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EXECUTIVE SUMMARY

EXECUTIVE SUMMARY

Introduction

11

1.2

1.3

1.4

15

1.6

This Review is concerned with the care of children born with congenital heart disease.
It was commissioned in June 2014 by NHS E n g IMedicdl ®isector after hearing
the concerns expressed by a number of families regarding the care and treatment of

their chil dren whi |l e patients i n Bristol
concentrates on these concerns.lt investigated a wide range of specific issues brought
to it by parents and families. The Reauy ew0s

out a wider examination of the paediatric cardiac service at the University Hospitals

Bristol NHS Foundation Trust. This report presents an overview of the service from
201071 2014, informed by the results of the investigation it carried out. It follows the

pathway of care, from initial diagnosis onwards. It examines the evidence of parents
and members of staff.

The Review records its thanks to all those who took part. It pays particular tribute to
parents whose persistence led to the involvement of the Care Quality Commission
(CQC) in 2012.

The Review was advised by a Panel of Experts. At the request of the Review, the
Experts also carried out a more detailed examination in response to specific concerns

and questions raised by a number of individual families. The results of these Cas
Reviews have been reported back to these families. They are not published in this
Report,given the need to respect patientsdé confi

Alongside of our work but in a separate and independent process, the CQC carried out
a review of selected clinical case notes. We have been able to study its findings, prior to
finalising this report.

After weighing all that it saw and heard, the Review sets out its conclusions and a
number of recommendations.

The Review reached the firm conclusion that there was no evidence to suggesthat

there were failures in care and treatment of the nature that were identified in the

Bristol Public Inquiry of 1998 -2 0 0 1 . The outcomes of <care at
were broadly comparable with those of other centres caring for children with
congenital heart disease. There was evidence that children and familieswere well-

looked after and were satisfied with the care their children received. There was,
however, also evidence that, on a number of occasions, the care was less good and that
parents were let down. The principal focus of the Review was onWard 32 where
children were cared for. I't was clear that,
2012, the nursing staff were regularly under pressure, both in terms of the numbers
available and the range of skills needed. This led on occasionso less than goodcare for

children and poor communication with parents and families.

de



EXECUTIVE SUMMARY

1.7 The Review also reached the conclusion that, on occasions, the senior managers of the
Hospital, failed adequately to understand and respond effectively to the concerns of
parents and adopt ed an wunnecessarily defensive posit
observations. This led to a deeply regrettable breakdown in communication which
culminated in the commissioning of this Review.

The National Picture

1.8 The national picture regarding Congenital Heart Disease (CHD) is one in which more
children have been receiving treatments which are increasingly successful andwhere
more are reaching adulthood.

1.9 This improvement in results has been achieved despite the absence, at least until April
2016, of a mandatory set of standards on quality relating to CHD services in England
and Wales. The period of time examined by the Review is one in whichsurgical units
were aware that a future process of commissioning would prescribe such standards and
were seekng to enable CHD services to meet them at some uncertain point in the
future.

1.10 This uncertainty has been reduced by the adoption of the New Congenital Heart
Di sease Reviewbds (NCHDR) standards, from Apr |
number of standards which must be met within the next few years rather than
immediately. The point has not yet been reachedwhere standards could be said to be
met in a uniform fashion by all hospitals offering treatment for congenital heart
disease.

1.11 At present, work on a o6équality dashboarddé <continues,
extended range of key information on quality and performance is made available to
commissioners on a monthly basis. The measures are gil under development. The
commitment given by the NCHDR that the quality dashboard will become publicly
available in due course was welcomed by this Review, as potentially such information
could significantly add to understanding and accountability to the public.

The University Hospitals Bristol NHS Foundat ion Trust
1.12 Much has changed since the Public Inquiry into paediatric cardiac surgery at the
Bristol Royal Infirmary, not least as regards the dedicated paediatric environment in
which children with congenital heart defects are cared for. The CHD service d Bristol
has developed from one in which two surgeons were employed and the number of
open-heart congenital paediatric procedures was in the region of 1307 140 procedures
per annum, to a situation in which three surgeons were employed and, in 2014, the
Chil drendéds Cardiac Service undertook 326 paedi

1.13 The ability of commissioners and regulators to monitor the performance of hospital
services, including cardiac services, has developed significantly.
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Data on Mortality and Morbidity

1.14

1.15

1.16

1.17

1.18

There is a fundamental difference between the circumstances revealed by the Bristol
Public Inquiry (where systemic weaknesses in the management of AVSD and switch
operations by the two surgeons then employed at the Hospital were revealed by the
Inquiry), and the situation now. The National Congenital Heart Disease Audit
(NCHDA), which is managed by the National Institute for Cardiovascular Outcomes
Research (NICOR), publishes information on activity and outcomes across surgical
centres, a n d r aersée sa bdoad t potenti al ewosure that suchsa
situation would now not go undetected.

The value of the NCHDA, as a single trusted source of information upon activity and
outcomes, is considerable. Those who manage it are aware that improveents are
needed to the accessibility and ease of
website, to assistpatients and families. O

The data available from the NCHDA shows that the outcomes of surgery and other
interventional procedures at BRHC were comparable with those in other centres within
the UK, from April 2010 i March 2015.

The Children 6 s Car di ac Ce nt dnetificationds framr NIGPR eegardidga
the arterial shunt procedure, on the basis of data relating to 2009 i 2012 and 20107

2013. The BRHC paediatric cardiac services responded appropriately to these
warnings, setting out its explanation for the outcomes and the actions taken. The
results for the period 2012 i 2015 showed that Bristol was no longer triggering the
alert.

Because information upon the responses madeto these alerts was not easy to locate
we recommend

Thi s

under

l ert

(1) That any review of the Dep aicyfolewed by thd
NCHDA when its audits trigger alerts or alarms) should give specific attention to the need
for publication of the responses to outlier alerts, and of any actions taken as a result.

1.19

1.20

Concerns were raised by parents that the data submitted by Bristol to the audit was
inaccurate or incomplete were understandable, and they have led directly to changes
and improvements in the national audit. But we have set out why, ultimately, those
concerns about poor submission ofdata were not justified.

Any gaps in the data were not the result of incomplete or inaccurate information
returns from Bristol, but were caused either by how the NCHDA checked those returns
using information from the Office of National Statistics; or f rom the scope of the audit
which did not, until recently, include the results of diagnostic catheterisation.
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1.21

1.22

There are concerns thatthe Trust staff involved in this data collection remain over-
stretched, and, given the importance of the integrity of the data returned, this requires
attention.

