servicefaluresin theNHS and indeed not dl thefigures
cdited will necessarily reflect ‘adverseincidents as opposed, for example, to
unavoideble deaths It provides someinsght but must beregerded asa serious
underegtimete of the sze of the problem. Soecificdly, there are no incident
reporting sysemswhich properly take account of adverseeventsin primary
cae

2.2 Someof these dtigtics provide a morerdisble and complete picture than
others. For example coverage of gatigtics on suiddes and homicides by
mentdly ill peopleisvirtudly 100%, wheressthe figures from Regond
incident reporting sysemsare unlikdy to reflect anything goproaching true

frequency.

2.3 Inthepadt, very little research has been undertaken to assess comprehensvely
the proportion of episodes of hedth caretha result in adverse events
However, rdatively recently mgor studies from the United Saesof America
and Augrdia have yielded important data |f these are extrapolated to the
NHSin England, even dlowing for differencesin hedth care systems, the
egtimated number of patientsinvolved isworryingly high (Teble 2.2).
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2.4 Thee'bdlpark’ extrgpolaionsto the NHSin England ssem to be supported

N

by the results of arecent smdl-scde pilot sudy of hospitd inpaientsin
London (Table 2.3).

Whilg the primary conoarn must of course be the human cost of service
falures, thereis dso someinformation avalable which can hdp to quantify
some of thefinandd cods of adverse events. Pad litigation dams areone
example: they cogt the NHS around £400 million in 1998/99, in addition to
an edimated potentid liability of £2.4 billion for exising and expected dams.
Theresults of the UK pilot study on adverse events suggest that nationdly the
cogts to the NH S of extended hospita stays s aresult of adverse events could
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be as high as afurther £2 billion a year — five times the costs of dlinicd
negligence litigation.

Case studies

2.6 Throughout thereport we draw atention to particular problemsthrough the
use of case gudies which serveto illugrae the nature of theissues underlying
adversseventsin the NHS. In therest of this chepter we provide examples of
the kinds of adverse eventswhich can occur and ther potentid conssquences.

Incidents involving incorrect medication dosage

A hospital patient collapsed after a nurse gave her antibiotic tablets
crushed in water via an intravenous drip. Only special fluids can be
given via an intravenous drip. Similarly, antibiotics and other drugs can
only be given in specially-prepared solutions and not through the
impromptu crushing of tablets. The patient was rushed to intensive
care and subsequently recovered.

Source: NHS Executive

in a three-week period two young children received double the proper
dose of medication in a hospital X-ray departrnent, prior to having a
scan. In both cases their weight had been recorded in pounds, rather
than kilograms. Fortunately the children suffered no ill-effects.

Source: NHS Executive

A premature baby girl died after being given an excessive dose of
morphine — 15mg instead of 0.15mg — due to miscalculation of the
dosage. The dose was calculated by the Senior House Officer, checked
by & nurse and administered by the Senior Registrar.

Source: NHS Executive

Incidents involving the use of technical procedures

A number of women became pregnant following failure of earlier
sterilisations which had been carried out by laparoscope (keyhole
surgery). The surgeon had attached the sterilisation clips to the wrong
part of the Fallopian tube.

Source: NHS Executive

A patient had a Hickman line (plastic tube) in one of his veins to allow
drugs to be administered over a long period of time. When it came for
the line to be removed it was accidentally cut through and broke loose
into his venous system, placing him at serious risk. He had it removed
and recovered.

Source: NHS Executive
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Incidents involving failures in communication

A man admitted to hospital for an arthroscopy (an exploratory
operation) on his knees had a previous history of thrombosis (blood
clots). This was noted by a nurse on his admission form, but was not
entered on the operation form which had a section for risk factors and
known allergies. The operation was carried out and the patient was
discharged from hospital the same day. Given his history of thrombosis
the patient should have been given anticoagulant drugs following his
operation, but because his history had not been properly recorded
none were given. Two days later he was admitted to the intensive care
unit of another hospital with a blood clot in his lungs.

Source: Medical Protection Society Casebook No. 13, Summer 1999

A patient with leukaemia was about to receive a transfusion of blood
platelets. The experienced senior nurse on duty in the ward noticed
that there were small clumps visible in the platelet pack, and had
questioned whether the transfusion should proceed. She was advised
that these were probably small platelet aggregates which would be
removed by a filter in the equipment. Following transfusion, the
patient developed severe septicaemia and subsequently died. The
platelet pack was found to be contaminated with E-coli, a bacterium
that can sometimes be present in platelets through contarnination
from the donor's skin. It was found on inquiry that although non-
harmful platelet aggregates used to be a common feature, new
processing methods had eliminated this, so that an abnormal
appearance in the platelet pack should not have been accepted as of
no significance. Steps were taken nationally to communicate this
change to all relevant staff.

Source: NHS Executive

A graphic example of theway in which specific srious errorscan berepedted a
number of times over aperiod of yearsis provided by an andyss of incidents
involving erroneous adminigraion of a certan caegory of anti-cancer drug.

History repeating itself: Errors in spinal injections proving catastrophic

Since 1985 at least 13 cases have occurred of people (usually children)
being killed or paralysed due to the maladministration of drugs by
spinal injection. The circumstances have been very similar.

Source: Review of published medical research.
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2.8 Intrahecd (spind) mdadminigration of drugs which should instead have been
adminigtered by the intravenousrouteis arare, but dways very serious,
medica accident. Since 1985, 13 such acddents have been reported in medicd
literature or to the Committes on SHfety of Medicines, but it isnot known
whether there are more then this because no comprehensive centrd record is
kept of such adverse events.

2.9 Of the 13 documented mdadminigraion acadents, 12 involved injection into
the spine of an anti-canoer (cytotoxic) drug, specificaly one group of drugs
cdled vincadkdoids (vinblaging, vincriging and vindesine). Ten of these
acdidents are known to have been fad; the find outcomeis unknown in the
remaning two. Thetwo published case reportsthat follow aretypicd of this
kind of incident.

Case 1

" A 10 year old boy with acute lymphoblastic leukaemia was accidentally
given vindesine 4.5 mg intrathecally. After two hours he became drowsy
with diplopia, third nerve palsy, and leg weakness. Folinic acid and
dexamethasone were given and he made a transient recovery; 24 hours
later the symptoms recurred and he died on the third day from
progressive ascending paralysis. Necropsy showed leukaemic infiltration of
the parietal lobes and arachnoiditis of the lumbrosacral cord and twelfth
nerve nucleus — similar to the changes induced by intrathecal vincristine.”

Source: Robbins et al 1985

Case 2

" A patient was prescribed methotrexate 10 mg intrathecally and
vincristine 2 mg intravenously as part of their chemotherapy course. The
drugs were prepared ready for administration by the pharmacy
department. Both syringes were sent to the ward in the same clear plastic
bag. The syringes were labelled with the patient’s name, the drug name,
and the dose. The senior house officer gave both drugs via the intrathecal
route instead of administering the vincristine intravenously as prescribed.
The patient subsequently died. The doctor, who admitted at the inquest to
not reading the syringe labels, was assisted by a student nurse. The doctor
had not checked the syringe labels against the prescription nor verified the
adminisiration details with the nurse.”

Source: Cousins and Upton 1994

2.10 Thevincadkdoids are not arecent dinicd devdopment; fird isolaed from
the periwinkle plant (Vincarosea) in the 1950s, they wereintroduced into
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cancer chemothergpy in the 1960s. Snce then, they have been widdy used to
trea the acute leukaemias, lymphomas, and some solid tumours. Used
properly, these drugs can be very effectivein the treament of some leukaemias.
However, they have long been recognised as strongly neurotoxic and can kill if
incorrectly administered. They can be given sefdy only by the intravenous
route, and should never beinjected into the pine.

[3e]
.
s

Product data sheats (summaries of product charecterigics), package inserts, vid
and pak labds, end the British Nationd Formulery dl carry prominent
warnings of this hazard. For example, the data sheat for Oncovin (vincrigine)
carries prominent boxed warningsin three ssparae places, and repegsthe
messagein thetext. The pack contans an auxiliary warning gticker to be
placed on syringes contaning the drug, and pre-prepared syringes contaning
the product must be packaged in an overwrgp warning labd:

"o not remove covering until the moment of injection.
Fatal if given intrathecally. For intravenous use only™

2.12 Despitethelong-recognised neurotoxicty of vincadkdoids, and the precau-
tionary messures described above, disagtersinvolving these drugs continue to
occur. A caein London in 1997 led to mandaughter charges againd the
doctors concarned (eventudly dropped by the Crown) and received widespread
media atention'819 yet afurther fad case was reported to the Committes on
Sefety of Medicines the following year.

2.13 Thecrcumgancesin which vinca dkdoids are sometimes used are an
important contributory factor in these accidents In virtudly dl of the
documented cases, the patient had been prescribed intrathecal methotrexae
combined with intravenous vincadkaoid. Thetwo injectionsare then
confused, or both are gven by theintrathecd route. The consequences are
entirely predicteble. The paient may bein remission from ther canoer & the
time of the accident, which mekesthe event particularly tragic for the
individud and ther family. The staff concerned may face crimind proceedings,
in addition to NHS and professond disciplinary processes.

2.14 Thecdrcumgancesin which these incidents occur are wel known. They
should be entirdy avoidable, but have not been diminaed. Thisexampleis
teken further in section 3.13 of the next chepter to illustrate some of the
underlying causd factors.

The impact of adverse events on individuals

2.15 Adverseventsinvolve a huge persond cog to the people involved, both
paientsand s&ff. Many paients suffer incressed pan, dissbility and psycho-
logicd trauma On occasions, when theinddent isinsenstively handled,
paients and their families may be further traumatised when their experienceis
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ignored, or where explanations or gpologies are not forthcoming. The psycho-
logicd impact of the event may be further compounded by a protracted,
adversarid legd process. Saff may experience shame, guilt and depression after
a serious adverse event, which may again be exacerbaed by follow-up
action.2021

2.16 Theeffect of adverse eventson patients ther familiesand g&ff isnot
sufficiently gppreciated and more atention should be given to ways of
minimising theimpact of adverse eventson dl those involved. Theseissues
while of great importance, cannot be fully addressed within this report and
may require ssparae atention, though we made some limited comment in the
context of our discussion on litigation in chepter 4.
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Chapter 2 — Conclusions

1 Information on the frequency and nature of adverse events in the NHS
is patchy and can do no more than give an impression of the problem.
Information from primary care is particularly lacking;

International research (including a recent UK pilot study) has thrown
light on the potential scale of the problems, and suggests that these
may be around 850,000 adverse events each year in the NHS (range
300,000 to 1.4 million);

The financial costs of adverse events to the NHS are difficult to
estimate but undoubtedly major — probably in excess of £2 billion a
year;

There is evidence of a range of different kinds of failure, and of the
recurrence of identical incidents or incidents with similar root causes;
Case studies highlight the consequences of weaknesses in the ability of
the NHS as a system to learn from serious adverse events;

There is a need for further work focusing specifically on how the

impact of adverse evenison patients, their families and staff can be
minimised.
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In this chapter we draw upon the research evidence available conceming
adverse events not just in health care but across all sectors. Extensive
study in non-health care fields has shown that, within most uninten-
tional failures, there is usually no single explanatory cause for the event.
Rather there is a complex interaction between a varied set of elements,
including human behaviour, technological aspects of the system, socio-
cultural factors and a range of organisational and procedural
weaknesses. Systematic study of these issues in the health care field is
sparse, but the available evidence suggests a similarly complex pattern
of cause and effect relationships. Leaming from adverse events is also a
complex phenomenon. Yet research suggests that it is possible to
identify some of the barriers that prevent organisations from learning
effectively from adverse events, and to put in place measures to help
overcome them.

3.1 Bvery year around the world mgor catastrophes and disedterslead to loss of life
and seriousinjury. Thetext below is areminder of some of those tha have
occurred in Britain. Each gaverise to huge public concern and was the subject
of aformd invegtigation or public inquiry.

Non-health care disasters resulting in death

Hillsborough and Bradford football ground tragedies

Snking of the Marchioness pleasure boat on the river Thames
Manchester and Kegworth air crashes

Southall rail crash

Capsizing of the Zeebrugge cross-channel ferry Herald of Free
Enterprise

3.2 Eech of these catagtrophes was typified by the complex st of interactionsthat
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“Human error
should be sgen
as a consequence,
not a cause, of
failure”

3.3

occurred between factors which precipitated the event. In no casswas there
any singe factor which could be deemed to haveresulted in the falures, but
raher an interaction between locd conditions, human behaviours, soad
factors end orgenisationa wesknesses But what do we know about the factors
tha influence levels of hazard, the probability of falure and the ability of
organisationsto leern lessons when things go wrong?

Experience has been built up over many yearsin undersganding the reasonsfor
accidents disssters end system faluresin anumber of fields. Academicshave
resserched and written widdy on the subjects of human aror, risk, arissand
dissger management, as well asrdiability enginearing and safety management.
Particular industries— for example avigion and nuclear power generdion —
have been congpicuous in implementing improvementsbased on sygematic
learning from accidents and indidents. Other experts have commented on the
conduct of inquiriesinto disasters and identified the factors tha gopear to
determine whether their findings will be implemented.

A detaled review of theresearch literaureis beyond the scope of thisreport,
though our referencesform a sdected bibliography. 1n this chepter we
highlight some of the main themestha emerge from both academic reseerch
and precticd experience of preventing, andysng and managing falure of dl
kinds. Welook firg a the underlying causes of falure, and then a thefactors
influencing leerning.

Thereisrdaivdy little information to draw upon which deds specificdly with
the hedth fidd, though we do provide some examples. Much of the work that
exigtsis basad upon experiencein the USA which bring with it a different
socio-culturd and economic context in which thework isgrounded. Thereis
currently a gredt ded of interest in the hedth care sphere, following anumber
of well publidsad sriousincidents, 0 it islikely tha ressarch in this areawill
grow quickly.

Understanding the causes of failure

Human ki

3.6

ror

There are two ways of viewing human error: the parsn-antred agorcach and
the sdem goproach. Theformer isgill the mod dominant tradition within the
academic literaure on falure, largdy because it is more suited to the agendaof
management. This gpproach focuses on the psychologicd precursors of error,
such asinatention, forgatfulness and cardesmness Its associated counter-
meesures aeamed a individuds rather than stuaions and theseinvariebly
fdl within the"control" paradigm of management. Such controlsindude
disciplinary meesures, writing more proceduresto guideindividud behaviour,
or blaming, naming and shaming. Asde from tregting errors ss mord issues it
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isolates unsafe acts from thar context, thus making it very hard to uncover and
diminaerecurrent error trgoswithin the sygem. Though atractive from a
managerid and lega perspective, asthe predominant goproach it isill-suited to
the hedthcare domain — or to any other spherewhich has high-technology
dements. It isimportant to emphasise tha this does not meen that individuds
should never be held accountable for their actions.

3.7 Thesystem gpproach, in contragt, tekes a holigic sance on theissues of
falure It recognisesthat many of the problemsfadng orgenisations are
complex, ill-defined end result from the interaction of a number of factors.
This goproach garts from the premise tha humans arefdlible and that errors
aeinevitable, even in the best run orgenistions (a notion cgptured recently in
thetitle of the USIngtitute of Medicine report "To Err isHumean")22. Errors
are seen as being shaped and provoked by ‘upgtream’ systemic factors, which
indude the organisation's drategy, its culture and the goproach of management
towardsrisk and uncertanty. The assodaed counter-messures are basad on the
assumption tha while we cannot change the human condition we can change
the conditions under which people work o as to meke them less error-
provoking. When an adverse event occurs, the important issue is not who
made the error but how and why did the defences fal and what factors hdped
to cregtethe conditionsin which the errorsoccurred. The system goproach
recognises the importance of resilience within organisations and dso recognises
the process of learning as enhancing such resilience?®. 24,25 During the course
of itswork, the Committee was repeatedly struck by theimportance of the
system goproach, and wereturn to it laer in the report.

3.8 Human error is commonly blamed for falures becauseit is often the most
redily identifieble factor operating in the period just prior to an adverse event.
Yet two important facts ebout human error are often overlooked. Firdt, the best
people can meke the worst mistakes. Second, far from being rendom, errors
fdl into recurrent paterns. The same sgt of crcumsatances can provoke amiler
mistekes, regardless of the peopleinvolved. Any atempt & risk management
that focuses primarily upon the supposed mentd processes underlying error

“Human actionsare (forgetfulness inatention, cardessness, negligence, and thelike) and does not
akey element in saek out and removethese situtiond ‘error trgps issureto fal. Thelocd
many serious humean erorsarethelagt and probably the leest manageeble part of the causd
inddentsbut they sequence leading up to some adverse event.

Zig:;iﬁggﬁy 9 All orgenisations operaing in hazardous circumstances tend to develop
u ) bariers defences and sefeguards that become interposed between the source of
disagter srikes’

the hazard and the potentid victims or the losses tha would oocur should that
risk becomeredised. These defences may be d@ther ‘hard’ (physicd contan-
ments, automation and engneered sefety fegtures) or ‘oft’ (the procedures,
protocols, adminigrative controls and people a the ‘shap end’). Thehuman
dementsof asysem can wesken or aregte ggpsin these defencesin two ways
by adivefailuresand latent aondiitians28.

Active failures are the ‘'unsefe acts committed by those d the sharp end.
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These can bedips |gpses, mistakes or procedurd violaions. They have an
immediate and usudly short-lived impact on the defendvelayers They dso
tend to occupy the potlight in any subsequent invedtigation.

l.atent conditions are compareble to ‘resdent pathogens in the body. By
themsalves, they often do no paticular harm. They may liedormant in the
system for long periods before combining with locd fectors and active
faluresto penetrae or bypass the defences. Research has suggested thet
organisations can embed the preconditions for falure, and tha thiscen teke
place over many years Laent conditions erise from gtrategic decisons made
by desgners, builders, procedure-writersand top management. All such
dedgons have the potentid for seading ‘pathogens into the sygem, even
good ones (hencethe term ‘laent condition’ rather than ‘latent falure). For
examplg, it is the business of senior management to dlocate limited

“The evidence from resources. But thisisrardy done on an equiteble bass Some departments
alarge number of oet more, othersless— for what ssam like sensible reasons a thetime. For
accident inquiries the latter, these shortfdls can trandaeinto error-provoking conditionsin
indicatesthat bad the workplace — for example, time pressure, excessvefaigue, saff shortages,
events are more lack of experience and inadequate equipment. Unlike active falures, whose
often the result of precise forms are hard to predict, laent conditions are dways present. They
error-prone can be identified and removed before they cause an adverse event. To use

another andogy: errorsand violaions & the sharp end arelike mosquitoes.
Swa them one by one and they kegp on coming. Thelonglagting remedy is
to drain the swampsin which they bread. The svamps ae the ever-present
laent oonditions However the proocess of addressing these latent conditions
cen grike a the heart of the orgenisation's culture or the dominant
paradigm within management theory. Consequently, atemptsto ded with
such issues are often problemaic as they require quite fundamenta changes
to the core beiefs and vaues of senior saff within the organisation.

gtuationsand error-
prone activities
than they are of
error-pronepeople’

3.11 Oneview of acddent causation tha haswide currency in thefidds of aviaion
and nudea power generation is cdled the ‘Swiss cheesg modd. Thisis
illusrated in Figure 3.1. 1dedly, dl the defences separaing hazards from
potentid losses should beintact; but, in redity, they are morelike dices of
Swiss cheese— full of holes. Unlike the holesin Swiss cheess, however, the gaps
in sysdem defences are continuoudy opening, shutting and shifting postion.
They are aregted, as discussed ebove, by active falures and laent conditions.
Serious denger ariseswhen a st of holeslines up to dlow abrief window of

“In health care, the acdident opportunity. In hi-tech, well-defended sysems (eg. modern arliners
human elementsof and nudear power plants), with many layers of barriers and safeguards, such
the systemare acddent opportunities arerarg, but they can have devastating consequences. In
often the last and many fields of dinicd practice, however, there can be reaivey few protective
most important ‘dices intervening between danger and harm. In surgery, for example, very
defences’ little lies between the scapd and some untargeted nerve or blood vessd other

then the ill and traning of the surgeon. In hedth care, the human dements
of the sysem are often thelagt and most important defences.
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The “Swiss cheese” model of accident causation

Some holes due to active
failure (eg. mistakes,

procedural violations) _.» Hazards

Figure 3.1

Source: Reason 199727

Other holes due to latent
losses B conditions (eg. faulty equipment,
lack of staff training or experience)

Successive layers of defences, barriers and safeguards

3.12 A good example of the nead to put human error into perspectiveis provided
by the 1989 Kegworth ar crash.

Human error in perspective — the Kegworth air crash

In 1989, 47 people died when a British Midland Boeing 737-400 aircraft
crashed onto the M1 motorway. The immediate act precipitating the crash
was the shutdown by the crew of the wrong engine following an engine
fire. The pilots were criticised for acting too quickly and for failing to
assimilate information from their instruments. The official report made a
number of recommendations concerning changes to the aircraft as well as
pointing to the faults of the pilots and cabin staff. The media though used
the shorthand of ‘human error’ to describe the event.

In fact the accident at Kegworth illustrated how system failure can occur
at a number of levels. In the first instance there was a failure of the
technical component itself which resulted from the fracture of the engine
fan blades. The specific nature of this failure was not identified by the
aircraft's warning system which failed to provide the pilots with
unambiguous information concerning the nature of the event. There was
also a failure in the decision making processes of the pilots which led to
their incorrect diagnosis of the source of the engine failure and led them
to close down the wrong engine. A series of communication failures
compounded the problem. The pilots claimed that they were constantly
distracted by communications from air traffic control and this impacted
upon their reassessment of the decision to close down the right-hand
engine. In addition, there was also a failure of the cabin staff and the
passengers to communicate their observations of the smoke and flames
from the left-hand engine.

Finally, there were a series of organisational and environmental factors
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that combined to create the climate in which the failure occurred. These
included the design of the cockpit and its instrumentation, the protocols
available for fault finding, the difficulties facing the pilots in repro-
gramming the automatic landing computer and the training given to the
pilots to allow them to convert to a new type of aircraft.

Source: Smith 1999%°

3.13 In the NH Stoo, adverssevents are often the result of aseriesof erorsor
omissions leeding up to thecriticd event itsdf. Thisis powerfully illustrated by
the ssquence of eventsleading to the degth in 1997 of a young boy from
mdadminigration of an anti-cancer drug — an isue we summearised in chepter
2. In this section we take the case study further by enadysing the underlying
eventswhich led to the tragedy.

3.14 Researchers haveidentified a number of generd factorstha influence dinicd
practice, many of which can berdded to incidents such asthat illugtrated in
detal above It isreedily goparent that issuesrdating directly to the individud
hedth care professond ae only one smdl subset of thefactorsa work in
clinicd practice.

Factors that influence the delivery of health care

Inglitutional context
Organisational and management factors
Work environment
Team factors
Individual (staff) factors
Task factors
Patient characteristics
Source: Vincent, Taylor-Adams and Stanhope 1998

3.15 Thisisnot to say tha individuds can be absolved of their reponsbilities, nor
tha disciplinary action is never gopropriae— for examplein casesinvolving
mdidous acts or gross negligence. Rather the system gpproach suggeststha we
should not automaticaly assume or seek out some serious, blameworthy
individud faling asthe principda cause of an adverse event. A focus soldy on
thefalings of individud hedth care gaf will missimportant causes of adverse
events and hamper efective learning.

The system approach to error management

3.16 Research ecificdly focused on hedth care sysems suggeststha as many as
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“Resserch specifically
focused on health
care systems
aiggeststhet as
many as 70% of
adverseinddents
are preventable”

70% of adverseinddents are preventeble. However, dthough errorscan be
minimised they will never be completdy diminaed — paticulerly where high
volumes of activity occur. It has been etimated, for example that a600 bed
teeching hospitd with 99.9% error free drug ordering, digpensng and admin-
istretion will experience 4,000 drug errors a year®0. So meesures dso nesd to
be taken to limit the adverse consequences of those errorsthat gill occur. This
involves designing or modifying systems so tha they are better ableto tolerde
inevitable humean errorsand ocontain their damaging conssquences.

3.17 Whilg those committed to the person goproach tend to dlocae the bulk of
their resourcesto trying to makeindividuds less fdlible, the sysem gpproach
amsfor acomprehensve programme directed smultaneoudy & people, teams,
tasks, workplaces and ingitutions Thereisno single solution which can be
goplied in every drcumatance

3.18 Snce serious adverse eventsrardly have asingle, isolaed cause, dtemptsto
prevent or mitigae adverse eventsneed to addressnot just sngeevent chansg
but sysems as awhole. While details of some futurefalure can hardly ever be
predicted, defencescan beingdled that will limit their bad effects. Well-
designed sysems can minimise the hamful effects of errorsby anticipaing
their occurrence and detecting them a an early sage A ampleexampleisthe
word processng package 1ts desgners undergood that people can exit files
without saving them. So they buiilt in remindersand ‘fordng functions to
make this more difficult. Smilar principles can be goplied to diminating error
trgpsin hazardous sysems, and indead to the gpplication of design solutions.
Oneexample of the later in hedth careis the devdlopment of automaticaly
retracting syringes, which expose the needle only a the moment of injection,
as an ad to the prevention of nesdle-dtick injuries.

High-technology, high-risk procedures

3.19 High-technology, high-risk procedures have been little researched for their
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rdevance to adverse events However recent reseerch suggests tha particular
factors can be & work in thisfidd, and tha it warrantscondderdion asa
paticulaly important areaof hedth cae

3.20 High-technology aress such asintensve care units, emergency rooms,
operaing theatresand high-risk medicine such as oncology, transplentation,
neurosurgery, cardiac surgery and gene therapy share many smilaritieswith
other complex socio-technicd systemsin which people and complex
technologiesinteract. It islogicd to conclude that theories of organisation or
system accidents, such asthose we have discussad in this chepter, are goplicable
to adverse eventsoccurring in these arees. Fatd actionsin the operaing theare
or in the ward are often the result of an accumulaion of multiple minor and
mgor falures many of which may have thar origins away from theimmediae
environment of care.

3.21 Thereis, however, amgor difference between high-risk medicine and complex
sodo-technicad sysemssuch asthe aviaion indusdtry. Technicd advancesin the
later have been such that mgor technicd falures are rare compared to humean
falures In high-risk medicing, falures may be atributable to poor patient risk
(for exampleif apatient isin poor generd hedth), inherent risk in some
difficult treamentsand/or poor performance of care providers

“Bven in casss of
rmgor human
failures, appropriate

3.22 Recent reseerch into these interactions has highlighted therole of human
falures over and above therisks ascribable to particular conditions and to
paticular high-risk treeiments. It dso showed that even in cases of mgor

compensating humen failures, gopropriate compensating behaviour can prevent adverse
behaviour can e/ents3!

prevent adverse

events’ 3.23 Thesame study demonstrated that very little is done to eradicate the meny

amdl falures sometimes hardly noticad by the dinidians providing care. They
were shown to have amultiplicative effect o tha they became a sgnificant

risk factor. Deding with these minor faluresisone of the mogt chdlenging
tasks of hedth care organisations. They are so subtletha most of them are not
reported even in the most open incident reporting sysem. The employment of
humen factors experts as outdde observersfor research purposes has been
extremely ussful in detecting these minor falures, but whether such techniques
are gopropride or feasble for more generd goplication asatraning and
quality improvement tool is more questionable.

e

3.24 Other research has shown tha for one high-risk proosdure, coronary artery
aurgery, therae of post-operaive complications did not corrdate srongly with
post-operaive degth rates There was however a correlaion between degth
raes and successin rectifying complications when they did arise the hospitd
with the highest mortdity had ahigher rae of falure to rescue from compli-
cation, raher than a higher rate of complication pe &2

3.25 Wha dl thissuggedsistha to agreat extent high-risk medianeisbound to
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be eventful and that serious errors and complications will never be eradicated,
samply becausethereis alevd of risk for which no sysem can fully
compensae. Focusing on correction, recovery or rescue from these complica
tions end falures— on error management as wdl as on error prevention —isan
important and under-recognised way to improve sefety in these areas. Many
medicd and surgicd teams, whilst being perfectly capable of deding sfdy
with ‘draghtforward’ cases may not have the cgpecity to cope with serious
advarse events Thisis one of the most fundamentd differences between
sucoess and falure.

Factors influencing learning from failure

3.26 Sofar in this chapter we have set out somekey principleson the nature of
error end falure, illugraing some of the complexitiesin thisareaand
highlighting theimportance of sysemsin underganding why things go wrong.
In the next section we consder some of the factors which influence the ability
of organisations to learn from falures when they do occur.

The learning loop

3.27 Organisgtiond leerning is a cydicd process, the key components of which can
be destribed with referenceto an goproach which we have adgpted from a
modd usad by British Fetroleum in the context of itswork on knowledge
meanagement (Fig 3.2). Of necessity thismodd greatly over-smplifiesthe
processit depicts — omitting for example theimportant dimension of feedback
‘short circuits within the process— but it servesto illugtrae the fundamentd
depsin alearning cyde

Awarness of
systems

Embed and
sustain changes

Figure 3.2
The Learning Circle

Source: Adapted to hedlth care from a .
model developed by BP Amoce Friorit 158,

disseminate, train

Digtill and
validate
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3.28 The process does not differ regardless of whether learning tekes place before,
during or &fter theevent. Thefirg hdf of the leerning cyde esentidly
concarns the identification of learning opportunities and the devdopment of
sound solutions Monitoring of service ddivery activity — induding adverse
events and the experiences of others— provides abass for aking quegtions
gbout how improvements can be brought gbout and errors avoided. Some
commentators have suggested tha akey pat of this processis ‘ssnsemeaking 32
—enauring tha individuds and orgenisations actudly undergand what the
true nature of their experienceis 0 that it provides a sound basis for learning.
It isfar more difficult for effectivelearning to take placeif theinitid under-

“It isdifficult for
effective learing to

take place if the sanding of what has ocourred is serioudy flawed. In particular, it isimportant
initial under- to consider experiencesin the context of the various sysemsin place and the
standing of what way these interact, because only in thisway is it possble to come to sound
has occurred is ooncdlusions bout the nature of potentid and actud risks faced.

serioudy flawed”

3.29 Once potentid and actud risks have been identified, they must be properly
andysd to identify lessons for policy and practice. Lessons can be extracted
from the pool of avalableinformation through andyss but then nead to be
didtilled — to make sure tha the essence of the learning pointsis properly
cgptured — and thar vdidity tested in theory or practice. Vdiddion is
important whereidess come from experiencein other sector or organisgtions—
transferability is often possble but cannot be assumed —but it isdso akey
gep in learning from experience within ateam or an organisation. It isdl too
eesy to reech aconclusion or draw alesson which gopears obvious, but which
doesnot in fact sand up to testing. Theinitid asssssment of the experienceor
diagnoss of the problem may be flawed, or the solution identified may not in
prectice addressthe issue effectively.

3.30 The seoond part of the learning process, once sound solutions have been
derived, isto make suretha they are put into practice. Learning points need
to betrandaed into practicd polides and actions tha can beimplemented a
the gopropriadelevd. These practica changesthen nead to be prioritised, to
provide a clear agendafor action, and dissaminated to the rdevent audience
Traningisavitd tool in ensuring that information on changeis both dissemi-
nated and acted on.

3.31 Action to implement and goply improvementson the ground isan essentid
pat of thelearning process. Lessons can be ‘leerned’ on onelevd, in tha there
is agrong avareness of wha nesdsto change and why, but if therearebarriers
in place to the goplicaion of tha learningin practice the active learning
process will fail. However, to sugtan long-term change solutions dso need to
be firmly embedded into the culture and routine practice of the orgenisation.
Only if changeis successfully embedded in an organisgtion will it survive once
the"heat" ispercdived to have gone out of aparticular problem. If an organi-
saion focuses intensivey on aproblem for a short period of time but forgets
gbout it when new priorities emerge or key personnd moveon, efective
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learning has not taken place. Aswe have dready observed, learningisnot a
one-off event, it is an ongoing dynamic.

3.32 Findly, continuous monitoring of changes and improvementsin pratticeis an
esentid part of ongoing leerning and improvement.

3.33 All the evidence suggests theat the latter sagesin thislearning processare
criticd in ensuring that organisationd behaviour is actudly chaenged as aresult
of thelessons drawn from adverseinddents, and tha true ‘learning requires
more than jud theidentificaion of vaid lessons But it isa the sages of
implementation and embedding tha thelearning loop often ssemsto fracture

3.34 Theliteraureisreplete with examples from arange of different sectorswhere
lessons had been deerly and correctly drawn from experience, but for one
resson or another these lessons had not been trandaed into effective organisa
tiond learning. Thetext beow outlines four such examples— two from the
NHSand two from other spheres.

Four examples of failures to close the learning loop

Bradford football ground fire

On 11 May 1885, afire started in the main stand during a match at
Bradford City’s Valley Parade ground. Rubbish which had been allowed to
gather beneath the wooden stand was ignited by what is believed to have
been a discarded cigarette, and within a matter of minutes the stand was
ablaze. 56 people lost their lives, and another 200 were injured.

As early as August 1969, the Fire Prevention Association published an
article entitled “Maying safe in sporting arenas’ which gave details of
several fires which had taken place in football stands like the one at
Bradford, and warned that “Should a fire break out, particularly if a game
is in progress, a major tragedy could result.”

Source: Toft 1992

Taunton train fire

In the early hours of 6 July 1978 at Taunton, Devon, bed linen stored
against an electric heater in a railway sleeper car caught fire and set the
rest of the car ablaze. Although staff and travellers reacted with
commendable speed, 12 passengers died and a further 16 were

injured.

British Rail had received a warning five years previously that bed linen left
on the sleeping car heater was a source of danger, following an inquiry
after linen caught fire on a Glasgow-Euston train. Apparently, the lessons
of the fire on the Glasgow-Euston train were not passed on because at
the time of that incident all the sleeping cars on the Western Region were
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steam heated. Unfortunately, when the Western Region sleeping cars
were converted to electric heating nobody thought to inform them of the
previous incident.

Surce: Toft & Reynolds 1997%°

Suicides by mental health inpatients

For some years it has been recognised that a major means of suicide
among inpatients in mental health units is hanging from curtain or shower
rails. A paper drawing attention to this was first published in 1971%.
These events can be prevented fairly simply by fitting collapsible rails
which give way under the weight of a person. The 1999 report of the
National Confidential Inquiry into Suicides and Homicides by People with
Mental lliness concluded that hanging, and in particular hanging from
non-collapsible structures such as bed and shower and curtain rails, is still
the commonest method of suicide among mental health inpatients. A total
of 81 mental health inpatients committed suicide on the ward by hanging
in the two vearsto April 1998 —two thirds of all suicides which took place
on the ward.

On at least one occasion a collapsible curtain rail which had given way,
preventing a hanging, was incorrectly repaired. When another patient
later attempted to hang himself from the same rail it failed to collapse and
the patient died.