In the light of the above, we recommend

)

That the Trust should review the adequacyofsa f f i ng t o support

collection of data.

1.23

1.24

1.25

It is not possible at present to make robust comparisons of rates of morbidity between
centres. A major research project on this topic is in hand which, together with data
collected by the NCHDA, should secure improvements in the information available
over the next few years.

It is important not to view statistical information in isolation and all sources of

i nformation should be exami n eatce. wihe smatistical o k i

information summarised above is not a reasonto dismiss the concerns of those parents
whose unhappiness triggered the work of the Review.

In particular, the fact that statistics on mortality may not suggest cause for concern
does not mean that there could not have been failings, or the need for improved
practice, in individual cases or areas of practice. Such information cannot be seen in
isolation. Furthermore, t he death or suffering of any child is a tragedy, and any
failings, if they occurred, would be profoundly distressing regardless of whether any
failings we r e -o6fofnsed o r We sepoatdotexplbre the concerns about the cases
drawn to our attention with these perspectives in mind.

Networks, Diagnosis and Outpat ient Care

1.26

1.27

I n December 2010, the Safe and Sustainabl

concluded that arrangements across the network were based on strong individual
relationships rather than documented protocols. The Review noted limited change to
that position in the course of the Review, the development of aprotocol between
clinicians in Bristol and Wales on the management of patent ductus arteriosus beingan
exception to this picture. But it felt such limited development was not surprising,

given how the Safe and Sustainable process came to a halt. The Review noted the

recent appointment of a Network Manager by the UHB, and the plans for future
development as a result.

There were challenges in ensuring consistent information was given to families,
particularly when care was shared or passed between referring clinicians outside of the
Bristol service, and those based at the UHB. The difficulties in managing
communication and expectations in the treatment of patent ductus arteriosus, between
Wales and Bristol, was one example of those challenges.

ng

e

R ¢
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1.28 The matters most frequently raised by families concerned recurring problems with the
robustness of systems for booking outpatient appointments, for re-scheduling missed
or cancelled appointments and for following up those who did not attend. There were
also concerns about the capacity of the service, given the demand for outpatient clinics,
and the need to systematise the procedures in the outpatient clinic, such as
observations of patients, review of observations by medical staff, and procedures for
taking more urgent action in the face of abnormal observations.

1.29 The causes of these difficulties appear to have been many and varied.

1.30 Appointments systems are frequently the source of patient frustration and complaint.
It is difficult to eliminate occasional error or instance s of poor communication. There
is evidence that, as might be expected, problens in the management of outpatient
appointments were not limited to the paediatric cardiac departm ent, but were a Trust-
wide issue. Without suggesting that the situation described was an acceptable one, the
Reviewbs Expert Panel felt t haftpaetidirie cacibcal | enge
outpatient appointments were likely to be similar to those faced not only more
generally in the UHB, but in many hospitals across the country. Moreover, the Review
considered that there had been a O6step chang
early 2013 onwards, when it appeared that more vigorous action had been initiated.
That said, some clinicians still expressed concern that the outpatient service was still
under pressure, the cardiologists were stretched and further support was required.
There was also a need to review the facilities and resources fooutpatients.

1.31 Cardiac children are a vulnerable group. Their condition can change and deteriorate
quickly, with potentially life -threatening consequences. This highlighted both the
general need for stringent adherence to the times planned for appointm ents and the
importance of dealing properly with questionof t hose chi |l drenpdl ost Ito
felt that this was an issue of real i mportanc
not only at the stage of transition to adult services.

1.32 The standards developed by the NCHD Review should enable the development of an
effective network, with consistent standards to be met by all centres within the
network, including in the planned deployment of professional expertise (e.g., the
appointmenti abfi cipaanesd wi t h an interest6) at
underestimating the challenges that will be faced in meeting those standards, their
development nevertheless represents an important step towards achieving equitable
access to services.

1.33 The process of commissioning in Wales was outside the NCHD Review. This Review
felt that there was an urgent need for the effective implementation of standards
designed to ensure consistency of services for patients/families across the network,
including in fetal m edicine, maternity and neonatal services both within Wales and
between Wales and Bristol.
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1.34 The Review noted the commitment given by the Welsh Health Specialised Services
Committee (WHSSC) to working with the NHS England Congenital Heart Disease
Review Team the new Congenital Heart Network and providers to ensure the
coordination of plans to improve services. It endorsed the importance of ensuring
the consistent provision of services, to a uniform standard, across both England and
Wales.

1.35 In the light of the above, we male the following recommendations , addressed
respectively to those named:

(3) That the Trust should review the information given to families at the point of
diagnosis of CHD (whether antenatal or post-natal), to ensure that it covers not only
diagnosis but also the proposed pathway of care. Attention should be paid to the means
by which such information is conveyed, and the use of internet and electronic resources to
supplement leaflets and letters.

(4) That the Commissioners and providers of fetal cardiology servicesin Wales should
review the availability of support for women, including for any transition to Bristol or
other specialist tertiary centres. For example, women whose fetus is diagnosed with a
cardiac anomaly and are delivering their baby in Wales should be offered the opportunity,
and be supported to visit the centre in Bristol, if there is an expectation that their baby will
be transferred to Bristol at some point following the birth.

(5) The South West and Wales Network should regard it as a priority in its development
to achieve better co-ordination between the paediatric cardiology service in Wales and the
paediatric cardiac services in Bristol.

(6) There should be explicit recognition
up 6 afts in pinoei other than transition and transfer to other centres, which are the
points explicitly reflected in the NCHD

broadened by NHS England, to recognise the matters of safeguarding which can arise for
vulnerable children.

(7) The paediatric cardiac service in Bristol should carry out periodic audit of follow -up
care to ensure that the care is in line with the intended treatment plan, including with
regards to the timing of follow -up appointments.

(8) The Trust should monitor the experience of children and families to ensure that
improvements in the organisation of outpatient clinics have been effective.

(9) In the light of concerns about the continuing pressure on cardiologists and the
facilties and resourc es avail able, the Childrend6s Ho
comparable centres and make the necessary changes which such an exercise demonstrate
as being necessary.




EXECUTIVE SUMMARY

(10) NHS England should gather and/or publish, to the extent possible, the data necessary
to assess the implementation of the NCHD standard, that tertiary centres should employ

one consultant cardiologist per half million people served, working flexibly across the

Network.

Admissions to Hospital
1.36 During the period of the Review, the ability of clinicians at Bristol and Cardiff to co -
operative effed i vel y i n pl anning operations and i n
Hospital was constrained by the difficulties in securing the consistent involvement of
Cardiff clinicians in Bristol Joint Cardiac Conference (JCC9, in person or remotely.
The difficulties were a product both of the limits upon the ability of Cardiff clinicians to
attend meetings in Bristol, and of the limited technology available to them to share
images and other clinical resources.