Source (suicide statistics): Safer Services 1999%7

Death due to incorrect urinary tract irrigation

A patient with urinary tract stones underwent a procedure, under
anaesthetic, in which her upper urinary tract should have been washed
out with a special fluid. In fact plain water was used by mistake. The
water affected the patient’s bloodstream, and she suffered a fatal heart
attack in the operating theatre. Despite details of the incident being
circulated to all relevant hospitals, a second similar incident almost
occurred within a few months in a hospital only 30 miles away.
Fortunately in this case the mistake was spotted before the fluid could be
administered, and no harm came to the patient. The surgeon involved
pointed out that, at a distance, the bags of different irrigating fluids
looked identical.

Source: NHS Executive

‘It isonly through 3.35 The NH S case studiesin particular are good examples of the phenomenon of
active leerning that ‘passive learning: vaid lessons have been drawn from experience, but they have
the benefits of not been fully implemented. By contragt, ‘active learning involves both
experienceare drawing vdid condusions and putting them into practice®®. It is only through
actually realised” ative leerning tha the bendfits of experienceare actudly redised.

3.36 Some NH S examples of ‘active learning — where effective changesin practice
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do gopear to have been made to prevent particular problemsrecurring— ae
provided by the ‘Back to Segp’ campagn to reduce cot degths.

The Back to Sleep Campaign — active learning in the NHS saved the lives
of 3,000 babies

In the 1970s and 1980s advice given to new parents by health care
professionals was that babies should be placed in their cots on their fronts.
It was reasoned that if a baby regurgitated milk choking was less likely
than if the baby were lying on its back.

Research from several countries, confirmed by work from Bristol published
in 1990, found that babies placed on their backs had a lower incidence of
‘cot death’. An expert group convened by the then Chief Medical Officer
in October 1991 reviewed this and further evidence from Bristol, where
the cot death rate had fallen after health care professionals started
encouraging mothers to avoid prone sleeping positions in 1989,

As a result from December 1991 the Department of Health and the media
ran a campaign to educate parents (the Back to Seep campaign). Cot
deaths have halved in the years since the campaign. This is an example of
rapid, active learning in the NHS which led to the saving of over 3,000
babies lives in the six years up to 1998.

Source: NHS Executive

3.37 Thepostion of the confidentid inquiries conducted in theNHS (ssedso
paagraphs 4.40-4.43) is ahdf-way house between active and passivelearning.
It is passive because recommendations do not often lead to mandaory and
immediae procedurd change but rather rely on the published report to have
an impact. On the other hand, because it istargeted a specific professiond
prectitioners someof itsrecommendations aretaken very serioudy o thet a
momentum for changeis induced. Examples are shown a the end of chepter
4, where we discuss in more detal the NH Ss cgpacity to implement leerning
from exiging information sources.

Barriers to learning

“Individuals may 3.38 In genad, experiencein the NHSand in other orgenisations suggeststhat
learn from their individuds may learn from their migtakes but those around them often fal to
mistakesbut those do 0. Individuds may learn because mistakes cause them emotiond pan, even
around them often if they go unnoticed by others In some cases, of coursg individuds may
fail to do =" refran from hearing key messeges as akind of parsond ‘defence mechaniam' —

thisis partly apersondity feaure, though people can betaught to goportion
respongbility more ressonebly.

RLIT0002440_0047



Learning from failure: evidence and experience 33

Barriers to learning — an NHS exampile

An NHS acute psychiatric unit had been regarded by staff and managers
as a troubled unit for some years. Although it had not experienced a
major adverse event as such, there were acknowledged problems of an
unsuitable physical environment and poor standards of care. The
perception of staff working in the unit was of “a catastrophe waiting to
happen”. Yet it was only after a critical Mental Health Act Commission
report, which described the unit as one of the worst in the country, that
any action was taken.

The management team brought in to turn the unit around was ultimately
successful, and two years later the unit received a national risk
management award. But it took the impact of a very critical external
review to galvanise the organisation into action on what had for some
time been widely recognised failings. Even once the change process had
begun, a number of latent barriers to learning and change — at individual,
team and organisational levels — still had to be overcome.

Specific barriers identified by those brought in to turn the unit around

included:
misdiagnosis of the real problems within the unit. Violence and
aggression had become commonplace in the unit because the standard
of care had completely broken down. Rather than seeing these issues
as symptoms of underlying systemic problems, the organisation initially
responded to the immediate difficulties by fitting more locks,
tightening security and installing a new seclusion room. These
“solutions” simply exacerbated the real problem of a poor
environment of care and compounded existing system failures;
the “closed” system within which the unit had operated. The unit
was isolated from the wider care systermn and therefore not open to
feedback from service users and other key stakeholders. A sustained
effort had to be made to lower barriers to external feedback and keep
them down;
the inability of management to engage with the human and
emotional dynamics of change. A “macho” approach to management
and care meant that staff were either emotionally “burnt out” or they
were emotionally blunted and appeared uncaring. The immediate
emotional needs of staff had to be addressed, and sustained through
the provision of supervision and support, to enable staff to separate
their own issues from the needs of their patients;
the failure of senior managers to acknowledge and act on concerns
which had been raised repeatedly by staff. One senior manager
involved later spoke of a situation approaching “organisational
denial”, and staff in the unit felt frustrated and angry that the organi-
sation had failed even to register, let alone act on, concerns which
they had repeatedly raised;
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the distracting effects of constant organisational change. The period
in which the unit had deteriorated most markedly was characterised by
major changes in management structures movement among senior
personnel. Senior managers " took their eye off the ball" asthey
became preoccupied with organisational restructuring.

Source: Presentation fo the Committee on the experience of the Ssymour Clinic, Fast Wiltshire
NHS Trust. Winner of Health Service Journal Management Awards Risk Management category,
1998.

3.39 Although individuds are more likdy to learn from inddents, particulerly if
they acoept adegree of regpongbility for them and/or they experiencethe pan
of apublic accident, what they leern may not dways be ussful. For example, it
may lead to more defensive prectice — perhgps kesping paientsin hospitd
longer than iswarranted. A focus on theindividud makesit harder for systems
to learn, to spread the impact of eventsor accidents beyond ther immediae
environment. Researchershave identified a number of ‘barriersto learning
which contributeto this

Barriers to organisational learming

Ar undue focus on the immediate event rather than on the root
causes of problems;

Latching onto one superficial cause or learning point to the exclusion
of more fundamental but sometimes less obvious lessons;

Rigidity of core beliefs, values and assumptions, which may develop
over time — learning is resisted if it contradicts these;

Lack of corporate responsibility — it may be difficult, for example, to
put into practice solutions which are sufficiently far-reaching;
Ineffective communication and other information difficulties —
including failure to disseminate information which is already available;
An incremental approach to issues of risk — attempting to resolve
problems through tinkering rather than tackling more fundamental
change;,

Pride in individual and organisational expertise can lead to denial and
to a disregard of external sources of warning — particularly if a bearer
of bad news lacks legitimacy in the eyes of the individuals, teams or
organisations in question;

A tendency towards scapegoating and finding individuals to blame —
rather than acknowledging and addressing deep-rooted organisational
problems;

The difficulties faced by people in “making sense” of complex events
is compounded by changes among key personnel within organisations
and teams;

Human alliances lead people to “forgive” other team members their
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mistakes and act defensively against ideas from outside the team;
People are often unwilling to learn from negative events, even when it
would be to their advaniage;
Contradictory imperatives — for example communication versus
confidentiality;
High stress and low job-satisfaction can have adverse effects on
quality and can also engender a resistance to change;
Inability to recognise the financial costs of failure, thus losing a
powerful incentive for organisations to change.

Source: Derived from Smith and Hiiot 1999, Firth-Cozens 2000%, Wason 1960*"

The importance of organisational culture

3.40 A key issuein theingitutiond context of adverseeventsistha of culture This
isimportant for two reasons. Fird, people may come and go, but an effective
sdfety culture mugt persigt. Second, cultureis perhgps the only agpect of an
orgenisetion tha is aswidespread as its various defences, as such, it can exert a
conggent influenceon these barriers and safeguards—for good or ill. Airlines
operae globdly with amilar equipment, training and licensing, but tha the
risk to passengers among different cariers varies by afactor of 4242, A
dgnificant part of thisverigion can probably be atributed to differing ‘safety
cultures.

3.41 It hasbeen argued tha sty cultures, far from being myderiousintangble
entities, can be established by identifying and putting in place ther key
components. The process can eseentidly be seen as one of oollective learning,
or of acongant and active awareness of the potentid for falure

3.42 Experience and research studies suggest tha safety islikdy to beasirong
feature of an informed culture, which has four criticd sub-components®:
areporting culture cregting an orgenisationd dimaein which people are
prepared to report their errorsor near-misses. As part of this process deta
need to be properly anadysed and fed back to gaf making reportsto show
wha ection is being teken;

. ajust culture not atotd absence of blame, but an amosphere of trugt in
which people are encouraged to provide sefety-reaed information — & the
same time being dear ebout wherethelineis drawn between acceptable and
unacceptable behaviours. An exampleisthe arline safety sysem which we
discusslaer in this chepter;

. aflexble culture: which repectsthe kills and abilities of ‘front ling gaff
and which dlows control to passto task expertson the spot; end

alearning culture: the willingness and competence to draw the goproprigte
oconclusons from its sfety informaion system, and thewill to implement
mgor reforms wherether nead isindicated.
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Absence of a safety culture

Non-NHS&: In November 1996 an outbreak of E.-coli O157 (a serious
gastro-intestinal infection sometimes carried on raw meat) occurred in
Lanarkshire, Scotland, affecting around 500 people and causing at least 20
deaths. The outbreak was traced to a single butcher’s shop and bakery
which operated a substantial wholesale and retail trade in cooked and raw
meat products. The infection had been spread from raw meat to cooked
food because of inadequate food preparation, handling and hygiene
standards. The business concerned had undergone considerable expansion
during which insufficient attention had been paid to the maintenance of
food safety.

Source: Report of the Fennington @mup“

NHS: A young boy died in October 1998 after failing to recover from a
general anaesthetic administered at a dental practice. A fatal accident
inquiry concluded that the boy's death could have been prevented if a
number of reasonable precautions had been in place. There was no
agreement with the local hospital for rapid transfer of patients in
emergencies, no heart monitor was attached when the anaesthetic was
given and the anaesthetist lacked a specialist qualification. In addition, the
risks of a general anaesthetic and possible treatment alternatives were not
discussed with the boy's mother, the practice failed to employ & properly
qualified anaesthetist's assistant and all staff lacked training in responding
to medical emergencies.

Source: Fatal accident inquiry report, February 2000%

3.43 Thepotentid of safety culturesto have a very postive and queantifieble impact
on the performance of organisationsis wel-illugrated by the experience of part
of the Shell oil company between 1981 and 1992.

Impact of a safety culture

In 1982, Shell Oil Tankers (UK) experienced a number of accidents in
which a total of six employees lost their lives. These incidents forced the
organisation to take a critical look at, for example, their safety policies,
rules, regulations, operating procedures, training courses, mechanisms for
learning from accidents, methods of disseminating information, methods
of raising employee awareness of safety issues and their long-term
strategy on safety. Thus what they actually, if unconsciously, did was to
take a hard look at the safety culture of their organisation.

Following this review, the company instituted a new long-term safety
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management philosophy encompassing everyone who worked for the
company. Components of this new approach included a visible
management commitment to safety, new safety management techniques
and training, more ressarch into safety, an emphasis on learning from
mistakes within the organisation and elsewhere, mechanisms for dissemi-
nating safety information, ways of motivating personnel to be safe and
the fostering of & “no blame culture” so employees would feel able to
admit their mistakes.

One of the key success indicators for this programme was judged to be
the lost time accident frequency — a measure of the time off work lost
across the organisation as a result of accidents. By 1992, the company had
reduced its loss time accident frequency to one sixteenth of its 1981 level.
Surce: Toft 1998

QOvercoming barriers to learning and creating an informed culture.

3.44 A combination of research and experience dso0 suggests a number of waysin
which some of the barriersto active learning can be overcome or minimised,
hdping to cregteinformed cultures which can learn from and respond to
falures

What can we do to create an informed culture?

Raise awareness of the costs of not taking risk seriously. There is a
need for more routinely available data on the human and financial
costs of adverse events;

Focus on “near misses” as well as actual incidents. This can remove
the emotion from an incident and allow learning to take place more
effectively. It is also easier to keep near miss data anonymous, itself a
factor in encouraging reporting;

Ensure that concems can be reported without fear. Bearers of bad
news may fear that they will be ostracised or silenced: clear rules
about what must be reported, and regarding reporting as good
behaviour rather than as disloyalty will all help;

Avoid simplistic counting. Data must be analysed and synthesised to
reveal their underlying lessons;

Develop effectively-led teams as mechanisms for culture change.
Teams need to be firmly linked into the wider management structure
to ensure that alliances within them do not hamper learning. Team-
based training can also be a useful tool here.

Use external input to stimulate leaming. External input can help
teams to think outside established parameters and challenge
assumptions about the way things are done. User involvement can be
of particular value in encouraging learning;
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Ensure effective communication and feedback to front-line staff.
Teams and organisations must operate on genuinely two-way commu-
nication, not just “top down”. Communication systems need to be in
place to allow people to see what has changed as a result of incident
or near miss reporting;
Give a high-profile lead on the issue. Make it clear both nationally
and locally that safety and quality are key goals;
Recognise staff concems. Try hard to emphasise the personal and
service benefits of change rather than just the threats.

Source: Derived from Firth-Cozens 2000 op. it

Safety information systems

3.45 Deecting and accurdeély recording errorsis a fundamentd step in learning
from experience. It iscommon-sense that we nead to know what iswrong
before we can teke stepsto put it right, but thisis not dways just a question of
monitoring adverse outcomes Not dl unsefe sysems produce bad outcomes
dl thetime The potentid for disssters may exigt, but for any number of
ressonsthose disasters might not occur a dl, or occur very rardly — what has
been termed ‘a dynamic non-event’.

3.46 If there are no bad outcomes to monitor, safety informaion sysemsnesd to
collect, andyse and disssminaeinformation from inddents and near misses, as
well as from regular proactive checks on the sysem’s‘vitd sgns. Asfar back as

“Near missescan be

seen asafree the 1940s, resserch in industry demonstrated tha for each acddent causing
lesson; full-biown seriousinjury, therewere afar greter number of acdidents which resulted in
inadentshave a minor injuriesor no injury & &l — ‘near misses47. This phenomenon can be
high human and graphicaly illustrated asin figure 3.3.

financial cost”

3.47 Mog accdents have the potentid to produce seriousinjury but do not do o
in practice— either because of someintervention or compensation or Smply
through good fortune. By confining andyss and learning to eventswhich

Figure 3.3:
The Heinrich Ratio

After Heinrich, 1941
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result in serious ham werisk skewing learning towardsavery smdl cross
section of acddents and may miss other important lessons for the future
prevention of adverse events.

3.48 Henrich etimated ardio in industry of onemgor injury and 29 minor
injuriesto 300 no-injury acddents. To some extent the hedth of areporting
system can bejudged by the proportion of minor incidents to more serious
reported incidents and axcidents the greater the proportion of minor incidents
reported, the better the reporting system is working.

3.49 Therearepratticd examples of the use of ‘near miss reporting in other sectors,
for examplein the aviaion industry which we discussin more detal beow.
Some aress of ectivity — induding the hedth service— may produce ectud
adverse outoomes on a more frequent bads, but monitoring of near missescan
gill highlight further issues which might not otherwise be detected.

Approaches to analysis

3.50 One of the chalenges which many different sectorsface is the task of both
leerning from and minimising therisk of so-cdled ‘one-off’ events. It is of
course true to say that no spedific disaster or seriousincident occurs twice eech
isin someway unique However it isquite possble for an event which ison
another leve of endyss very smilar to occur elsawvhere— even in acompletdy
different sector.

w
@

Learning from untoward events can be seen as taking place on three different
levels

Three levels of organisational leaming

individuals and organisations involved in a particular incident can each
draw their own lessons from it;
more general lessons can be drawn from an analysis of the factors
surrounding an incident;
some leaming can take place simply as result of being made aware
that a particular event has taken place.

Source: Toft 1992°,

3.52 The second of these, the drawing of generd lessons from individud complex,
lage-scdeinddents (termed ‘isomorphic learning by reseerchers) cen bea
powerful tool for heping to prevent falureswhich, though not identicd in
every repect, arein someways smilar to those which have occurred
previoudy. Ressarchershave suggested anumber of different waysin which the
task can be goproached.
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“Organisations
operatingin
completely different
gpherescan draw
learning from each
other's experiences
of acddentsor
adverseevents’

o

Types of transferable learning

Different evenis can create identical hazardous situations: two or more
separate events may take place and manifest themselves in very different
ways, but lead to the creation of what are on one level identical
hazardous situations.

Different organisations can have similar experiences: different organisa-
tions operating in the sarme business may experience what are in essence
very similar incidents.

Different kinds of organisation can have operational similarities: organi-
sations in different lines of business may use identical or similar tools,
techniques or procedures in their work, presenting similar or identical
hazards.

Different parts of an organisation can have the same characteristics:
where the organisation involved is very large it may have many
operational sub-units which generate the same products or deliver the
same services. Large companies such as Railtrack and General Motors
provide examples, along with local government and - of course - the
National Health Service.

Source: Toft 1992%°

Of course there are some cautions. In particular, when looking for Smilarities
thereisanead to guard againg assuming that eventswhich gopear superficidly
dmiler arein fact amilar. Jug as gpparently very different inddents can in fact
share key common fegtures, eventswhich might a first look smilar can in fact
be very different on a more fundamentd levd. It isaso important to guard
agang wha has been termed ‘decoy phenomenor’, where atention and action
is focused on awdl-defined hazard while other potentidly more serious
problems are missed.50

3.54 This goproach does however suggest that, given an gopropriaelevd of

andyss, orgenisations operaing in compledy different pheres can draw
leerning from each other’s experiences of accidents or adverse events. The
following brief case dudiesillugrate how incidentswhich a first seem very
different can in fact have remarkable amilarities

Misinterpretation of instruments

Non-NHE: Two airliners came close to colliding over London when an air
traffic controller instructed the wrong pilot to descend. The two aircraft
were circling waiting to land, but the aircraft were so close to each other
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on the controller's radar screen that their identity tags were difficult to
read. The controller wanted the lower of the two aircraft to descend but
mistakenly instructed the higher aircraft to do so. The aircraft were within
approximately four hundred feet of each other when the pilot of the
higher aircraft spotted the danger and climbed to safety.

Surce: Toft 1999°"

NHS: Machines called cardiotocographs (CTGs) are used to monitor and
display fetal heart rate during labour. They rely on ultrasonic detection of
foetal heart movement. Reports to the Medical Devices Agency revealed
that several incidents occurred where, despite the fact that the monitors
were showing a heart trace and gave no indication that anything was
wrong, babies were delivered stillborn. It is believed that in these cases the
CTG was in fact recording the maternal heartbeat rather than that of the
fetus. A safety notice issued in March 1998 advised users of CTG
monitors to confirm that the CTG is displaying the fetal heat rate, to use
monitors in accordance with the manufacturers' instructions and not to
place reliance on a single monitoring system.

Source: Safety Notice MDA SV 9813

Rogue individual behaviour within a weak management framework

Non-NHS: On 26 February 1995 Barings Bank was forced into
receivership owing £840 million. The collapse was caused by a rogue
trader, Nick Leeson, who had deliberately circumvented established
company rules and regulations to engage in high-risk trading activity. The
board of the bank had been aware that such abuse was technically
possible, but did not perceive the risk as being real because they did not
believe that a member of their staff would behave in this way.

Source: Contemporary media reports

NHS: During the months February to April of 1991, Beverley Allitt, a nurse
on the children’s ward at Grantham and Kesteven General Hospital, killed
four children in her care and harmed nine others by a variety of methods.
The independent inquiry into these incidents identified shortcomings in
the management and organisation of the hospital, citing lax operational
procedures and failure to act quickly and decisively on suspicions of foul
play. It concluded that these failings contributed to the vulnerability of the
unit to this kind of rogue individual behaviour.

Source: The Allitt Inquiry, 1994%

Staff acting beyond their competence in critical situations

Non-NHS: A young student tenant died from carbon monoxide poisoning
following the installation of an inappropriate type of boiler in the

RLIT0002440_0056



42 An organisation with a memory

bathroom of her flat. The actual installation of the boiler was also carried
out to an unacceptable standard. During the subsequent trial the court
was told that the gas fitter was not competent to install the boiler nor was
he registered with the Council for Registered Gas Installers (CORGIH) as
required by law.

Source: Toft 1999%

NHS: An unaccredited perfusionist (technician) was allowed to work
unsupervised following major heart surgery on a baby in 1998. A blood
filter was inserted incorrectly into the heart bypass machine which he was
supervising, and the machine failed. Although the Coroner concluded that
the baby was already fatally ill before the machine failed, under other
circumstances such & failure would almost certainly have been fatal.

Source: NHS Executive

Using equipment for a purpose which was not intended

Norn-NHE: An engineer checking a high-pressure water pump indicator
light on a control panel at a nuclear power plant in Jpan left an
aluminium rod, which he should not have been using, inside the computer
he was working on. The rod caused a short-circuit which created a false
signal leading the reactor's computer to conclude that one of the three
pumps used for circulating water in the reactor was working when it was
not. As a result the computer turned off the other two pumps. This action
caused a large rise in temperature to occur forcing the automatic
emergency core cooling system into operation and a rapid shutdown of
the reactor.

Source: Toft 1999

NHE In 1996, four babies contracted the same type of serious infection at
a neonatal unit in the West Midlands. Two died and one had to have part
of a limb amputated. The organism causing the infection was traced to
wooden tongue depressors which were being used as splints to immobilise
limbs for the insertion of intravenous lines. This was ad hoc adaptation of
a piece of equipment with disastrous consequences. The Medical Devices
Agency (MDA) advised hospitals to stop using wooden tongue depressors
as limb splints, to use proper splinting materials and to ensure that nursing
procedures required skin under splints to be checked regularly.

Source: Hazard Notice MDA HN 9604

Wamings ignored

Non-NHE 144 people, including 116 children, died at Aberfan, South
Wales in October 1966 when a large amount of coal mining waste slipped
down a hillside and engulfed part of the village. Over the years there had
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been many warnings from the local population about the dangers the tip
posed, especially after a number of previous slips. However, no remedial
action was taken by those responsible to rectify the situation.

Source: Toft & Reynolds 1997

NHE In September 1994, a man suffering from paranoid schizophrenia
ran over and killed a stranger. He was charged with murder but found
unfit to plead and was detained in a high security hospital. The man had a
history of severe mental iliness stretching back over 10 years and had
been admitted to hospital on a number of occasions. His condition deteri-
orated while his social worker was on leave, but despite the fact that a
neighbour and drop-in centre workers raised concerns with social services
nothing was done until the social worker returned. The social worker
visited once more a few days later after a neighbour again raised
concerns, but the subsequent inquiry commented that his “possible need
for hospital treatment was not met”. Shortly afterwards he ran over and

“With hindsight it is killed a woman in a car park.
easy to seea Surce: Main et. al. 1996%
disagter waiting to
happen. We nesd
to developthe Dangerous omissions
ability to
C&‘D- Y Non-NHS: An aircraft of the Royal Hight was forced to make an
achieve the much

emergency landing when the aircrew noticed that all four of the aircraft’'s
engines were experiencing a significant drop in oil pressure. Before landing
the pilot had to shut down two of the engines and a third as they taxied
on the runway. Upon investigation, the cause of the problem was found
to be that none of the engine oil seals had been replaced during routine
maintenance and so when the engines were running they were all losing
oil.

Surce: Toft 1999°

rmore difficult —to
gpot one coming”

NHS: Two patients died in separate incidents when partially-used
containers of intravenous fluid were reconnected to administration sets.
Both patients suffered fatal air embolisms (air bubbles in the bloodstream).
A subsequent MDA safety notice emphasised that partially-used
intravenous fluid containers should always be discarded because re-use
increases the risk of both air embolism and infection.

Source: Hazard Notice MDA HN 9702

Systemns for learning from experience — the example of the aviation
industry

3.55 Someindustries haveinvested significant resourcesin deveoping sysemsto
gather end andyse informetion on servicefalures and to ensure that lessons
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ae systematicdly implemented. The best examplestend to occur in sectors
where red-life experience has shown that the potentid consequences of falures
are high in human, environmentd or finendd terms— for examplethe ail,
nudea and arlineindudries. A comprehensvereview of these sygemsis
beyond the soope of thisreport, but some vauable insights can be gleened
from abrief review of whe is probebly the best-devdoped system, that
operaed by the arlineindustry.

3.56 TheAviaion SHety System operdesinternaiondly, though reporting of
lower-levd inddentsin particular is better-developed in some countriesthan in
others. The sysem hasfive principa components, which combineto provide a
meens of detecting, andysng and acting on actud incidents and "near misses'
or other erorg dong with proactive identification of issueswhich have the
potentid to pose asafety risk if left unchecked.

Components of the aviation safety system

Accident and serious incident investigations, governed by the
International Convention on International Civil Aviation (ICAQ)
Accident/ Incident Data Reporting Programme (ADREP). ADREP
includes provision for the international dissemination of investigation
reports.

The Mandatory Occurrence Reporting Scheme (M ORS), which
provides a mechanism for notifying and reporting a range of adverse
occurrences regardless of whether they result in an accident. MORS
feeds into a database at national level for trend analysis and feedback
to the industry.

The Confidential Human Factors Incident Reporting Programime
(CHIRP), which is administered by an independent body and which
provides sensitive follow-up and feedback on reports of human errors
that have been rendered anonymous.

Company safety information systems, such as British Airways BAYS
system, which record all levels of safety-related incidents. Information
is shared on a peer basis within systems, and staff report with an
explicit reassurance that no individual will be pursued for an honest
mistake.

Operational monitoring systems, which proactively monitor crew
competency through regular checks and review Flight Data Recorder
information from every flight. There is management/ union agreement
on handling of any incidents or failures detected in this way.

3.57 Thefocus of the sysem ison detecting and learning from not only accidents
and sriousincdents, but dso lower-levd incddents or near missss, some of
which might have the potentid to lead to a more serious occurrence The

RLIT0002440_0059



Learning from failure: evidence and experience 45

avidion sfety system receivesreports of around 600 incidents, 30 serious
inddentsand 10 accidents for every onefad accddent. Thusin aviaion the

“In aviation the great gredt mgority of learning is extracted not from accdents themsevesbut from
majority of learning inddentswhich had the potentid to result in acddents.
is extracted not
from accidents 3.58 Yet theavidion safety information sysem has not dways been o wel-
thermsalvesbut developed. Advancesover thelagt ten yearsdemonsdraethe potentid gredtly to
from incidents improve organisations incident reporting sysemsin ardativey short space of
which had the timeif theissueisgiven sufficient priority.
potentia to result in
accidents’

The situation which led to the establishment of the British Airways
safety information system (BASS)

Wl

n 1989 British Airways possessed 47 four-drawer filing cabinets full of
the results of past investigations. Most of this paperwork had only historic
value. An army of personnel would have been required if the files were to
be comprehensively examined for trends or to produce useful analyses.”
Captain Mike Holton, Senior Manager Safety Services British Airways Fic.

3.59 From research on the characteridtics of effective sefety information systems,
together with experience from the aviaion indudry, we can draw a number of
oonclusons about the characteridtics of effectiveincident reporting sysems

Characteristics of effective incident reporting systems

separation of collection and analysis from disciplinary or regulatory
bodies

collection of information on “near misses’ aswell as actual incidents
rapid, useful, accessible and intelligible feedback to the reporting
community

ease of making a report

standardised reporting systems within organisations

a working assumption that individuals should be thanked for reporting
incidents, rather than automatically blamed for what has gone wrong
mandatory reporting

standardised risk assessment — .. a common understanding of what
factors are important in determining risk

the potential for confidential or de-identified reporting
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Chapter 3 — Conclusions

1 Awareness of the nature, causes and incidence of failures is a vital
component of prevention — (*You can’'t know what you don’'t know”);

Analysis of failures needs to look at root causes, not just proximal
events, human errors cannot sensibly be considered in isolation of
wider processes and systems.

Error reduction and error management systems can help to prevent or
mitigate the effects of individual failures;

Certain categories of high-risk, high-technology medicine might be
regarded as special cases. In these areas the level of endemic risk is
such that serious errors or complications will never be eradicated. The
evidence suggests that here a focus on compensating for and
recovering from adverse events might be an important part of the
approach to improving safety and outcomes;

Organisational learning is a cyclical process, and all the right
components must be in place for effective, active leaming to take
place. Distilling appropriate lessons from failures is not enough: there is
a need to embed this learning in practice, and it is at this stage that
the “learning loop” often fails;

It is possible to identify a number of important barriers to learning
which must be overcome if the lessons of adverse incidents are to be
translated into changes in practice;

Culture is a crucial component in learning effectively from failures:
cultural considerations are significant in all parts of the learning loop,
from initial incident identification and reporting to embedding
appropriate changes in practice. Safety cultures can have a positive
and quantifiable impact on the performance of organisations;

Sound safety information systems are a precondition for systematic
learning from failures. They need to take account of the fact that low-
level incidents or “near misses’ can provide a useful barometer of
more serious risks, and can allow lessons to be learned before & major
incident occurs;

Given appropriate approaches to analysis, it is possible to identify
common themes or characteristics in failures which should be of use in
helping to predict and prevent future adverse events;

The NHSis not unique: other sectors have experience of learning from
failures which is of relevance to the NHS
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In this chapter we set out recently implemented arrangements for quality
improvement in the NHS We then review the approaches that are
currently taken to leaming from incidents and service failures in the
NHS, which have not so far been a major part of the NHS modemisation
programme. Some reporting systems are in place for major incidents, but
they vary in their approach and operate with differing degrees of
formality. There is no standardisation or definition of what constitutes an
incident or adverse event for reporting purposes. There is no national
system whatsoever for gathering information on serious incidents where
a catastrophe or serious incident has been averted (‘near misses’).

Particular strengths of the present system are the development work
which has been undertaken on risk management over the last few years
and the professionally-led Confidential Inquiries which aim to identify
avoidable factors which lead to poor outcomes of care in certain fields.
Despite this there is little doubt that the lack of a comprehensive and
purpose-designed system of information gathering, the absence of a
‘reporting culture’ and the patchiness of mechanisms for learning are
weaknesses of the NHS at present.

The context: An NHS quality framework

4.1 Asuring and improving the qudity and sefety of NHS dlinicd servicesisakey
theme of the current Government'shedth service modernisation srategy.
Following on from The new NHSWhite Peper, the conaultaion document A
Fird Class S&rvice Qudlityin thenewv NHS st out athree-pronged gpproach to
NHS qudity improvement, comprisng:

. Clear ndiond qudity sandards st by anew Nationd Ingitutefor Clinicd
Excdlence (NICE) and Naiond Service Frameworks (NSFs);

. Dependablelocd ddivery: through sysemsof dinicd governancein NHS
orgenisaions;
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4.2

4.3

Srong monitoring mechanisms anew stautory Commission for Hedth
Improvement, an NH S Performance Assessment Framework and a nationd
survey of NH Spdatient and user experience.

Thisnew naiond gpproach to qudity improvement should over time havea
positive impact on the development of loca cgpecity to detect, prevent and
learn from servicefalures. Theintroduction of locd sysemsof dinica
governanceis paticularly rdevent to the devdlopment of NH Sorganisgtions
predigposition to learn from falures. Thethree man components of loca
dinicd governance arangementsare

dear arrangements for acoountability and reporting, with ultimate Board
level respongbility for arrangementsto assure and improve qudity;

a ooherent programme of qudity improvement activity; and

risk management processes, induding mechanismsfor detecting end deding
with poor professond performance

NHS organisations are due to produce their first annud dinicd governance
reports laer this year, but as has been explicitly recognised thereis consderable
veriaion in staes of readinessfor the devdopment of dinicd governance and

it should be seen as amedium to long-term development objective. It isdso
very pertinent to ask how well current mechaniamsfor learning from
experience gopear to support NH Sorganisgionsin improving the qudity and
sefety of the carethey provide

Risk management in the NHS

4.4

(83}

4.6

Further important context is provided by the development of risk management
sydemsin the NHS Adversedinicd eventsare of course one of the many risks
which NH S orgenisations face, and must to some extent be seen in tha wider
context.

There has been a concerted drive during the 1990s to deve op risk assessment
and risk management systemswithin NHS organisations. Thiswork was
initidly focused on reducing litigetion risks and subssquently — with the
broadening of the concept of Controls Assurance— on the reduction of
finandd risks and ensuring probity. More recently the NH S Executive hes
emphasisad the importance of developing holigtic goproachesto risk
management, not leest in recognition of the fact thet it can be difficult to
differenticte between ‘dinicd’ and ‘non-dinica’ risk management. There have
a0 been moves to encourage a broader focus on adverse events, rather than
samply on litigation.

In combination, the introduction of dinica governance and the expanson of

controls assurance beyond purdy finandd risks provide a rong impetus for
the further devdopment of comprehensveloca risk assessment and risk
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management systems, of which sound locd incident reporting mechanismsare
aparticularly importent part.

Poorly-performing clinicians

4.7 It isimportant to recognisetha the grest mgority of adverse eventsare not
indicetive of or atributeble to desp-seated problems of poor performance on
the part of individud dinicians Aswe have dreedy discussed, the causes of
erors are manifold and complex, and can rardy be dtributed soldly to the
actions of oneindividud. But thereareinevitebly somelinks between sub-
gandard professond performance and adverse events. In particular, in hedth
care, action to prevent recurrence may need to bedirected & an individud or a
teem aswdl as & orgenisationd sytems

4.8 The Government published lagt year aconsultation document setting out
proposds for new ways of preventing, recognising and deding with poor
performance among doctors spedificdly®8. Tha document emphasised the
importance of exploring thoroughly gpparent poor performance problemsto
enauretha the root causes of eny problems can be accurady identified end
dedt with, and it specificdly recognised the likdihood tha a sygematic
examination of some professond peaformanceissues may wel reved desper
and more complex problemswithin organisations. Smilarly, it is possblethat
sysemsfor detecting and andysng adverse events might provideindications of
emerging problemswith aparticular dinidan. Although poor professond
peformance and adverse dinicd eventsare very diginct issues, it istherefore
important tha sysems put in place for detecting and addressing eech of these
problems can link with and refer to the mechaniams for tackling the other.