1.37 We recommended in the previous Chapter that achieving beter co-ordination between
the paediatric cardiology service in Wales and the paediatric cardiac services in Bristol

should be recognised as a priority in the development of the Bristol network.

1.38 In the light of the above, we further recommend

(11) That the paediatric cardiac service benchmarks its curent arrangements against other
comparable centres, to ensure that its ab
Standards, to communicate with a o6Level 2
Benchmarking would require a study both of the technical resources underpinning good
communication, and the physical capacity of clinicians to attend planning meetings such as
the JCC.

1.39 We heard a range of concerns expressed by some families regarding the process of
obtaining consent tmemt. Thdse ingluded boncerdséabouttthree a
completeness of information provided and the manner in which it was conveyed and
the support provided to parents during the process. We also heard of concerns about
knowledge of the identity of the clinician who performed the procedure. There was, at
times, a lack of transparency about who would be performing an operation. We noted
that guidance on information to families about the identity of clinicians involved in
procedures or treatment lacks clarity and consistency.

1.40 We note that improvements have been made to the arrangements for obtaining
consent for surgical procedures from 2015 onwards, to provide additional support and
information to families.

1.41 We endorse , the recommendation fromthe CQC6s <c¢l i ni cal case not e
need t o r Becarding [off theeperaentage risk of mortality or other major
complications discussed withparent s or carers on consent for ms
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1.42 The Review considered that most if not all families would now readily be able to record
discussions with clinicians by using their mobile phones. In the light of this we
recommend

(12) That clinicians encourage an open and transparent dialogue with patients and families
upon the option of recording conversations when a diagnosis, course of treatment, or
prognosis is being discussed.

1.43 We also make the following further recommendations

(13) That the Trust reviews its Consent Policy and the training of staff, to ensure that any
guestions regarding the capacity of parents or carers to give consent to treatment on behalf
of their children are identified and appropriate advice sought.

(14) That the Trust reviews its Consent Policy to take account of recent developments in the
law in this area, emphasising the rights of patients to be treated as partners byclinicians,
and to be properly informed about material risks.

(15) That a national protocol be agreed explaining the role of individuals and teams in
paediatric cardiac surgery and cardiac catheterisations. Such a protocol should be shaed at
an early stage of the pathway of care, to ensure that all families are clear about how teamg
work and the involvement, under supervision of junior members of staff.

(16) As an interim measure pending any national guidance, that the paediatric cardiac
service in the Trust reviews its practice to ensure that there is consistency of approach in the
information provided to parents about the involvement of other operators or team
members.

(17) That the Trust carry out a review or audit of (i) its policy concerning obtaining consent
to anaesthesia, and its implementation; and (ii) the implementation of the changes to its
processes andprocedures relating to consent.

Surgery and Theatres

1.44 A number of parents were concerned that their children had not received proper care;
at times this included concerns or questions about the management of operations or
procedures in the operating theatre or catheter laboratory.

1.45 Reviews of individual cases which were carried out by this Review did not point to
flaws in the management of cases or failures in the technical ability of the teams
involved. We haveborne in mind throughout the Review the cases before us in which
children, tragically, died. They include children who did not recover after surgery or
other interventions, or whose operations were unsuccessful. In other parts of this
report, we have set out occasions when aspects of the care either fell short or could
have been improved. But we have concluded hat there is no evidence to suggest that
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these casespoint to specific or systemic failures in the conduct of individuals carrying
out procedures, whether in the operating theatre or the catheter laboratory.

146 The CQCbs <clinical case note review noted tha
the standard of surgery in any individual cas

1.47 During the period of this Review, there were serious pressures on the capacity of he
cardiac surgical service, caused both by the limited operating slots available and the
finite number of beds available in PICU. As a consequence, heavy strains were placed
upon parents and children by the resulting cancellations of operations. There were
times of particular pressure, e.g. in late September 2013 or during the winter of
2014/15. At times surgeons considered not taking referrals but did not do so because
of similar pressures in other centres.

1.48 There is very limited evidence that cancellations affected outcomes, as opposed to
inficti ng serious stresses on the parents and chi
of waiting lists that took place was aimed at ensuring that children were operated upon
at an appropriate time, and clinician s were plainly keenly aware of the needto achieve
this.

1.49 Steps were taken both to increase the number of operating sessions over time and to
improve the management of the surgical list in 2013. The recent appointment of the
cardiac pathway co-ordinator s hould also assist.

1.50 Cancellations cannot be avoided, despite these increases in capacity. Rates of
cancellation are now monitored through the transition dashboard. Data which would

allow comparison with other sites is not yet publicly available.

1.51 Inthe light of the above werecommend

(18) That steps be taken by the Trust to review the adequacy of the procedures for assesng
risk in in relation to reviewing cancellations and the ti ming of re-scheduled procedures
within paediatric cardiac services.

The Paediatric Intensive Care Unit

1.52 Viewed overall, there was a good standard of care provided in PICU throughout the
period of our Terms of Reference. This was achieved despite significant pressure on
beds. High rates of occupancy, however, werea reason why planned operations could
not always proceed.

1.53 The PICU has effectivdy managed staffing constraints. In common with many other
PICUs across the country,staffing has been consistently below recommended levels

1.54 PICUG staff were active leaders in the reporting and investigation of clinical incidents.
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1.55 During the period prior to the creation of dedicated High Dependency facilities, the
multi -disciplinary procedure for agreeing discharges from PICU to Ward 32, though
apparently formalised, was more often ad hoc and informal. It would have benefitted
from the explicit identification and documentation of the nursing needs of infants and
children, when transferred to the ward.

1.56 Clinicians were frustrated at the absence of dedicated beds forcardiac patients in
PICU. They felt that they would be able to provide a higher quality service, with fewer
cancell ations, i f such beds were avail abl e,
specialise in the needs of childen with CHD.

1.57 On the other hand, it is apparent that designating certain beds for particular categories
of children could reduce the ability of a PICU to admit children who needed critical
care. Changing practice against this background is a complexchallenge, with changes
to one part of a system (e.g. by the creation of a HDU) affecting others, both inside and
outside a of hospital with a PICU serving a wide areaand a broad range of patients

1.58 We were conscious of the heavy strainscreated by the limitations on the capacity of the
Bristol PICU, during the period of this Review, and consider that this is likely to be a

national issue that requires proper attention.