Current NHS mechanisms for learning from
adverse events

“There are no 4.9 Thereaeno universdly acospted criteriafor identifying the occurrencesor
universaly accepted outcomes of hedth carethat should congtitute abass for recording or
criteriafor reporting poor qudity. Nether does the NH S have asngle comprehensve
identifyingthe sysem of gathering daato eneble service failure to be recognised, but
OOCUITENCESOr information is available from different sources Some are spedificaly set up to
outeomesof hesith monitor adverse events, whilgt others are designed to gather more generd
carethat should hedth information.

congitutea bags
for recording or
reporting poor
quality”

Current systems that can yield information on adverse incidents

Incident reporting systems (e.g. local risk reporting systems in NHS
Trusts and other bodies, untoward incident schemes run in NHS
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“Some extant NHS

regions, reporting of adverse reaction to medicines and medical
devices).

Data derived as a by-product of systems designed to investigate or
respond to instances of poor quality care (e.g. litigation for alleged
medical negligence, the NHS complaints procedure, cases referred to
the Health Services Commissioner, Coroner's cases).

Databases of on-going studies on a national basis which aim to
identify poor outcomes and avoidable factors in certain specific fields
of health care (in particular the confidential enquiries into peri-
operative death, maternal mortality, stillbirth and infant deaths,
homicides and suicides by mentally ill people).

Periodic external studies and reviews (e.g. the national Value for
Money studies conducted by the Audit Commission).

Spontaneous reporting outside normal channels by individual members
of staff (sometimes know as “whistleblowing”).

Health service and public health statistics.

4.10 In addition, the NH S makes a considerable investment in ad hoc inquiries of

variouskindsin its atemptsto extract learning from pedificinddents.

4.11 These sources of informaion give avery incomplete picture of the sze and

nature of the problem of servicefalure and adverseeventsin the NHS Thar
grengths and wesknesses, as well as what can be derived from them, ae
congdered in the next few sections.

Incident reporting systems

4.12 Theconoept of an untoward inddent is one which has grown up within the

NHSover theyears It isaloosgly used term for which thereis no standardissd
définition:

Some characteristics of untoward incidents in the NHS

a serious event in which a patient or patients were harmed or could
have been harmed;

the event was unexpected;

the event would be likely to give rise to serious public concern or
criticism of the service involved.

guidanceon

urtoward incident

reporting detes 4.13 Formd Department of Hedth guidance on untoward incident reporting was
from 1955” first issued in 1955. Somewha surprisngly, thisguidanceis gill current.

Incident reporting has dso been addressed in subsequent guidance and in the
recommendetions of mgor independent inddent inquiries
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Guidance and recommendations on incident reporting in the NHS

o

... a brief report should be prepared by the Secretary of the Board of
Governors or Hospital Management Committee as soon as possible after
any occurrence of the kind in question, giving the name of any person
injured, the names of all witnesses, details of the injuries and the full facts
of the occurrence and of the action taken at the time . . 7

[H.M.(55)66: National Health Service — Reporting of Accidentsin Hospitals Ministry of Health,
Jily 1955]

a procedure should be devised and implemented, covering the action
to be taken by line managers in the event of an incident involving
actual or potential loss, injury or damage
all incidents involving actual or potential injury, loss or damage should
be reported immediately
a simple reporting procedure using no more than two forms should be
introduced
a designated individual should be responsible for initiating further
communication or enquiries and ensuring that appropriate action is
taken."

[Risk Management in the NHS NHS Executive 1993 (reissued 1996)]

“reports of serious untoward incidents to District and Regional Health
Authorities should be made in writing and through a single channel which
is known to all involved.”

[Sr Cecil Clothier (Chairman), The Allitt Inquiry, HM SO February 1994]

“ .. there must be a quick route to ensure that serious matters . . . are
reported in writing to the Chief Executive of the hospital, and in the case
of directly managed units, to the District Health Authority. All District
Health Authorities and NHS Trust Boards should take steps immediately to
ensure that such arrangements are in place.”

[E.(94)16 Report of the independent inquiry relating to deaths and injuries on the children’s

ward at Grantham and Kesteven General Hospital during the period February to April 1991 ("the
Alfitt Inquiry”) — NHS Executive, 1994]

“Now that Regional Offices are in place it is appropriate for them to be
formally notified of serious untoward incidents, whether these occur in
NHS Trusts or DMUs. | should therefore be grateful if you could discuss
with Trust Chief Executives the best means of instituting arrangements
whereby you are informed in writing of any such incidents.”

[Letter to NH.S Executive Regional Directors from J F Shaw, Director of Corporate Affairs NHS
Executive, 10 May 1995]

“explicit arrangements (or protocols) for the reporting of serious untoward
incidents from the NHSto Regional Offices should be in place following
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NHS Executive guidance issued in May 1995 in the wake of the Beverley
Allitt case.”
[Sr William Wells (Chairman) — Kent & Canterbury screening report — October 1997]

“Criterion 13: Incidents, including ill health, are systematically identified,
recorded and reported to management in accordance with an agreed
policy of positive, non-punitive reporting.

Criterion 16: All reportable incidents are communicated to the relevant
external body in accordance with relevant reporting requirements.”

[Controls Assurance Sandard: Risk Management System (Core Standard). NHS Executive,
November 1999]

4.14 TheClinicd Negigence Schemefor Trugts (CNST) was established in 1995
and dmogt dl NH S Trusts are members It requires, as a condition of
discounted premiums, the development of dinicd incident reporting sysems
for compliance with itsrisk management sandards NH S Trusts must have
basic sysemsin place across some of the orgenisation to atan even the most
basic levd of CNST gandards, and have to develop a comprehensve system to
reech the highest levd, level 3. Therequirement as part of dinicad governance
for the devd opment of clear clinicd risk management polides provides further
impetus for the development of locd reporting systems.

4.15 Theevidence suggeststha higoricdly incident reporting has been rather
hgphazard. Today, dthough the grest mgority of NH S Trusts have some form
of inadent reporting system in place thereissubgteantid variaion in the
coverage and sophigicaion of these sygems.

Status of incident reporting in NHS Trusts

a fifth do not have reporting systems covering the whole organisation
less than half provide specific training on risk management or incident
reporting
less than a third provide guidance to staff on what to report
a third do not require clinicians to report unexpected operational
complications or unexpected events
rates of reporting vary widely

Source: Dineen and Walsh 1999°°

4.16 Experience of reporting sysems a Regond leve isdso variable Theeight
Regiond Offices of the NH S Executive have goproached the requirement to
establish inddent reporting in their regionsin different ways. All have put in
place protocols and mechanisms of somekind, but these vary consderably in
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ther naure and sophigication. They have tended to focus primarily on the
immedige handling issues around incidents, rather than on sygemdtic
recording. The longest-esteblished system is that which has been operaed
since 1995 by the NH S Executives Northern and Yorkshire Regiond Office

Regional incident reporting — good practice

In 1995, the Northern and Yorkshire Regional Office of the NHS
Executive set up a standardised untoward incident reporting system.
Examples of serious incidents are given and a serious untoward incident is
defined. NHS Trusts and health authorities are asked to notify the
Regional Office as soon as possible after a serious untoward incident. An
electronic database was established in 1997 to facilitate the reporting and
review of incidents. It can be interrogated for brief summary reports and
is being further refined to include categorisation of incidents by care
sector. There are explicit requirements set out for reporting, for
conducting inquiries, for disseminating their findings and acting on the
lessons learned.

4.17 The numbers of seriousincidents reported to each region areshown in Table
4.1. They mud betaken asa very crude reflection of dl such occurrences
epecidly in the regionswhich have less deveoped inddent reporting systems.
TheNorthern and Yorkshire detebase gives an indicetion of which sector the
incidents fdl into. Although not dl regionscen provide thisleve of andyss,
mog haveinformed ustha inadentsin menta hedth services account for
about haf thetotd each year. Thisislikdy in part to beareflection of higher
reporting levels for inddentsinvolving mentd hedth services— for which there
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ae ecific reporting requirements— and cannot be teken as an accuraerrepre
sentdion of the rddive numbersof actud incidents.

Current regional incident reporting systems fulfil a number of purposes:

creating an opportunity to make an intervention to resolve or handle a
problem;

gathering information to learn from the adverse event and prevent
similar occurrences in the future;

advising Health Ministers of the existence of the problem;

alerting government and NHS Press Officers that there is likely to be
media coverage and advising on how this should be handled.

4.18 From our review of inddent reporting sysemswe concluded therewerea
number of serious weekneses

Weaknesses in current NHS incident reporting systems

There is no standardised, operational definition of “adverse event”
which would be easly understood by all NHS staff.

The coverage and sophistication of local incident reporting systems,
and the priority afforded to them by NHS Trusts, varies widely.
Incident reporting in primary care is largely ignored.

Regional Offices of the NHS Executive are charged with establishing
and maintaining systems for reporting and monitoring incidents
beyond the organisations immediately concerned, but there are major
differences in the approach taken in the eight parts of the country.
The regional incident reporting systems undoubtedly miss some serious
incidents and take hardly any account of less serious incidents or those
which do not harm patients but might have done.

There is no standardised approach to investigating serious incidents at
any level. Most involve internal enquiries, some involve external
enquiries but the way in which a decision is taken or how they are
carried out is inconsistent.

Current systems do not facilitate learning across the NHS as a whole.

4.19 To someextent this Stuation may reflect both the culture of devolved respons-
bility and competition under theinternd market of the early to mid 1990s
and themgor sructurd changes which occurred a Regiond leve during the
same period.
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4.20 In addition to thelocd and regiond incident reporting mechanisms described
ebove, ecific sydemsexid for the reporting of adverse reectionsto drugsand
erorsinvolving medica devices.

Reporting of adverse reactions to drugs

4.21 Information islimited on the safety of medicine & the time of licensng, snce
dinicd trids are generdly carried out on rdaively smdl numbersof subjects
and in caefully defined populations. All drugs have the potentid to cause
adversereections and spontaneous reporting schemes are the only practicd
method of monitoring the sefety of dl drugs throughout their usein dinicd
practice. T herefore, encouraging spontaneous reporting of adversedrug
reactions (ADRs) is an essntid part of egtablishing the sefety profileof a
medicinein dinicd use

4.22 TheMedidnes Control Agency (M CA) adminigersasnge sysem — the
"Yelow Cad" scheme- for reporting ADRsin Engand, Scotlend and Waes.
Theprindpd purpose of goontaneous reporting is to identify previoudy
unrecognised potentid drug safety hazards. In this respect the Yellow Card
Scheme has proved to be one of the mod effectivein the world.

The Yellow Card scheme

The Yellow Card scheme has been in operation since 1964. Reporters of
suspected adverse drug reactions (ADRs) are doctors, dentists, coroners
and hospital pharmacists. Reports are received directly from them and
from pharmaceutical companies relating to the drugs for which they hold
Marketing Authorisations. The scheme is voluntary for health profes-
sionals, whereas Marketing Authorisations holders are required to report
serious ADRs to the MCA within 15 days of notification. Since 1964 more
than 350,000 UK reports of suspected adverse reactions have been
received. Reporting levels are quite consistent and there is good co-
operation from health professionals. Facilities for electronic reporting are
being introduced to improve the speed and ease of the process and help
reduce under-reporting.

Marketing Authorisations are regularly updated as new information arises
to ensure that prescribers and patients have sufficient information to
allow the safe and effective use of medicines.

4.23 Thelimitations of the scheme are wdl recognised. In particular, thereisa
variable degree of under-reporting and there have been recent initiadivesto try
to combat this.

4.24 Sontaneousreporting deta must be interpreted with care Doctors are asked
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to report sugpected ADRs and areport of a suspected adverse reaction does not
necessrily imply a causd relaionship with thedrug. Nor doesen ADR
necessrily imply an error in thedrug's prestribing or adminigration.

Reporting of adverse incidents involving medical devices

4.25 Adverssinddentsinvolving medicd devices arereported to the Medicd
Devicss Agency (MDA). Information islogged on acentrd daabase,
oontaining detals of over 48,000 inddents Inddentsare assigned to aleve of
invegtigetion depending on therisks involved.

4.26 Outcomes of invegtigations are subject to aformd review. Paternsor clusters
of inddents can then be identified, subjected to further risk assessment
procedures and investigated where necessary.

4.27 When an inddent revedsadevicerdaed safety problem the MDA producesa
Heazard or SAfety Notice for digribution.

Medical Devices Agency notices and bulletins

Hazard Notices are used in the most serious cases, when either a patient’s
health (or life) has been put at risk, or staff safety has been compromised,
either by a device fault or an operator error. They require immediate
action when received by healthcare organisations.

Safety Notices are issued when it is clear that a potential safety problem
exist with a medical device. They call for action to avoid the risk, often
involving alerting staff, or altering procedures either for use or
maintenance of the equipment.

Device Bulletins are longer publications produced when device
management changes are needed for safe and effective device use, and
Pacemaker Technical Notes are dedicated to advice relating to pacemakers
and are distributed directly to pacing centres.

4.28 Each year the M DA remindsthe whole of the hedth care sector how to report
an adverseinddent, through publication of a Safety Notice The annud notice
dexcribeswha an adverseinddent is, wha to report, how to report it and
gves saigicsfor the previous year.

Reports to the Medical Devices Agency (1999)

6,610 reports of adverse incidents
37% manufacturing problems (design, quality control, packaging etc.)
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27% device faults which developed during use

12% user error

24% displayed no links to the device failure
Source: MDA

Complaints

4.29 A angle NH S complants sysem was introduced in 1996 for hospitds
community hedth services end family hedth services Complantsto NHS
organisgions are firg addressad by locd services with theam of resolving the
issue (often informaly) as quickly as possble. Unresolved complants ae
subject to afurther review which may reault in consderaion by an
Independent Review Pend. The pand will invegtigae the complant and
produce awritten report, which may meke comments and recommendaions
gbout the drecumstances of the complant and the need for serviceimprove
ments

4.30 If complanants are not sdtisfied with the response from the NH S, they may
refer the matter to the Hedth Sarvice Commissoner. The Commissoner’s
juridiction was extended in 1996 to cover complants ebout dlinicd
judgement and family hedth services, to enable him to look a complants
ebout dl agpectsof NHS care The Hedth Service Commissoner publishesan
annud overview and more detailed sx-monthly reports on complant investi-
gations which may contain recommendations for changesin practice

4.31 Néationd complaints gaigics are published annudly but have historicdly been
used moreto monitor how the sysem isworking rather than to focus on the
subgtance of the complaintsthemsdves.

NHS complaints (1998-99)

86,013 written complaints made about hospital care
38, 857 written complaints made about family health services
27,949 hospital complaints concerned “aspects of clinical treatment”
285 hospital and 313 family health services complaints were referred
for independent review
there is no information nationally on the number of complaints which
are “upheld”

Source: Department of Health 2000°°

4.32 Complantsreviews are one source of quditative information about service
falures and may highlight the need for particular improvements. The system
a&s awhole does not provide ardieble picture of the number or typesof service
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falures experienced in the NH S Nor, as presently orgenised, doesit provide
any bass for learning acrossthe NH Sasawhole It isonly the smal number

“Information from of complaints considered by the Hedth Service Commissioner tha enable
complaintsis under- (through his publications) issues of rdevanceto the NHS asawholeto be
exploited asa identified. Thereisno evidenceto show the extent to which individud NHS
learning resource” organisaions learn from complants though thisis one of the requirementsof

dinicd governance. Oveardl, webdievetha information from complantsis
under-exploited as alearning resource, particularly & nationd level. The NHS
Executive'sevaduation of the operation of the complants sysem, which isdue
to report early in 2001, may provide one opportunity for addressing some of
these concerns.

Learning from clinical litigation

4.33 It was not within the Committeds remit to focusin any mgor way on the
issue of dinicd negligencelitigation. Inevitably, though, litigation did form
part of our ddiberdions for a number of ressons

It representsa very visble manifestation of adverse outcomes of care, which
aredamaging to paients and their familiesaswel ascodly totheNHS
Many of theinjuriesto patientstha result in litigation arejudged in
retrogpect to have been potentidly avoidable

Daafrom litigation dams represent a potentidly rich source of learning
from falurg

Only asmadl proportion of potentid negligence daims are pursued through
to court. Thereis atremendousamount of unutilised data beyond high-
profile court cases, which provides a further potentid sourcefor leerning;

. It isavery dggnificant part of the resource cogts of adverssincidentsto the
NHS with a cash outlay of around £400 million ayeer in addition to an
edimated potentid liability of £2.4 billion — for exigingdamsand
incdents which may result in dams— soread over a number of years

The processss of dedling with adverse eventswhich lead to litigation are
often themsdlves percaived by patients as afurther eement of poor cae
Thusthere arelessonsto be learned and improvementsto be madeto
proceduresfor deding with the atermath of adverse events. For example the
NH S neads to move away from a position wherethe automatic reponseto
complaints and damsis often very defensive, towards one which ismuch
more open. A common criticdiam, though one which isbeginning to be
addressd, isthat the NHSisbad a admitting its mistakes and offering
pdients an goology. The NHSLitigetion Authority has addressed this point
in guidance, but changein dtitudes and precticeis gradud;

4.34 Thepossbleimpact of cregting an effective ‘learning loop’ to derive benefit
from dinicd litigation information isillugraed by an example from thefidd
of obgtetrics end midwifery. A substantid proportion of the money pad out in
dinicd litigation settlementsby the NH S each yeer arises from obstetric
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problems which result in the birth of babies which result in sgnificant bran
damage and permanent serious dissbilities such tha they are handicgpped for
life Thebirth of abran-damaged baby is not dwaysdueto dinicd eror, but
anumber of conggent factors contribute to those cases which do involve

negligence

Brain damage to babies at the time of birth — key facts

The average sum awarded is around £1.5 million, with some awards
as high as £4 million;

Claims account for 50% of the NHS litigation bill every vear;

A 10% reduction in the number of adverse events causing brain
damage to babies at birth would save the NHS at least an estimated
£20 million a year;

Evidence suggests that the following actions would substantially
reduce risk in this area®":

— improved staff supervision;

— proper use of equipment to monitor labour;

— better technique and diagnostic skills at delivery.

4.35 A ooncerted effort to learn from this experience would surdy prevent some

“The potentialto future births of brain-damaged babies, reducing the misery and distress caused
learn from dinicel to children and their families and saving the NH S large anounts of money
negligencelitigation which could be diverted to other aress of patient care. Thisisonly one
is enormous’ example, and the potentid to learn from the experience of litigation across

othe aress of hedth careisenormous

4.36 Further evidence of the potentid vaue of litigation information is provided by
thereaults of a sudy of over 100 litigation dams pad on behdf of consultant
anaegheigsworking in the private sector. It found tha every dam involved
problemsin a least one of four key aress.

Learming from litigation: Significant risk factors in anaesthesia claims

Inadequate or no pre-operative assessment

Failure to use essential equipment

Medication issues, e.q. overdose of muscle relaxant

Monitoring before, during or after the operation
Surce: Medical Defence Union 19972

4.37 Thereae currently no sygemédtic endyses of the litigation detaon hospitd
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cases hed by the NH S Litigation Authority. In primary care the medicd
defence organistions such as the Medicd Defence Union and Medicd
Protection Society (which provide cover againgt negligence for individud
practitionersin primary careand in private practice) maintain their own
databases of dams and publish illugtraive cass-higoriesasan ad to learning
among their members. Thisinformation caen be usad to identify spedfictrends
in the nature of negligence damsin generd medicd practice

Adverse incidents resulting in litgation caims in General Medical
Practice

Delays in diagnosis, principally 55% of claims®
— missed malignancies

— missed heart attacks

— missed conditions requiring surgery

- missed meningitis and pneumonia

Medication errors 25% of claims
Management of pregnancy 10% of claims

Other procedures and interventions  20% of claims

* Approximate percentage of total indemnity paid out. Total value of paymentsin the latest
2 year period is£16.9 million.

Source: Medical Defence Union

4.38 From amore detaled examinaion of the areaof medicaion erors, which
account for around 25% of dl litigation damsin generd practice, it is
possible to identify a number of recurrent problemsor types of aror.

Common medication errors resulting in litigation claims

Incorrect or inappropriate dosage

Wrong drug

Administration error (correct medication wrongly administered)
Contra-indicated medication (e.¢. patient given medication which
reacts badly with another drug or condition)

Prescribing and dispensing errors (e.g. prescribing or dispensing an
incorrect drug with a similar name to the intended medication)
Failure to monitor progress

Failure to warn of side-effects

Repeat prescribing without proper checks

Over-reliance on computerised prescribing

Prescribing unlicensed drugs

Source: Derived from Medical Protection Society and Medical Defence Union
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4.39 In reaion to those agpects of dinicd litigation relevant to our work, we drew
the following condusons
Clinicd daaarisng from negligence dlams are not in generd being used
effectively to leern from faluresin care:

Thereissgnificant potentid to extract vadueble learning by focusing,
ecidty by speddty, on the main aress of practice which havereaulted in

litigetion.

Wasted and lost opportunities for learning from litigation in the NHS

To date little or no systematic learning across the NHS has taken place
from:
A historical base of over 14,000 claims (relating to events stretching
back many years) held by the NHS Litigation Authority
An annual rate of around 800 new claims settled by the NHS
Litigation Authority arising from incidents in NHS Trusts
A historical base of tens of thousands of claims from primary and
secondary care held by organisations such as the Medical Defence
Union and the Medical Frotection Society™
An annual rate of around 700 new claims settled by the medical
defence organisations arising mainly from incidents in primary care”

* The MDU and MPS publish analyses of their data for the benefit of their members and have
made it clear that they are willing to share information and experience to maximise the oppor-
tunities for collective learning.

Confidential inquiries

4.40 Four Ndiond Confidentid Inquiriesoperaein theNHS
the Confidential Enquiry into Maternd D eaths (degths of women during
pregnancy or within one yeer of childbirth)
the Confidential Enquiry into Stillbirths and D eaths in Infancy (CESD1)
(dillbirths end infant deeths)

the Confidential Encuiry into Peri-Operative Deaths NCEPOD)
(hospitd desthswithin 30 days of surgery)

the Confidential I nquiry into Suiddes and H omicides by People with
Mental Iliness (suicideswithin one year of contact with mentd hedth
services and homicides involving people who have been in contact with
mentd hedth servicesa any time)

4.41 Each Inquiry tekes anonymisad information, on a comprehendve or sample
bass, about degthsrdated to a particula condition or agpect of hedth care
and endysss it to produce recommendations for improved prectice Because of
the confidentid nature of the data gathering process— information is
anonymised on receipt — the Confidentid Inquiries are only exceptiondly able
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to give specific feadback to individud services. Rether they publish nationd
reports drawing on the range of eventsthey have examined.

Key features of the confidential enquiries

Aim to identify all deaths in a specific category

Confidential reporting (i.e. patient, staff and hospital not identified in
reports)

Multidisciplinary review of deaths to discover avoidable factors
Results published in periodic reports

Key themes identified and recommendations made for improvement
No mandatory compliance with recommendations

No systematic monitoring of uptake of recommendations

4.42 Anonymity iswiddy seen as aprerequisite both for high reporting rates and
for honest reporting of information about individua cases though the
experience of the Confidentid Inquiriesin generd suggeststha therearelimits
to the coverage which can be achieved by voluntary reporting sysems. For
example, the Nationd Confidentid Inquiry into Quidde and Homicide by
People with Mentd 1lIness achieved reporting rates of only around 15% for
suidde until it wes redesigned to draw on other sources of information —
Digtrict Directorsof Public Hedth and Officefor Nationd Stdigtics (ONS)
data— for theinitid identification of rdevent inddents Clinicd informétion is
now collected on 92% of rdevent suiddes and 93% of rdevant homicides.
Thepaticipaion rdein NCEPOD, the biggest Confidentid Inquiry, varied
beween 71% and 86% (depending on speddty) in the mogt recent yeer of

“it is usudly left to study.
individual services
to pick up and 4.43 Asdiscussed in paragrgoh 3.37 it isusudly left to individud servicesto pick
implement gpedific up and implement spedific recommendations of the Confidentid Inquiries,
recommendations and thereislittle by way of sysematic monitoring of upteke. Some recommen-
of the Confidentia dations haveresulted in serviceimprovementsbut others arerepeated from
Inquiries’ report to report without action being teken. Thelater are not so much those

which have resource implications as those which would involve marked
changesin paternsof dinicd practice, and thoseamed & dinidans outsde
the norma readership of the report. For example, the Confidentid Enquiry
into Maternd D esths mekes recommendations which affect generd practice,
axident and emergency depatmentsand generd medicing, but thereports
may not bewiddy reed by hedth professonasin these areas of practice

Other external reviews

4.44 A number of bodies are active in externdly reviewing agpects of NH S service
provison.
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Qther external reviews

The Audit Commission conducts “Value for Money” studies in the NHS
These reviews are concerned with service quality, but they tend to focus
on the generality — for example on “sub-optimal” care — rather than
adverse incidents per se;

The professional regulatory bodies, such as the General Medical Council,
deal with issues of individual professional performance. The drive towards
proactive assessments or “revalidation” in medicine may ultimately
provide a further mechanism for identifying actual or potential adverse
events,

Medical Royal College visits can from time to time highlight concerns
about the quality and safety of care provided in a particular unit;

The Commission for Health Improvement will have a key role both in the
detection of poor quality systems, through its reviews of local clinical
governance arrangements, and in the scrutiny of specific adverse incidents
through its “troubleshooting” work. It also has a potentially valuable role
to play in improving the conduct of NHS incident inquiries (see below)
and in helping to make greater sense of the existing patchwork of
external reviews.

Public Interest Disclosure

4.45 Orgenisationd and team cultures which preval in much of the NHS can act
to discourage reporting of incidents or concerns, particularly when theserdae
to activitiesinvolving professond collesgues

“The fear of being labelled a trouble-maker, the fear of appearing digloyal
and the fear of victimisation by managers and colleagues are powerful
disincentives against speaking up about genuine concerns staff have
about criminal activity, failure to comply with a legal duty, miscarriages of
justice, danger to health and safety of the environment, and the cover up
of any of these in the workplace”

[HSC 1999/ 198 The Public Interest Disclosure Act 1998 — Whigtieblowing in the NHS NHS
Executive, August 1999]

4.46 Culturd barierswill take timeto bresk down, but the Public I nterest
Disdosure Adt 1998 (which becamelaw in July 1999) representsan important
sep forward in encouraging and protecting gppropriate reporting of inddents
or concerns. The Act gives sgnificant sautory protection to employesswho
disdose information reasonably and regponsbly in the publicinterest end are
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victimised as aresult, and has prompted arenewed drive to encourage open
reportingin theNHS.

NHS executive guidance on “whistleblowing”

“Every NHStrust and Health Authority should:-

Have in place local policies and procedures which comply with the
provisions of the Public Interest Disclosure Act 1998. The minimum
requirements of local policies should include:-

(1) the designation of a senior manager or non-Executive Director
with specific responsibility for addressing concerns raised in
confidence which need to be handled outside the usual line
management chair;

(iiy guidance to help staff who have concerns about malpractice to
do so reasonably and responsibly with the right people;

(i) a cdear commitment that staff concerns will be taken seriously,
and investigated;

(iv) an unequivocal guarantee that staff who raise concerns
responsibly and reasonably will be protected against victimi-
sation.”

[HSC 1899/ 198 The Public Interest Disclosure Act 1998 — Whistieblowing in the NHS NHS
Executive, August 1999]

4.47 1t istoo ealy to assesstheimpact of these devdopments. Legidative changes
aenot in themsdves suffident to bring about more open, learning cultures
within NH Sorgenisations, but they certainly have the potentid to contribute
to tha process In one snse, ‘whigleblowing can be seen asevidence of a
falureto leern — people are far morelikely to pursue channdsoutside their
own organisation if there has been afalureto act on or even acknowledge
ooncernsrasad interndly. To many a percaived need for externd whigtle-
blowing isin itself asign that orgenisationd cultureis serioudy awry.

Inquiries

4.48 Although they are not amechaniam for sysematicinformaion gahering,
inquiries of onekind or another are an areain which the NH Sinvests consd-
erable resourcesin an effort to learn from falures.

4.49 An inquiry can be egablished into afalurein the sandards of care provided in
anumber of ways.

An inquiry with statutory powers (e.g. to requireinformation) ordered by
the Secretary of Qtate for Hedth under the powers st out in section 84 the
NHSAct 1977. Thistendsto befor very seriousissues. A recent exampleis
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the Brigtol Royd Infirmary Inquiry into the degths of anumber of children
following heart surgery.

An externd inquiry without stetutory powersorganised by the NH S locdly,
possbly & therequest of and/or under the supervison of theNHS
Executive Headquarters or one of its Regiond Offices. The Searetary of
Saehasdautory powersto st up such inquiries under hisgenerd powers
in section 2(b) of the 1977 Adt, as do Hedth Authoritiesto whom this
power has been delegeted. Two recent examples of inquiriesingigaed by
the Secretary of Sae are the enquiry into theretention of children's organs
dter post-mortem a Alder Hey hospitd and the enquiry into the case of
Dr Hearold Shipman, the generd practitioner convicted of murdering 15 of
his patients.

A mentd hedth inquiry established under theterms of the 1994 drcular
Guidanae an the disharge of mentdly disordered people and thar continuing
carein the community (HSG(94) 27/LASS (94)4). Theseinquiries ded with
sriousinddents—in particular homiddes— involving people in contact
with mentd hedth services

An internd inquiry (with or without externd advisers) — thisisused in the
mgority of seriousincidentswithin the NHS

4.50 Therehas been little formd evduation of these processes of inquiry to see
wha impact they have. Anecdotdly, thereisan impresson of varigble focus,
different leves of rigour, differencesin methodology and in theway tha
recommendations are framed and adopted. There are no dear thresholdsfor
determining when an inquiry should take place and wha kind of inquiry is
most gppropriae

NHS inguiries into adverse events: Key issues

Thresholds for initiating an enquiry are unclear.

Purely internal enquiries often do not reassure public.

The NHS has variable expertise in conducting enquiries.

There is often a long wait for the outcome.

Written reports are of variable quality.

Too often recornmendations are not written in a format which is
effective in helping to bring about the change required.

A large amount of information is often presented, which may result in
overload and act as a barrier to learning.

4.51 Experiencefrom other filds demonstratesthat the NH S experience of externd
incident inquiries, in paticular, isnot unique Even large-scde, and goparently
very thorough, inquiriesin other fields sometimesfal adequatdy to address
whole chans of criticd event$® and recommendations are often not spedific
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enough to provide asound basis for practicd action. The sheer volume of
information involved can att to inhibit effective andyss and learning.

Research has d 0 shown tha thereisacommon core of 24 broadly smiler
recommendations, faling into five categories, which aemadetime and agan
by inquiries— regardless of the topic under invegtigetion. Inquiriesin theNHS
often make recommendations on amilar issues— for example communicaions
among hedth professonas or between different egendes— but again thee are
sometimes not formed in such away that people undergand exectly what
change they are expected to make.

Categories of core recommendations comimon to most enquiries

Communication: recommendations designed to improve the communi-

cation of information between individuals, departments, other organi-

sations and in some cases with the wider general public;

Technical: recommending the installation of physical safety precautions

where they appear to be required,

Attempted foresight: recommendations designed to forestall different

problems, not necessarily directly linked with the incident in question,

which could arise in the future;

Personnel : recommendations addressing issues such as staff training,

staffing levels, lack of expertise or shortfalls in supervision;

Authority: recommendations which attempt to produce safety by

demanding it — for example through new rules, orders or legislation.
Source: Toft and Reynolds 19975

4.52 Higoricdly, inquiries and invegtigations have had to ssrve arange of different
— and sometimes incompatible — purposes. | nquiries may be used to establish
thefacts of a case, provide an expert or independent pergpectiveon an inddent
and help to extract leerning o that services can be improved end further errors
avoided. But they may dso serve as vehides for demondtraing to the public
and to paientsor rdaivestha inddents are being teken serioudy, to provide a

“In practicethe resssurance tha lessons will be identified and learnt and to demonstrate
primary purposes of accountability. Researchers have suggested that in practice the primary
formal external purposes of formd externd inquiries have been ‘discipling, learning, catharss
inguirieshave bean and reassurancss,
digtipline, learming,
cathardgsand 4.53 Each of these purposssis digina and it is essy to see how they might come
resssUrance” into conflict. For example, for amgor incident an inquiry held in public

might be more effective in assuaging public concerns and demonstrating
openness, but it can be argued tha public prooceaedings can encourage defen-
sveness and hamper effortsboth to get a the true facts of acase and to extract
leerning. And aseerch for individudsto ‘blamé as the centrd purpose of an
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enquiry can impede proper underganding of thetrue, often very complex,
causss of falure. For enauring that active learning tekes place within organisa
tions, formd externd inquiries may be less effective than internd service
reviewsor audits, but the latter have tended to be of varieble qudity and
rigour end are often not trusted by patients as sufficiently impartid or
searching.

4.54 Within the NH § there are proposds to give the new Commisson for Hedth
Improvement a remit for overseeing and improving theway inquiriesare
conducted. The Commisdon should have amgor contribution to meke to
improving the way the NH Slearns from investigationsinto serious adverse
events, and Ao hep to introduce some darity into the relaionships between
the various exigting externd review mechaniams.

Health service and public health statistics

4.55 Allarge amount of regular stetigticd information is collected both by theNHS
locdly and by the Department of Hedth. The Hospitd Episode Saigtics
(HES) ceptureinformation on 11 million hospitd episodes annudly in
Englend done, covering admission, diagnoss, resulting operaions and basc
outcomes (degth, discharge home and other discharge). Higoricaly, the uses
of these data have concentrated on recording and assessing ectivity levels and
on performance induding technicd efficdency. Much is of varigble technica
qudity and equdly veriable rdevanceto the qudity and outcomes of the care
the NHS provides It isreveding tha gatigticians commissoned by the Brigol
Royd Infirmary inquiry into the degths of children following heart surgery
had to underteke gpecid daigicd work on HESdaain order to useit to
ocompare the performance of different cardiothorecic services around the
oountry.

4.56 Thelaunch of anew NHS Performance Assessment Framework, which
explicitly baances efficiency with messures designed to reflect outoomes end
effectiveness, has been complemented by a Clinicd Indicaorsinitiaive which
amsto focus on qudity by exploiting H ES data by linking success ve episodes
to produce information on post-operative mortdity end re-admissons.
However, whilg thisinformation will over time hdp to provide a better
picture of the generd qudity of care provided by the NHS, it isunlikdy to tell
usagreat ded about adverse eventsin the short or medium term.

Analysis of information on adverse events

4.57 We have commented in our description of the various sources of information
on adverse events ebout the extent to which the data oollected are andysed to
extract leerning. In summary some mechanisms, such as the Confidentid
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Inquiriesand the Medica Devices Agency and Medicines Control Agency
sysems have a grong focus on the rigorous endyss of information to digtil
lessons for practice However, as we have made dear, little effort ismade
sysematicaly to extrect lessons from some potentidly important sreamsof
information, princpdly those arising from complants and litigation, or to
bring together the results of the various andyss sysemstha arein place
Regiond inddent reporting sysemsare dso highly verieble in theextent to
which they andysetheir daato didil learning.