1.59 In the light of the above, we recommend:

(19) That NHS England should commission a review of Paediatric Intensive Care Services
across England. We were conscious bthe heavy strains placed on families by the limitations
on the capacity of the Bristol PICU, during the period of this Review, and consider that this is
likely to be a national issue that requires proper attention.

End of Life Care, Bereavement and Psychological Support

1.60 There were weaknesses in the provision made by the Trust for endof-life care and
bereavement support, particularly in the early part of the period covered by this
Review. More recently, services had been strengthened and there werexamples of
excellent practice.

1.61 The need for psychological support for patients and families is a crucial part of the
service that should be provided. Although there has also been some improvement in
the provision of psychological support for patients and families, it remains under -
resourced and is not able to meet the needs of althose who could benefit from it.

1.62 In the light of the above, we recommend

(20) That the Trust should set out a timetable for the establishment of appropriate services
for end-of-life care and bereavement support.

10
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(21) Commissioners should give priority to the need to provide adequate funds for the
provision of a comprehensive service of psychological support.

Ward 321 the Cardiac Ward

1.63 One reasonwhy the Review was set up was the expression ofoncerns by a number of
parents that the numbers of nurses on Ward 32, and their skills, were not adequate to
provide proper nursing care to the children on the ward. Some of these parents had
been instrumental in triggering an inspection of the ward by the Care Quality
Commission (CQC) in September 2012. We examined information about nursing care
before that date.

1.64 The number and needs of children on ward called for a high level of nursing care.
There is evidence to suggest thatWard 32 was potentially the ward with the highest
level of acuity ( | ev el of acut enes s, coniparad withathersanrthe 6 s ¢ 0 n ¢
Chil drenos Hospital. The Trustos own dat a
significant number of children who required augmented levels of nursing care on Ward
32 during the period of the Review, and prior to changes made in the organisation of
ward care following the CQC inspection in September 2012.

165 There was confusion surrounding the term O&hi
c a rdarifg this period. It could be used widely, including to describe children who
were not critically ill but needed considerable input from staff. At times, staff use of
the term probably reflected that confusion. We accept that because of this, it is likely
that, on occasion, the term was used to describe the care ortWard 32, as some parents
reported to us.

1.66 The demand for nursing care on Ward 32 was further increased by the fact that a large
percentage of its patients were babies or very young children vith cardiac problems,
who needed high levels of attention, and the fact that there were a large number of
small rooms or cubicles on the ward. Nurses and medical staff also had to respond to
t he needwardaf t & h(éhddies Bho attended the ward for a day, or less, for
short reviews), andc amdinacd patients whose needs wer
and less familiar.

1.67 Overall, there was evidence that suggested thatWard 32 was under heavier pressure
than other wards, because of the circurmstances of its patients.

1.68 At the time, there was a heavy reliance on professional judgment and discretion in
order to assess the numbers of nursesand level of nursing needed, on a daily basis We
do not doubt the sincerity and good faith of all those staff made those judgments. But
we do consider that they needed better tools to be developed, to support them to make
them.

1.69 In recent years, much work has been done on ensuring safer nursing levels. Validated
tools for measuring patientd scuity have been developed, with a tool for paediatric

11
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patients soon to be available. Trusts are nowalso required to put information in the
public domain about staffing levels in each hospital ward.

1.70 We endorse the importance of this work. We emphasise the importance of the early
use of, in particular, a nationally recognised paediatric staffing tool for acutely ill
children. When available, this should be utilised, together with the professional
judgement of senior nurses responsible for the care of the patient, to review the basis
of the current nursing establishment on the cardiac ward.

Managing Levels of Staffing
1.71 The most appropriate sources of guidance or recommendations on levels of nursing
staff were the 2003 RCN6s guidadsregardthel t he 2
nursing establishment, in the light of the numbers of patients, their ages, their need for
specialist care and the increasing acuity of patients, the Review felt that the nursing
numbers would have fallen below the recommended levels on a regonably frequent
basis, and that there was a clear risk of harm as a result Further, h eavy reliance on
Bank and agency nursesto maintain staffing levels is not consistent with providing an
appropriate quality of care.

1.72 The picture of a ward under pressure was consistent with the picture formed from the
Expert Case Revews. It was apparent that staff worked hard to ensure that the
children received proper attention, so that (for example) hourly observations were
generally carried out. There was concern.however , that they | ackec
spaced6 t o r eiftheclinic al status of the chittsen they were caring for, as
illustrat ed by the concerns expressedjn spring 2012, about the extent of the nursing
staff members6ability to identify ¢ hildren whose condition was deteriorating.

1.73 In both late 2010 and early 2012, there were attempts to secure funding for dedicated
high dependency beds in the BRHC. It was recognised that improvements were
desirable. In February 2012, there was formal recognition of the risk @f a reduction in
the quality of care for patients in children's hospital when the number of children with
higher dependency needs exceeds the level planned and staffed for @ut the Review
asked whether sufficient attention had been paid not only to the desirability of
improvement, but to the adequacy and safety of the existingmodel of care before any
changes to it could be introduced, prior to the

1.74 By late 2011, there was information available in the form of a draft risk assessment for
Ward 32. This, together with details of incidents relatingto 6 | owd or wunsafe st
the ward, the expressions of concern voiced by members of the Cardiac Clinial
Governance Committee,and by a consultant paediatric cardiologist in September 2011,
suggestedthere was aneed for careful review of the existing care.

1.75 By April and May 2012, a number of incidents had prompted further consideration,
both of the staffds abil it ontwas detedocabngands e c hi |

12
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1.76

1.77

of the adequacy of levels of nursing staff. Steps to increase these levels were duted
in an email from the Matron in mid -April 2012.

These proposedchanges seemed to us reasonable particularly when linked to further
impro vements which followed shortly. The Review noted, however, that the intention
was to audit these changes. This does not appear to have occurred. The Review
considered that this should have taken place at the time, as planned. In its absence,
there was a dearth of information about exactly when the changes described took
effect, and their efficacy. Against that background, the CQC found that there was non
compliance with, in particular, its staffing standards, when it inspected the ward in
early September 2012.

More complex was the issue of whetherthe proposed stepsto strengthen staffing could
or should have been taken more quickly. We felt that, rather than focussing on early
2012, our primary concern remained the failure to carry out a proper risk assessment
in late 2011. It was at this point that an effective evaluation of the risks on Ward 32
could, and we felt should, have been carried out.

Governance and Leadership

1.78

1.79

1.80

1.81

When the CQC raised concerns about the quality of care onWard 32 in September
2012, this came as a surprise to the senior leadership of the Trust. Overall, review of
the information that was reported upwards does not suggest that reports or warnings
were ignored by the Trust Executive. Rather,in our opinion, the key informat ion that
was suggestive of aneed to review existing risks remained at the level of the Womeno s
and Chi Divisiboreno6s

The fact that the existence ofconcerns about the staffing of Ward 32 were not referred
to the Board wuntil affistrates cletrly that Bey Wéesnotvakeni t dem
sufficiently seriously by the relevant managers.

These events indicated a need to review the mechanisms for risk management within

the Trust. But the Review noted evidence of, first, greater focus uponthe studyo f 61 ow
riskoé incidents since 2012, and, in addition,
management that took place within the BRHC, in 2013 and 2014. It appeared that

action had been taken to review the mechanisms by which matters to do with the safety

of patients were addressedthroughout the BRHC hospital.

However, the review of risk management in 2014 recorded that work remained to be

compl eted to develop st aff @aienusafetyeincidentsamadl i ng o f
how such incidents should be graded.

13
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1.82 In the light of the above, we recommend

(22) That the Trust review the implementation of the recommendation of the Kennedy
Report that a member of the Trustbdés Execy
ensure that the interests of children are preserved and protected, and should routinely
report on this matter to the Board.

(23) That the BRHC confirm, by audit or other suitable means of review, that effective
action has been taken to ensure that staff possess a shared understanding of the nature of
patient safety incidents and how they should be ranked.

The CQCb6bs I nvol vement

1.83 There was effective ceordination between commissioners, regulators and the Trust in
t he wake of t hewitld®Wdevdo sharing pfermationcand agr eeng on
the actions needed. Decisions were taken on funding for additional beds for high
dependency care and there was effective
widespread changes, as discussed further in the following chapter. The Risk &mmit as
a mechanism worked effectively to bring key individuals together.

1.84 The exception to this picture of communication and inclusion were the families who
had first gone to the CQC. Theywere left largely outside this process and were not
satisfied that proper action was being taken.

1.85 In relation to communication between families and the Trust, the Trust failed to
continue attempts to involve one family in the actions recommended as a result of an
RCA and to share information about continuing investi gations. More generally, we
perceived a sharp contrast between the early acknowledgement of either failings or
areas for improvement in CDRs or RCAs shared with families, and t he
subsequent defence of the model of care inWard 32 prior to September 2012, after the
CQC had foundthat the Trust had not complied w ith its standards.

1.86 While there were some meetings with families held by the CQC and representatives of
NHS Bristol, the SHA and the NHS6s Commi
England, during the course of late 2012 and 2013 families were not only preparing for
their childrends inquests, but seeking s
in the NHS and other organisations to answer further questions which they had. Their
experience was of a lack of progress or action.

1.87 The Review concluded that organisations within the NHS, and more particularly NHS
England, failed to engage consistently with families throughout 2013, and to develop
and deliver a strategy for reporting on what had been done to investigate or to address
concerns. This played a part in creating the situation which eventually led to the
commissioning of this Review.
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1.88 In the light of the above, we recommend

(24) That urgent attention be given to developing more effective mechanisms for
maintaining dialogue in in the future in situations such as these, at the level of both the
provider and commissioning organisations.

Trust Action Following the CQC Inspection
1.89 We accept that significant changes were made in theprovision of care onWard 32 and
in cardiac services more generally, in the w,
2012. They went substantially beyond the establishment of dedicated cardiac high
dependency beds in Ward 32. They included improvements in areas such as
procedures for triggering action in response to the clinical warning scores of children,
listening to parents and families, improving nursing skills, and improving team -
working and communi cation. We haveset out the main areas where there was change
and development.

190 I n the Reviewdéds judgment, there had been subs
from the criticisms which had been voiced and fromt he fi ndings of the
reviews and investigations.

The Commi ssioning of High Dependency Care at Bri
1.91 The Review was not able to access the entire archive on specialised commissioning
from NHS England. This has limited the Review's ability to compile a comprehensive
record of the discussions and actions regarding specialised commissioning
involvement. We repeat a point which we fear is made all too often: that
reorganisations wil|l l ead to a significant
comprehensive steps are taken to retain and organise archives.

1.92 In the light of the above, we recommend

(25) That when structural changes are made, adequate resources are devoted to organising
and archiving records in a way that will enable them to be retrieved and studied at a later
date.

1.93 From the perspective of commissioners (both within the PCTs and the Specialised
Commissioning Group), there were widespread gaps in the provision of high
dependency care in the South West region from 20107 2012. Steps were taken to
identify those gaps, through a Review of High Dependency Care in the South West
which reported in July 2011. In the case of the BRHC, the Review did not lead to
seeking exlicit assurances that the gaps had been identified and risks were being
properly managed. We took the view that, having been notified about non-compliance
with the South Westb s st andards on HD <car e, commi sSsi on
about the need for all hospital Trusts in that situation to show that they had effective
plans to manage the consequent risk.

15
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1.94 The Review did lead to a more thorough consideration of the proposal for a medical
HDU which was put forward by the Trust in early 2012. Altho ugh that bid was not
immediately agreed, it was not wholly dismissed and further work on the proposal
continued.

1.95 The manner in which the bid was presented by the Trust was consistent with its
internal assessment of the risk, which we have discussedabove. Consistently with
this, commissioners perceived the issue as being moreabout children were being cared
for in the wrong place, on PICU, rather than that children were at risk. Whilst we have
examined information that would have supported a different judgement, viewed
overall, we accept that until autumn 2012, there was an absence of information to
indicate to commissioners a pressing need to prioritise the development of HD

facilities at the Bristol Chi |l dr etopaediattito s pi t al

cardiac services specifically, the seri
outcomes and the manner in which the Trust itself presented its own bids for funding,
did not suggest that immediate intervention was needed.

1.96 Neither an unsatisfactory debate over who was responsible for funding HD care, nor
uncertainties caused by the reorganisation of the NHS taking place at the time, were
reasons why no funding was agreed before commissioners had to respond urgently to

the results of the CQCbds inspect i dtrwouln falso®e wrong tob e r

criticise (or second-guess with the benefit of hindsight) the judgments on the priorities
for funding that were made by those who assessed the bids for funding of HD care
made priortothe CQCO6s i nspection

Investigating the Concerns of Families

1.97 We examined difficult and complex situations, perhaps unrepresentative of the general
range of complaints seen by the Trust. We saw examples of good handling of
complaints and at least one ca® where good support was offered to a family to explore
their questions.

1.98 But in the difficult and complex situations which lay at the heart of the Review,
investigations and handling of complaints had not succeeded in resolving concerns. At

times, the approach taken had, on the contrary, deepened suspicions and rifts.