Acting on lessons identified

4.58 It would be quite wrong to condude that the NHS as an organisdtion is
incgpeble of learning and improving, but the evidence suggests thet learning
generdly takes along time and tha implementation of lessons can be very
pachy. We have dready highlighted in case studies gpecific kinds of problem
or inddent which have recurred time &fter time despite the fact tha they have
ben identified as hazards.

The pace of change — The example of the National Confidential Inquiries

“Where change does
occur, it can teke a 4.59 Where change does occur, it can teke along time to come about. Even where
long time to come thereis good evidence from high qudity systems such asthe Confidentid
about” Inquiries the evidenceis tha implementation of lessons and recommendations

is often a very dow process, though meeningful changes can be brought about
over aperiod of years. The Confidentid Enquiry into Maernd Deaths has
helped to bring ebout dramaticimprovementsin the sefety of some agpects of
maernity care, but an audit of specificrecommendaionsrevedsthat thereare
gill aressin which key findings have not been universaly acted upon.

Examples of the pace of learming — the Confidential Enquiry into
Matemal Deaths (CEM D)

Improvement occurs over a long period of time
The rate of direct anaesthetic deaths fell from 12.8 per million births in
1970 to 0.5 per million births by 1996, though the rate of the fall was
not steady during this period;

Improvement occurs patchily
Local protocols for the management of massive haemaorrhage were
recommended in the CEMD report for 1985-87. In 1994, 11% of
units in England still lacked such a protocol;
Further long-standing recommendations concern the availability of on-
site blood banks and Intensive Care units. In 1994, 21% of unitsin

RLIT0002440_0083



Srengths and weaknesses of NHS mechanisms for learning from adverse events 69

England had no on-site ITU and 12% had no on site blood bank;

Some recommended improvements are not implemented
CEMD has repeatedly recommended the establishment of a system of
regional advice and referral centres for pregnancy-induced hyper-
tension. So far such a system has not been implemented, and hyper-
tensive disorders remain the second most common cause of maternal
deaths;
A recurring theme of CEMD reports has been the dangers of
inadequate senior supervision and problems with delegation. A report
in 1995 concluded that both were still factors in & number of maternal
deaths;

Improvement is not always sustained
Deaths from haemorrhage reached their lowest point in history during
198587, when 10 deaths occurred. The number of deaths rose to 22
in 1986-90, partly because basic lessons were being forgotten;

Some fong-standing problems remain
In the three years 1991-93, 63 deaths occurred which involved sub-
standard care. Sub-standard care was a factor in 16 of 20 deaths from
hypertensive disorders, 16 of 18 early pregnancy deaths and 7 of 8
anaesthetic deaths.

Sources: Hibbard and Milner 1995%, Drife 199757

4.60 Further evidence of the ability of the Confidentid Inquiries to bring about
change, and of the varigble pace with which tha change comes ebout, is
provided by the Nationd Confidentid Enquiry into Perioperative Degths
(NCEPOD). In its 1999 report8 NCEPOD returned to astudy of 1989 and
asesed the degree of changein practicein redion to surgery end anaesthesa
in children. The 1989 report stated that ‘surgeons and anaesthetists should not
undertake occasiond peedidric practiog. Comparison between 1989 and
1997/98 data shows evidence of a number of changesin practio=

Examples of the pace of learning — The National Confidential Encuiry
into Perioperative Deaths, 1989 — 1998

Meaningful improvernents have occurred in paediatric surgery, but they
have taken a number of yearsto come about and in some cases recom-
mendations have not been universally adopted:
The proportion of anaesthetists who did not anaesthetise infants of
less than six months had increased from 16% (1989) to 58%
(1997/98)
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The proportion of orthopaedic surgeons dealing with small numbers
(1-9 cases per year) of infants has fallen from 41% to 19% and those
dealing with 10-19 cases per year has fallen from 9% to 3%

The proportion of anaesthetists dealing with small numbers (1-9 cases
per year) of infants has fallen from 40% to 26% and those dealing
with 10-19 cases per year has fallen from 22% to 7%

The proportion of orthopaedic surgeons who do not operate on
infants has increased from 39% (1989) to 74% (1997/98)

The figures for many of the other surgical specialties show similar
trends, with more specialisation in children’s surgery.

4.61 In nether of these examples was there a particularly srong naiond drive for
implementation of the Confidentid | nquiry recommendaions, other than that
ocoming from the professons and the Inquiriesthemsdves

4.62 Thereisfar less evidence about the sygematic implementation of lessons from
other information sources, but the issues and examples cited in the preceding
three chegpters suggest that the stuation with regard to mogdt islikdy to beless
favourable than for the Confidentid Inquiries. Asde from the Confidentid
Inquiries, only the Medicd Devices Agency end Medicines Control Agency
sysems have the fadlity even to report on their findingsin asysematic and
oomprehensveway. Mog of the exising sysems share the weekness of the
Confidentid Inquiriesin tha follow-up and implementation of lessonsis|eft
entirely to locd services or even to individud prectitioners.

The situation in primary care

4.63 We have dready observed that the grest mgority of avalable informaion and
evidenceon advarse eventsin theNHS, and in the hedth care sector generdly,
reaesto hoypitd-based care We have ds0 stressed that thisreport and its
oonclusons are neverthdess of equd rdevanceto primary care, in particular to
Primay Care Groups and Primary Care Trusts as devdoping organisaions.
Thecae of Dr Harold Shipman, the Lancashire Generd Prattitioner
oonvicted earlier this year of murdering 15 of his paients, isfortunaely
exoeptiond, yet it serves as apowerful illugtration of theimplications of a
mgor defidt in thereporting of serious adverse events a source.

4.64 Someof theinformation sources we have highlighted do encompass primary
cae for examplereporting of Adverse Drug Reections end information from
oomplants and litigetion. In particular the medicd defence associations such
asthe Medicd D efence Union and Medicd Protection Society do systemati-
cdly atempt to draw out and disseminae key lessons from the negligence
damsthey handle, providing aresourcetha the secondary care sector largely
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lacks. However some of the most vauable sources of information, such asthe
Confidentid Inquiries, aeby thar nature and focus very much secondary care

“Historically, orientated. Higtoricdly, NH S Executive guidance on untoward incident
guidanceon reporting has dso been heavily focused on secondary care — largely because of
incident reporting aperoeption tha thisiswhere most serious inddents occur. Yet far more
has been heavily paient contactsteke place every yeer in aprimary care sgtting and thereis dill
focusad on the potentid for paients to be serioudy harmed by faluresin care.
secondary care’

NHS activity: Adverse event reporting is least developed in sectors
where the most patients are seen

Frimary care
251 million GP consultations
26 million courses of dental treatment

Community health care
16 million new episodes

Hospital care
8.6 million hospital admissions
11.8 million new outpatients
12.8 million attendances at Accident and Emergency departments

Source: Department of Health Departmental Report 2000--2001. Figures quoted are for
1998-99%°

4.65 In addition, locd risk and incident reporting sysemsarefar lessdevdoped in
primary care, though thereareingances of good practicein primary carerisk
management. Primary care faces particular chalengesin deveoping and
mantaning effectiveloca inddent risk reporting sysems, not leest because it
has lacked some of the orgenisationd structuresto support such sysems. The
devdlopment of Primay Care Groups and Primary Care Trugts providesan
opportunity to effect further improvementsin thisareg, in generd medicd
prectice d leadt.

4.66 Thereisvery little evidence ebout the capacity of primary care organisations,
down to theleve of individud practices, to leern actively from falures but
the geneard caveats we have highlighted about lack of sysematic disssmindion
and follow-up of lessons gpply a leest as grongly in primary care asthey doin
the hospitd sector.
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Chapter 4 — Conclusions

1 Learning from adverse clinical events is a key component of clinical
governance and will be important in delivering the Government's
quality strategy for the NHS. It warrants specific attention over and
above wider work to improve overall risk management in the NHS;

Although most adverse events are not related to serious problems of
poor professional performance, there must be appropriate links
between systems for learning from failure and those for detecting and
addressing poor performance;

The existing mechanisms for detecting and analysing serious untoward
incidents and service failures in the NHS are a patchwork of systems
which, in various ways and to different extents support NHS effortsto
learn from experience. NHS systems for reporting and learning from
adverse events could be greatly improved, in their coverage,
consistency and immediacy;

Mechanisms for learning from adverse events in primary care are
generally less well-developed than those in the hospital sector;

There are no generally accepted definitions to guide incident reporting;

Levels of reporting to the different existing systems vary greatly and,
outside a few specific areas, are very patchy. “Near miss’ reporting is
almost non-existent;

The NHS culture is not — by and large — one which encourages
reporting and analysis,

Some sources of information which might vield valuable lessons — such
as complaints and litigation data — are not systematically analysed with
that end in mind. The way in which complaints and litigation are
handled can also hamper effective learning;

The conduct and added value of incident inquiries is highly variable;

Recommendations from the Confidential Inquiries, Health Service
Commissioner's reports and other sources of information and analysis
are often not reliably translated into practice: the onus is on individual
NHS organisations to take them up and act on them;

In general, the NHS does not appear to learn lessons consistently or
quickly from the systems that are currently available to it, though
there is some good practice on which to build.
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In this chapter we draw together condusions from what we have learned
from an extensive review of the adequacy of present NHS information
systems to detect, report, analyse and leam from adverse events in
health care service, in this country. We also distil the important lessons
from our review of research and experience of this field both in the
health and non-health care sectors. The present situation is far from
satisfactory. The NHS is failing to learn from the things that go wrong
and has no system to put this right. In the context of a major programme
of modemisation now being implemented in the NHS's approach to
quality assurance and quality improvement, this is a gap that needs to
be closed. The NHS has an old-fashioned approach in this area compared
to some other sectors. Yet the opportunity for transformation is
enormous with huge resulting benefits — lives can be saved, serious
harm to patients can be avoided, health organisations can become much
safer places for patients and staff and in the long-term large sums of
money could be released which could then be used to provide more
patient care.

5.1 Therearea present somemgor shortcomingsin thewaysthe NHSlearns
fromitsfalures Yet there are dso tremendous opportunities to bring ebout
red improvementsin care, not least the beginnings of a powerful culturd shift
brought gbout by arenewed and sugtained focus on qudity. Therearea
number of pointersfrom research and from other sectorsthat suggest how
these improvements might be brought gbout.

5.2 For the NH Sto become an organisgtion tha can learn effectivdy from falure
some graghtforward conditions must be fulfilled.
Firg, unified mechaniams are needed for reporting and andysng examples
of when things have gone wrong, with dear lines of acoountability. This
involves both:
— reporting of adverse events and
— themonitoring end andyss of afull range of advarse event daa
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Second, amore open culture must be developed, in which errors or service
falures can be admitted, reported and discussad without fear of reprisd
(though this does not meen tha individuds should never be hdd to account
for their attions).

. Third, lessons mugt be identified, whether from adverse events or from
other sources of data active learning must take place and necessry changes
must be put into practice. This process needsto be actively managed.

Fourth, the NHSmust devdop amuch wider gpprecidion of the nesd to
think sysems in endysang and learning from errors, aswdl asin
prevention (through risk management).

Key problems

5.3 Within the body of our report we have drawn a number of concusons ebout
the wesknesses and shortcomings of the current NH S arrangements for
detecting, reporting, andysng and leerning from adversseventsin hedth care
and highlighted a number of important lessonswhich can be drawn from
resserch and from experiencein hedth careand in other sectors

Data gathering

5.4 Whilg anumber of mechanismsarein operaion to gather dataon thingsthat
go wrong in hedth care, there are saverd systemaic weeknessss.

There is no consensus on what to report. Few of the sysemsarebased on a
ample, eesly communicated definition of what it istha should be reported.
Few are governed by any deer reporting protocol tha al saff are avare of,
understand and aretrained to use.

There are different, and potentially conflicting, views on the purpose of
adverse event reporting systems. Functions atributed to reporting sysems
indude

— gpotting potentid dinicd negligegncedams

— identifying trendsin different kinds of adverse event;

— handling media coverage;

—ating asthefirg gagein organistiond learning.

There are no proper linkages between reporting systems. Quch reporting
mechanisms s do exist ae not integraed and seldom interrelae to eech other.
The usefulness of adverse event reporting sysemswould be improved further if
aformd mechanism to consder near missss weredso integrated.
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Analysis

5.5 Not only do the sysems for collecting information on adverse eventsleave
room for improvement, but thereare dso shortcomingsin the way
information is andysaed and trandaed into advice and recommendations for
action.

Best use is not made of available information. With the exoeption of the
more gecidised systems (e.g. confidentid dinicd enquiries, adverse drug and
device reporting sysems) data are not andysed or synthessed in away tha
paternsor trendscan beidentified. In some caseslittle or no endyssis
atempted beyond locd levd. It isa gredt irony, for example, that in the past
individud hedth care workers have been urged to see complaints as aresource
to learn from but no sysemétic atempt has been made to redisethe huge
potentid of learning from complaintsto benefit the NHS asawhole

Andysis does not reliably take place agross different systems Thereisno
religble mechanism for andysing information collected through different
reporting channdsto digtil common themes or lessons At present, NHS
information on adverse eventsis soread across nearly 1000 different organisa
tions Thiscan meen tha the NHSmisses out on some of the more cregtive
goproaches to anadyds which we highlight in chapter 3, and tha common root
causes of different kinds of adverse event go unrecognised.

Inquiries and investigations

5.6 Aswehavenoted, there are anumber of different provisons and mechaniams
for holding internd or externd inquiriesinto individud adverseeventsor into
dudersof events Yet on the evidence we have consgdered such inquiries, and
in particula edernd inquiries, are not dways effective leerning tools for the
NHS

The threshold for inquiries or investigations isundear. Theaeisvery little
darity about the drcumsatances under which some form of externd investi-
getion or inquiry is gppropriae following an adverse event. The nead for
pecific work to addressthisissue for mentd hedth inquiries has dready been
recognised and spedific work undertaken.

There is no dear framework or source of advice on the condud of investiga-
tions Even dter adecison has been taken to conduct some form of inquiry or
invegtigation, thereis often little by way of consstent support of expertise
avalableto NHS organistions or to inquiry teemsin the conduct of the
process. It is reasoneble to suggest that this could result in a more protrected
and ocogtlier inquiry process, and may meen tha an inquiry islessthorough or
effective than might otherwise have been the case.
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Inquiry recommendations are not aways suffidently helpful or focused. No
doubt partly as a consequence of thelack of advice and expertisein ther
condudt, the products of inquiriesin the NHS— in common with thosein
other fidds— are not dways focused in away which facilitates learning and
implementation. For example, a recommendation which statestha communi-
cations among professonds, or between professonds and pdaients, ere poor (a
farly frequent themein adverse events) and must beimproved might not be
very hepful because it does not provide the orgenisation(s) concerned with an
operaiond changeto implement.

Implementation and follow-up of recommendations is patchy. In common
with other sources of learning on adverse events, follow-up work to implement
the recommendétionsof inquiriesisinconsstent. Often, inquiry recommenda
tions have no dear gaus, or the qudity and rdevance of recommendations
themsdvesmay bein doubt.

There is no systematic mechanianm for sharing more widely the learning from
individual local adverse event investigations T hereis powerful evidencetha,
time after time, inquiries and investigations identify smila or identicd
problems and meake the same sorts of recommendaions. Y& thereis no sysem
for drawing together these findings to draw out generd trendsor to emphasise
wider priorities for action. The potentid implicaions of inquiry reports
beyond theimmediate circumsatances of the event in question may, therefore,
not dways be recognised.

Understanding adverse events

5.7 Thelevd of undergdanding of the nature, causes and prevention of adverse
eventsin the hedth care sector is poorly developed in comparison to many
fidds, for exampleindustry and ar transport.

There islittle basic research into the nature, causes and prevention of adverse
eventsin hedth care Mog of the sdentific work has been donein contexts
outsgde the hedth service Whilst much of it islikely to be extendable to the
hedth sector, this neads to be confirmed. Equaly, where exceptions occur tha
ae paticular to the NHS, these musdt beidentified and investigated
edficdly.

The concept of the ‘system approad is poorly developed. There has been
rapid progressin meany fiddsin identifying the place for ‘whole system’
responseto adverse events | ngppropride systems are commonly a more
important contributory factor than individua falings or errors. Appropriae
systems can do much to reduce the burden on individuds and the resulting
risk of adverse events, and to mitigate the consequences This goproach neds
to be better devdoped in theNHS
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Information is difficult for staff to access NH S dinidans and other st&ff need
to accessinformation repidly and conveniently in the context of busy
schedules. Thisindudes both generd information on the causes of adverse
events and goproachesto risk minimisation, and specific information on
paticular hazards and pitfdls Informaion sygemsarenot yet uniformly wel
developed enough to ddiver these requirements, inhibiting the ability of the
NHSto respond postively.

Learning culture

5.8 Our review of the current postion confirmstha thereare severd key aressin
which the NH Sfdls short of being aleerning organisation & the outset.

Thereistoo often a ‘blame culture. When things go wrong, thereponseis
often to seek one or two individuds to blame, who may then be subject to
disdplinary messures or professond censure. Tha isnot to say tha in some
drcumsatancess individuds should not be hed to account, but asthe
predominant goproach this acts as asgnificant deterrent to the reporting of
adverss events and near misses. |t dso encourages serious underestimation of
the extent to which problemsare due not to individuas but to the sygemsin
which they operae.

No account is taken of ‘near misses. Apart from thereporting sysemsrun by
the Medica Devices Agency and Medicines Control Agency, thereisno
mechaniam to learn from adverse eventswhich do not result in sgnificant
ham. The ‘near miss can provide vduable information to hep prevent edverse
events, and isregarded in many other sectors as an important freelesson.
Moreover, research suggeststhat for every full-blown incident there arelikedy
to be severd hundred neer-misses.