1.9. In the lig ht of the above, werecommend

(26) That the Trust should explore urgently the development of an integrated process for
the management of complaints and all related investigations following either a death of a
child or a serious incident, taking accouy
Directorate on this matter. Clear guidance should be given to patients or parents about the
function and purpose of each element of an investigation, how they may contribute if they so
choose, and how their contributions will be reflected in reports. Such guidance should also
draw attention to any sources of support which they may draw upon.
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(27) That the design of the processes we refer to should take account also of the need for
guidance and training for clinical staff as regards liaising with families and enabling
effective dialogue.

(28) That guidance be drawn up whichi denti fi es when, and if
el ementd can be introduced into the handl:
require it.

(29) That as part of the process of exploring the options for more effective handling of
complaints, including the introduction of an independent element, serious consideration
be given to offering as early as possible, alternative forms of dispute resolution, such as
medical mediation.

(30) That the Trust should review its procedures to ensure that patients or families are
offered not only information about any changes in practice introduced as a result of a
complaint or incident involving them or their families and seek feedback on its

effectiveness, but also the opportunity to be involved in designing those changes and
overseeing their implementation.

(31) That the Trust should review the history of recent events and the contents of this
report, with a view to acknowledging publically the role which parents have played in
bringing about significant chan ges in practice and in improving the provision of care.

1.100l n our O6concl udi ng r e maaookmsehdatiore thave made

(32) That the Trust redesignate its activities regarding the safety of patients so as to replace
the notion of fApatient safetyodo with the re¢
patients at the centre of its concern for safe care.

1.101We express the hope any respnse to this Report will strengthen not only paediatric
cardiac services, but the partnership between families and staff which is the basis of
delivering safe and effective care of a high quality.

1.102We repeat our thanks to all those who took part and have contributed to it.
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CHAPTER ONE: INTRODUCTION AND ME THODOLOGY

CHAPTER ONE: INTRODUCTION AND METHODOLOGY
Background to the Review

1 The Genesis of the Review

1.1 The genesis of this independent review lay in a meeting held in February 2014,
bet ween Sir Bruce Ke o g h| DiréttdrS ancE a gnumbear f6 s Medi
concerned families. The core membership of this group consisted of families whose
children had died following cardiac surgery or other related procedures at the
University Hospitals Bristol NHS Foundation Trust in recent years. Another parent
expressed concerns aboutsuspected brain damage suffered by her child. Sir Bruce
listened to the concerns of these families about the care and treatment that their
children had received, as part of the Bristol Royal Hospital for Children 6 paediatric
cardiac services, and agreed that an independent review of the service should be
commissioned.

1.2 As the former Chair of the Public Inquiryinto Chi | dr enb6s HearBtistolSur gery
Royal Infirmary ( BRI) and former Counsel to that Inquiry, Sir lan Kennedy and Ms
Eleanor Grey were subsequently asked to hold two meetings with the families in
guestion, seeking to explore their wishes and
concern that any review should be darent-ledé meant that, at an early stage, we
explored whether one of the families concerned in these initial discussions might be
represented on the Reviewbts panel . However,
capacity. The Review has, nonetheless sought to keep both the information gathered
from all parents or families in contact with it, and all concerns raised by them, at the
heart of its inquiries.

1.3 Maintaining independe nce and impartiality, coupled with the limitations of a small
team, meant that we were perhaps more distant from them than some families would
have wished. Equally we are aware that the perspective of NHS staffregarding our
relationship with families may have been rather different.

1.4 The Terms of Reference of the Review werefinalised by NHS England, asthe Rev i ewb s
commissioners, in June 2014. The Review has sought to do two things: to investigate
the issues brought to it by parents and families, and to carry out a wider examination
of the paediatric cardiac service and its ability to meet any standards set for the service.
Both streams of work are reflected in this Report.

1.5 Delivering both aspects of this investigation has presented challenges. It has required
detailed analysis of the care of individual children, whilst at the same time taking an
overview of the service as a whole. We are acutely aware that our work took longer
than we, the families and the NHS organisations and staff involved would have liked.

1.6 It is equally important to record just how very difficult this process has been for all
concerned. Families had to recount deeply painful events and the emotional toll was
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1.7

evident. Saff from both the Trust and commissioning bodies also expressed distress
about the impact on parents, when their concerns aout the care of their children had
not been relieved by the hospital ds inve

We are also very aware to the impact on staff and the intensity of the scrutiny they have
been under. A large number of staff were clearly overwhelmed during their discussions
with us. One member of staff working on the cardiac ward talked of the stress of
working in what he f el twardion bteh & hléK.66nmo st

2 Further concurrent investigations

2.1

2.2

2.3

24

One reason for the scrutiny that the ward has been exposed towas the fact that the
Review was not the only body examining paediatric cardiac surgery and the staff
involved. A number of inquests had been held into individual deaths. In addition, o ur

work ran alongside both the Care Quality Co mmi s s Climicab Gase Note Review
described below and an investigation by the Parliamentary and Health Service
Ombudsman (the PHSO) into the complaints made following the deaths of two
children, that were also part of our work. We tried to co-ordinate our investigation

with that of the PHSO as much aspossible, but found there were limit s to the sharing
of information because ofthe statutory framework which regulates the work of the

PHSO.

At the time of finalising this r eps®wasnot
available to the Review. We acknowledge the possibility that, at times, we may have
reached differing conclusions on similar issues. If so, this will be becausewe have
worked independently, dealing with complex issues, both of us with the benefit of
expert advice but from diffe rent individuals, and using evidence that will overlap but
not be identical.

At the time when we were established, the Chief Inspector of Hospitals of the Care
Quality Commission (CQC) was also asked by the Medical Director of NHS England to
undertake a dinical case note review, to consider the cases of a number of the children
who have received care from the service.The purpose of the review was to determine
whether there was evidence of any systematic problems with preoperative, operative
and post-operative care in the service as currently provided. The chi | dr
selected for analysis did not, we understand, duplicate those reviewed by us in the
course of our work.

We were kept informed by the CQCabout its work, which proceeded alongside ours but
independently of it. In order to ensure that the Review could take account of the
emerging findings from CQCbés work an or

CQCbs Professor Edwar d Baker antlthe GQE sharddav i e w,

copy of its draft report with us. At the time of concluding our Report, the CQCwas
expecting to publish its report and findings on its website in June.
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CHAPTER ONE: INTRODUCTION AND ME THODOLOGY

2.5 The findings of the CQCS s r e wsupplement the work of this Review and the expert
case reviewswhich we undertook. We have referred toC Q C findings in the course of
this Report. They did not suggest the need for further investigation on the part of the
Review.

3 Establishing the Review

3.1 Theterms of reference are set out in Appendix1l. They required a review of the service
at Bristol between March 2010 (when the Safe and Sustainable Review publishedthe
standards against which it would assesscentres offering paediatric cardiac services)
and the establishment of the Review. We therefore concatrated on the period from
March 2010 7 July 2014, albeit that this Report seeks to take account of and comment
on more recent developments, when possible and appropriate.

3.2 We acknowledge that contrary to the wishes of some families concerned, a public
inquiry was not commissioned. That would have been a matter for the Secretary of
State for Health under the Inquiries Act 2005, not NHS England. Our Review did not
have statutory powers. We did not set out to hold public hearings, whether with
families, staff or other interested parties. Instead, the approach which we set out in
our published Terms of Engagement was based onthe analysis of documents and
confidential discussions with individuals, in the hope and expectation that this might
encourage a nore candid discussion of any matters faced by the paediatric cardiac
service. It seemed to us that this approach was also consistent with the fact thatwe
discussed on many occasions, patient-confidential information relating to the care of
individual children. Whilst aware of the debates surrounding the merits of such an
approach, as opposed to public rearings, it seemed to us that this approach was
consistent with our status as a Review, and thatany other approach would have been
very difficult to man age (at least without the legal structure and further resources
accompanying a public inquiry) .

3.3 We acknowledge that there were also families who would have likedus to investigate
experiences prior to 2010, or who told us of events in other parts of the Chi | dr end s
Hospital. But, we were obliged to stay our terms of reference, thereby limiting the
matters that we could examine.

4 Selection and appointment of the Expert Panel

4.1 An early priority was to select and appoint an independent Panel of expert advisors. It
was essential that the Review benefited from the expert advice of clinicians with up-to-
date operational and clinical knowledge and experience from across the spectrum of
clinical disciplines involved in the care of children with congenital heart con ditions.

42 The Review sought to identify experienced
centres across England and Scotland who couldprovide expert advice. This was not
straightforward , as care of such children is a small discipline involving a fairly modest
number of clinicians . It was difficult both for staff to be released, and to ensure that
Panel members had no recent close associations with the service or clinicians in
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CHAPTER ONE: INTRODUCTION AND ME THODOLOGY

Bristol, in order to ensure confidence in the independence of the Review.Securing the
Panel members took longer than anticipated, partly for these reasons. The first
meeting of the Paneltook place in February 2015.

4.3 The following experts wasappointed:

1 Mr Asif Hasan, Consultant Congenital Cardiac Surgeon Freeman Hospital,
Newcastle upon Tyne Hospitals NHS Foundation Trust

M1 Dr Fr anc e Lonfltabt IPaedidtric Cardiologist, East Midlands Congenital
Heart Centre, University Hospital s of Leicester NHS Trust

9 Dr Janet Burns, Consultant Paediatric Cardiologist, formerly at Royal Hospital for
Sick Children in Edinburgh, now retired

1 Ms Pauline Whitmore, Clinical Operational Manager Critical Care and
Cardiorespiratory Division Great Ormond Street Hospital

1 Ms Elizabeth Leonard, Lead Educator for Critical Care and Cardiorespiratory, Great
Ormond Street Hospital

9 Dr lan James, Consultant Anaesthetist, Great Ormond Street Hospital

9 Professor lan Murdoch, Professor of Paediatric Intensive Care, Guys and St
Thomasds NHS Foundation Trust

9 Dr Tina Biss, Consultant Haematologist, the Newcastle upon Tyne Hospitals NHS
Foundation Trust

1 Dr Gill Lawrence, formerly Director of the West Midlands Public Health
Observatory and Director of the West Midlands Cancer Intelligence Unit, now
retired

4.4 As the Review progressed we identified that the Review would benefit from further
expert advisors, namely:

9 Sir Andrew Cash, Chief Executive, Sheffield Teaching Hospitals NHS Foundation

Trust
1 Ms Mandie Sunderland, Chief Nurse, Nottingham University Hospitals NHS Trust .

Methodology and analysis of e vidence

5 Communication with the families of children receiving treatment
5.1 Having been established to listen to families, the Review was concerned to ensure that
al | those with experience of the paediatric

should have an opportunity to contact us. Important though they were, the families
who attended the initial meeting with Sir Bruce could not be the only families who
might wish to contribute to the Review. While dependent on families contacting us if
they wished to assist the Review, we tried to make it easy of them to contact us by
holding a press launch, setting up a website with contact details, and sending out a
letter to families with the assistance of the University Hospitals Bristol NHS
Foundation Trust (UHB) .
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CHAPTER ONE: INTRODUCTION AND ME THODOLOGY

5.2

5.3

5.4

5.5

5.6

5.7

We were told that in excess of 8000 dildren received treatment from the Chi |

drends

Cardiac Serviceover the period covered by -tMareh Revi ew

2010 to July 2014. This included patients seen by the consultant cardiologists in the
peripheral out-patient clinics. In July 2014 a letter was sent to all the parentsand
carers of these children by UHB, on behalf of the Review. The letter was sent by the
Trust rather than by the Review as the Trust could not release the contact details of
patients and parents. Families were invited to respond directly to the Review.

The Review received responses from 237 families. With the benefit of further

discussions with those families (sometimes by telephone, sometimes after meetings
held either with staff of the Review or the Chair), we set down in statements or
recorded interviews, both their experiences and, at times, the questions which they
wanted to see explored. The information received in this way included 33 formal
statements from families the Review team met, and interview records from meetings
between 20 families and the Chair of the Review.

The Review team also wrote inJuly 2015 to families who had made contact to ask them
if their children would like to provide information about thei r experiences to the
Review. An event was held on thel5" August 2015 with a small group of children and
young people.

All of the information received from families was analysed to identify the issues which
were raised, to explore whether there were any common themes and to see whether
there were any trends in the time of when their experiences occurred. In addition to
review by the Chair, all the statements or accounts were checked by a nursing expert
and a cardiologist, both to identify the mes and issies and to see if further expert input
was needed. We have outlined the work of the Expert Case Reviews in section7 below,
as this was how we explored the most complex issues andsought to meet the
expectation that we would investigate familie sbconcerns.

Overall, the accounts, feedback and observations received from families who
responded to our appeal for information formed a core part of the material analysed by

the Review, and explored by its experts. It guided our exploration of many, if not all of

the issues which are set out in this Report.