There islittle aulture of individua seif-appraisa. The education of NHS
professonadsdependsto avarigble, but generdly sgnificant, extent on dinicd
goprentioeship — tha is, on learning by example This processrardy
counteracts aburden of public expectation of infdlibility, and may often
reinforceit. Yet for the NHSto learn effectively from experience, these
individuds must be ebleto admit tha perfection isnot dways ataned: firgly
and mogt importantly, to themsaves and then to thar fdlows Wherethe
ability to sdf-gpprase openly and frankly is absent, the negative effects of a
‘blame culture will bereinforoed

Active learning

5.9 TheNHSdoesnat, in our experience, learn effectively and actively from
falures. Too often, veid lessons are drawn from adverse eventsbut their imple-
mentation throughout the NH Sis very patchy. Activelearning is mostly
confined to theindividud organisation in which an adverse event occurs. The
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NHSis par exadlencea passive learning organisation. A number of specific

wesknesses are goparent.
“The NHSIs par
excellencea passive Some existing systems take a long time to report. The Confidentia
learning organi- Enquiries, for example, operaeto fixed timetables and produce periodic
sation” reports bassd on endyss of higoric deta Depending on the Inquiry

concerned, it can take between one and four years for the learning from an
adverse event to bereflected in an inquiry report. Arrangementsfor giving
interim feedback are not well-developed.

Implementation of recommendations takes a long time. Wha evidence we
have on the implementation of Confidentid |nquiry recommendations shows
tha it can teaketen or fifteen yearsto bring about meaningful change oncean
inquiry has reported. We have dted one example, of suidde by hanging
among mentd hedth inpaients, of an issue which wesfirg highlighted neerly
30 years ago but which is gill aprominent problem in theNHS.

There islittle or no systematic follow-up of recommendations. The recom-
mendations arisng from most reporting sysemsareleft to individud bodiesto
follow up. Often it isleft to futureinquiry reportsto comment on faluresto
implement earlier recommenddions

There is alack of darity about priorities for improvement. NH S organisa
tions face a range of competing priorities for action from al sorts of sources
Often thereis no authoritaiveindicaion of the rdative priority which should
be atached to particular issues.

Insuffident effort is made to target high-risk dinical procedures or to
prevent the recurrence of spedfic catastrophic events Research suggedtsthat
there are some procedures or arees of ativity in which the likdihood of serious
errorsisreaivey high and/or the conssquences of errorsare particularly
serious. For example the potentid consequences of obgetric and midwifery
erorsarevery siousin human terms, and thisisreflected in ther
prominencein litigation. There are dso any number of highly complex
technicd procsduresin which theinherent risk of error isrelaively high
amply because of the number of factors & work and the physcd difficulty of
the procedure. Smilerly, thereare certain very specific kinds of adversedinicd
event which have recurred on a number of occasions with devagtating conse-
quences (for example the missdminigration of anti-cenoer drugs by spind
injection).

The possibility of developing design solutions to specific hazards is under-
explored in hedlth care. In other sectors sgnificant efforts are being madeto
design equipment and productsin away which hdpsto minimise potentid
hazards, yet despite one or two examples of good practice which demondrate
its gpplicability to hedth care this gpproach has not yet been goplied
extensvdy or sydemdicdly intheNHS
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5.10 Teble 5.1 summarises some of the key negative characterigtics of the NHS's
goproech to adverse events and juxtgposes the postive characterigicswe
bdieveit nedsto devdop in the future.

5.11 Figure 5.2 further illusgraeswha we beieve ae some of the crudd gepsin
leerning from adverse events |f any one of theseis fundamentdly flawed, the
process as a whole will not perform effectively. Our recommendations, teken as
awhole arethereforeamed a achieving sugtained improvementsin each of
the gepsin thisprocess
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Figure 5.2

Some key steps in
leaming from adverse
events

Recommendations

5.12 Drawing on thewiderange of evidence and opinion we have conddered in the
oourse of our work, we meke a number of recommendationsamed a
addressing the problems and wesknessesidentified.

Recommendation 1: Introduce a mandatory reporting scheme for adverse
health care events and specified near misses

We recommend that a scheme should be introduced by the NH S Executiveto
ensure comprehensgvereporting of adverse eventsand near-missesin NHS
hedth care settings. We recommend tha this scheme should:

be rooted in sound, gandardised locd reporting systems building on and
developing the current locd adverse event reporting sysem as recommended
in the NH S Executive controls assurance sendard ‘Risk M anagement
System’;
adopt as the basis for reporting the concepts of an adverse hedth care event
(AHCE) end ahedth care near miss(HCNM), and tha thexe aredealy
defined. Asadating point for the development of agreed definitions, we
SUggest;
‘an adversehedth caeevent (AHCE) isan event or omisson arising
during dinicd careand causng physcd or psychologicd injury to a
peient’;
‘ahedth care near miss(HCNM) isa situaion in which an event or
omisson, or asequence of events or omissions, arising during dinicd
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caefals to deveop further, whether or not as theresult of compen-

saing action, thus preventinginjury to apaient’;
operaiondise these high-leve definitionsby devedoping, mantaning and
meking use of asgt of detaled sandardisad categorisations of different types
of adverse hedth care event and reportable near miss. These should be
published in a dandard manud detaling spedfic kinds of adverse event and
near miss which must bereported (a) locdly and (b) beyond the
organisgtion concerned. We envisege tha a ‘filter’ will operae so that only
certain categories of event and near misswill be reported nationdly or
regiondly. The coverage and sophigtication of the caegorisaions should be
improved over time;

ecify dearly in themanud theformat in which adverse events and neer
misses should be reported. Thereporting forma and preciseinformation to
be collected should be determined only ater thorough congderation of the
andyticd purposesto which it isto be put;

adopt gendardissd computer software for adverse event and near miss
reporting;

st out dearly both the channdsfor reporting and the locus of
responsbility for ensuring tha reportsare made, both within and where
necessay beyond locd orgenisaions

be comprehensvein its coverage, incorporaing dl NH S orgenisations
which ddiver hedth caredong with generd practitionersand dentigts
tresting NHS patientsin primary care. The system should incorporaethe
arangements for mandatory reporting of desthsin generd practice
announced by Hedth Minidersin the wake of the conviction of Dr Harold
Shipman. It should dso cover care provided on behdf of theNHSIn
private hopitds and dinics

be mandatory for both orgenisations and individuds;

berun by an independent body which is perceived as neutrd by hedth cae
saf.

Recommendation 2: Introduce a scheme for confidential reporting by
staff of adverse events and near misses

We recommend that, until locd reporting systems and cultures are sufficiently
developed to dlow dl d&ff to fed that they can report dl adverse eventsand
near misseswithout fear of retribution, the nationd system described in
Recommendation 1 should indude provison for direct, confidentid (but not
anonymous) reporting of adverse events and near missesto regiond or
naiond level. Thishas been found to be of great importancein other sectors.
The sysem should:

bewiddy publicised and avalableto dl NHS ¢af, as wel asto family
hedth services contractors end their employees. The vigbility of exdending
the schemeto g&f in independent hospitds and dinicstreging patientson
behdf of the NH S should dso be explored;
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have the cgpadity to follow-up near misses without reveding the identity of
thereporter if he or she wishes. We recognisethat in some circumstancesit
may be impossble or ingppropriae to preserve anonymity — for example
wherethereis evidence of gross negligence, crimind attivity and/or athreg
to paient safety end this cannot be addressed without disdosing the
identity of thereporter — and this should be openly acknowledged;

be regarded as a mechaniam to be usad in exceptiond drcumstances, with
reporting channelled wherever possble through the new sysem described in
R1.;

be kept under regular review aslocd sysems and cultures develop, to
determine whether continued provison of adirect confidentid reporting
fadlity, as an adjunct to the man mandatory reporting systyem (sseR.1.), is
both necessary and dedreble.

Recommendation 3: Encourage a reporting and questioning culture in the
NHS

We recommend that the NH S should encourage a reporting culture amongst
its staff which is generdly free of blame for the individud reporting error or
mistekes, and encourage g&ff to look criticdly & ther own actions and those
of ther teems. We acknowledge tha sgnificent progresshasbeen madein this
aeain recent months and years, but believe tha thereis scope for further
action in anumber of key aress

NHS Trugts, Hedth Authorities, Primay Care Trugsand Primay Cae
Groups should usethe implementation of clinicd governanceas an
opportunity specificdly to reinforcethear procedures for adverse hedth care
events, dressingin particular the repongbilitiesof dl g&ff for reporting
events and the duty of the orgenisation to treat individud members of gaff
jusgtly, with no prior assumption of blame. Generd risk management
awaenesstraning for gaff should be part of this process

locd annud dinicd governancereports should indude explicit statements of
the orgenisation's adverse event reporting policy, and where possible should
display evidence both of red changes effected as a result of reporting and of
ajug goproach to individuds who report their own errors,

the provison for confidentid reporting recommended in R.2. should help
to give g&ff the confidenceto report information which might otherwise go
undetected;

the NH S Executive nationdly and regiondly, and NH S orgenisations
locdly, should work proactively to ensure eccurae media reporting of
advearse events and to foser agregter public undergdanding of theissues
involved.

dl thoserespongblefor theinitid and continuing training and education of
doctors, nurses and other dinicians should address the devdopment of en
goproach to frank sdf-gpprasd. Thiswill involve exposing dinidansto the
gopropride culture of blame-free assessment and learning a every levd,
from undergraduate through postgraduae traning to life-long learning.
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Recommendation 4: Introduce a single overall system for analysing and
disserninating lessons from adverse health care events and near misses

We recommend that asingle overdl system should be devised for andysng
and disssminating lessons from adverse hedth care events and near misses.
This system should:

rece vereports of agread categories of events notified through the
mechanismsdexribed in R1. and R.2;;

andyse them in such away tha common factors and causes can be
identified;

consider end specify the action necessary to reducerisks to future paients
throughout theNH S

ensure tha feadback is provided in away which encourages continued
reporting;
be managed or overseen by adngle organisation.

Recommendation 5: Make better use of existing sources of information
on adverse events

We recommend tha, to fadlitae fuller and more effective use of information
from exiging sources of informetion on adverse hedth care events

the new andyss end disssminaion sysem recommended in R 4. should
incorporate information and identified trends from the NH S complaints
system, from litigation ectivity and from other reporting and andyss
sysemsto ensuretha maximum cumuldive learning is extracted from
theseresources,

the NH S Executive should use the opportunity provided by the
forthcoming report of its complants sysem evduaion to examinewaysin
which gregter use of patient complants as a learning resource could be
encouraged and fadlitated, both localy and naiondly;

the NHS Litigation Authority should work with the medicd defence
organisdions to ensuretha maximum learning is dravn from andyses of
the extensveinformetion avalable on dinicd negigencelitigaion. This
leerning should in turn be fed into the new overdl andyssand
disssmination proposed a R4.;

paient and carer input, which can be of tremendousvauein learning from
averse events, should be actively sought a each stage of the process.
Sysemetic efforts should be made to involve petients and carersin work to
implement the recommendations of this report.

Recommendation 6: Improve the quality and relevance of NHS adverse
event investigations and inquiries

We recommend that the NH S Executive should work with the Commission
for Hedth Improvement to improve the qudity and rdevence of adverse event
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invegtigations and inquiriesin theNHS In paticular, the NH S Executive
should:

derify the arangementsfor locd adverse event handling (induding
reporting — e R 2.), and offer further guidanceto theNHS on the
thresholdsfor different types of response, induding inquiries;

ensure that the Commisson for Hedth Improvement asan early priority in
itswork progranme, developsa ndiond rolein advisng on process and
conduct issues with theam of ensuring higher qudity and gregter
gandardisdion of inquiry conduct. Its advice should cover the framing of
recommendations so tha they are of maximum help to the organisaion(s)
ooncarned, and where gopropriaeto the NHSas awhole in effecting
practicd change

ensuretha inquiry recommendationsand findings are wherever possible fed
into to the proposed nationd adverse event reporting scheme and the
asociaed dadbase

Recommendation 7: Undertake a programme of basic research into
adverse health care events in the NHS

We recommend tha a programme of basic research into adverse eventsin the
NHSbe commissoned by the Resserch Coundl and the NHSR&D
progranme. Secific foci of this programme should indude

theinddence, naure and causation of hedth care adverse events

. the extent to which knowledge from other fiddsistrensferable to the hedth
sector;
precticd goproachesto risk minimisation and the tekeup of learning; and
the contribution of sysgem goproachesin hedth carg

. the use of automaed methods to monitor and evduate the performance of
dinicd interventions (the cregtion of adinicd ‘black box).

Recommendation 8: Make full use of new NHS information systems to
help staff access learning from adverse health care events and near
misses

AsNHSinformetion systems, such asthenew Nationd Electronic Library for
hedth, are devdoped to bring more rgpid and convenient acoess to dinicd and
other gaf, we recommend tha priority is given to induding access to
information neded in thisarea Theam should beto:
increase knowledge on the processes of learning from experience and risk
minimisgion;
indude systematic information on particular causes of adversseventsand
how to avoid ther repetition;
present information in ways which are accessible to busy hedth
professonas and managers,
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talor messages and routes of communication to the neads of specific
audiences and

maximise the contribution tha improvementsin information systems (such
as theintroduction of the Electronic Patient Record, the devdlopment of
dectronic prexribing sysems and essy access to up to date guiddinesand
protoools) can meketo ectivelearning and the prevention of adverse events.

Recommendation 9: Act to ensure that important lessons are
implemented quickly and consistently

We recommend that specific action istaken by the NH S Executive, the
Nationd Inditutefor Clinicd Excdlenceand the Commisson for Hedth
Improvement to ensuretha tha important lessonsfrom falures are quickly
and reigbly acted on in the NH Sand tha improvement is sustained. In
particular, we recommend tha:

the NH S Executive should offer grester support to the NH Sin prioritising
actions arisng from leerning on adverse events Thereshould beasdngle
focus within the NH S Executive for meking these decisons and for

ensuring that implementaion is driven forward. Where gppropriae,
resource congderaions should beteken into account when determining
implementation priorities

theimportance of implementing key lessons from adverse events, including
specificdly the recommendations of the Confidentid Inquiries, should be
given gregter weight nationdly by the NH S Executive as a core component
of dinica governance;

the NH S Executive should give urgent consderation to therole which
routine performance management should play in ensuring tha key findings
from adverse event anaysis are disseminated and acted upon by NHS
bodies as apart of ther wider clinicd governanceresponsbilities

the Ndiond Ingitute for Clinicd Excdlence (NICE), asthe body which
now has respongbility for the operation of the Confidentid Inquiries
should explorewith the Chairmen and Directorsof those I nquiriesthe
possibility of developing ‘fest track’ processesto dlow them to generae
pecific recommendations outsde the normd reporting cyceif sufficiently
sriousissues emerge. We recommend that NI CE should dso explore with
thelnquiriesthe options for enabling them to give more sysemdic
feadback to individud unitsif asarious ongoing threat to paient safety is
identified, provided this does not compromise the confidentid nature of the
process,

in devdoping its review and reporting process for dinicd governance, the
Commisson for Hedth Improvement should make provison to comment
gecificaly on the uptake of recommendationsarisng from adverse event
andyds and provide feadback to the rdevant reporting and anayss sygems
to inform future work;

both the NH S Executive and the Commisson for Hedth | mprovement
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should reman dert for evidence tha improvement isnot being sustained or
tha progressis dipping back, so that interventionscan be planned if
NECcESss'y.

Recommendation 10: ldentify and address specific categories of serious
recurring adverse health care event.

We recommend that there should be an explicit focus on identifying and
addressing very spedific serious categories of recurring serious adverse event.
We recommend that as part of thiswork:

the NHSLitigation Authority should be given astronger educationd remit,
to work with professond bodies and the medicd defence organistions to
publicise high-risk areas and risk-reduction activities among managers and
dinidans

geps should betaken to ensure better use of exigting information on aress
of practice and individud procedureswhich pose redaivey high risks, in
frequency of eror and / or the conssquences of error. Considerdion should
be given to the production and piloting of gandardised proocedurd manuds
and safety bullgins which it is obligatory to use when embarking on specific
high-risk procedures. Thiswork might be co-ordinaed by the Naiond
Ingitutefor Clinicad Excdlence

the NH S Executiveand the Medica D evices Agency should consider how
the more sygematic gpplicaion of design solutions could be encouraged es
one means of minimising spedific hazards,

the Department of Hedth should establish groupsto work urgently to
achieve four gpedficams
by 2001, reduce to zero the number of patientsdying or being pardysd
by mdadministered spind injections (et lesst 13 such cases have occurred
in the lagt 15 yeers);

by 2005, reduce by 25% the number of instances of negligent ham in
thefidd of obgetrics and gynaecology which result in litigation
(currently these acoount for over 50% of the annud NH Slitigation bill);
by 2005, reduce by 40% the number of serious errorsin the use of
prescribed drugs (currently these account for 20% of dl dlinicd
negligence litigetion);

by 2005, reduce to zero the number of suicddesby mentd hedth
inpaients as areault of hanging from non-collgpsible bed or shower
curtan ralson wards (currently hanging from these dructuresisthe
commonest method of suicide on mentd hedth inpdaient wards).

Sound basdines will first need to be etablished for the second and third of
theeaessin paticula, and it isimportant to recognisetha in the short-term
the number of recorded events may rise as reporting and recording sysems
improve.
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