That said, information received in this way cannot necessarily be regarded as

O0representatived of all familiesd expdckoi

evaluate the information in a quantitative fashion. Furthermore, the experiences set
out were very individual and personal ones; they represented the perspecives of those
who spoke to us. me of the parents who contacted usexplained that though they had
some negative experiencesduring the care of their child, they had not previously felt
able to bring them to the attention of the Trust or to complain. One family commented
thatthey di d not wr i t they felotheg shoufd ljust bengratefsl thét their
child had. g &twe lwerd dorsciodsthat, on occasions, we werehearing

22

ence



CHAPTER ONE: INTRODUCTION AND ME THODOLOGY

concerns that the Trust would sometimes not have had an opportunity to explore at the
time.

5.8 It was rare for the Review to receive wholly negative comments. A very substantial
number of those who contacted us reported good experiences of the service. Many
spoke very highly of the care received and the dedication and professionalism of those
who provided it. Some of those who praised the service in this way raised minor
concerns or queries; others hadnone at all.

5.9 Generally, parents appeared very willing to praise staff for good care and to
acknowledgethe things that had been done well, even whenthey also had concerns

5.10 Where there were negative experiences there were recurring themes, sometimes
supported by the clinical records, or by investigations carried out by the Trust.

5.11 Thesethemes related to issues at various stages along theathway of care for children
with cardiac conditions. For many families, the pathway starts with ante-natal
diagnosis and concludes with transition to adult services. Tragically, in some casesthe
journey is to palliative care, end-of-life care, and bereavement support. In order to
reflect the experience of families, we have covered, as far as possible, the vaous
matters as they arise along the pathway of care reflecting, as we do sdhe comments of
parents, carers and families. The exploration of that pathway forms the main part of
this Report.

5.12 One concern repeatedly raised by those families who had had poorexperiences of the
care at Bristol was that the Reviewbds attempt
who had had positive experiences, would mean that we would attach less weight to
their negative experiences. They felt strongly that any number o positive accounts
coul d not 6out weighod the i mportancei eof6sf ail
response has been to acknowledge that there is aange of views held by those with
experience of the service. We have looked at all the evidence availableto us to assess
the care givenin those cases where parents have asked us to consider their experietes
and those oftheir children. We have, in turn, drawn on that evidence together with all
that we heard or read to see whether those experiences pointedo failings, or lessons
that could be learned to benefit all children who receive care in Bristol in the future; or
to examples of good practice or care.

6 Information from the Trust

6.1 In response to the experiences we heard from families, we asked the Trusto provide a
wide range of documents and information to enable us to gain insight into the service
and its management. Further d etails are set out in Appendix 2. In total approximately
6,000 documents were received and analysed.
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6.2 We also asked the Tust to make a series of presentations to us to gain insight into how
the service and the Trust operated. Presentations were given on the following topics:
I  ensuring quality and safety through processes and structures of clinical
governance
1  managing capacity and demand
1T the Safe and Sustainable Review and meet:i
cardiac services
1 the Trust® approach to engaging and listening to patients and parents
support for and engagement with staff
1  implementation of the recommendations of the Bristol Public Inquiry.

=

6.3 Based on our analysis of all the documentary information and what we heard from
families, we identified those staff whom we wanted to meet to discuss mattersin detail.
More generally, we asked the Trust to encourage staff tocontact us; a few did so quite
independently of any subsequent invitation from the Review.

6.4 Overall we held 50 meetings with staff from the Trust. The Chair was generally assisted
by members of the Expert Panel in conducting these discussions. Thee were meetings
with all the consultant medical staffinthe chi | dr en 6 s cthosadholdingaser vi ¢
relevant role in clinical management or general management, with senior executives of
the Trust and nursing staff from PICU and Ward 32. Meetings with nur sing staff,
although not senior nursing leaders, were generally conducted as group interviews we
heard from staff on Ward 32, in PICU and the Cardiac Nurse Specialists in this fashion.

6.5 Some further evidence was taken through written statements, rather than meetings or
by telephone conference In some instances, written submissions were provided
following interviews. We were able to interview face to face virtually all of those whom
we invited to attend. No-one refused ccoperation. In a few cases we couldnot contact
individuals who had changed jobs and locations. Given the small number concerned
and the availability of alternative sources of evidence in each case, we are confident
that these exceptions made no material differencetothe Revi ewds f i ndi ngs

7 The Expert Case Review

7.1 It was apparent from the outset that the concerns of some families who had been
instrumental in triggering the Review would need detailed consideration with the help
of the Expert Panel. But in addition, a cardiologist and nurse member of the Expert
Panel reviewed all the statements or records of meetings with all of the families. They
identified those cases where they feltthat, in order to understand the issues raised by
families, the clinical records relating to a child should be examined, or their care
should be discussed with the Trust. Overall, some thirty cases were identified for
further review.

7.2 These particular families were contacted to seek their consent for the Review to have
access to the medical records ottheir children. Twenty-six families gave consent for the
Review to obtain the medical records and for the Review to discuss the care of their
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7.3

7.4

8
8.1

8.2

8.3

Information about outcomes: mortality

child with the Trust. Two families gave consent for the Review to examinethe records
of their children, but were not happy for the Review to discuss the care of their children

with the Trustt. Two families did not r e s podnhdd nd o

further involvement in the Review.

For one child, the Trust was not able to locate the clinical records in question and a full
report was not, therefore possible. In the other cases, which included eleven child
deaths, each ofthe Revi ewds experts considered
with any supplementary material that might be relevant to issues raised bythe family,
to the extent that they fell within our Terms of Reference. Sometimes the further
material consistede s sent i al | y aocbunttand gquedtiangniSbémetimes it was
more extensive, for example becauseroot cause analyses or child de#h reviews had
been carried out, or because acomplaint had been made. In each case, the experts
considered the care received as a whole as well as seeking tanswer any questions
raised.

The results of their work, together with such input in response to matter raised by the
Revi ewbds Chai reading ¢f the documentatitore haverbeen offered to the
families concerned, as a report or letter. Families have also been offered thechance to
meet members of the Expert Panel, to discuss the written documents. We have not
published these reports or letters, as they contain private, patient-confidential
information.

and morbidity
Some of the questions raised by families were questions about the outcomes of surgery

or other procedures carried out by the BRHC6 s paedi atric cardi

they compared to the outcomes in other centres across the country. We looked at how
we could investigate these issues.

In the United Kingdom, the chief source d informati on about outcomes takesthe form
of mortality rates following paediatric cardiac surgery or other interventions. It is
derived from the National Congenital Heart Disease Audit. This is one of seven
national audits managed by the National Institute for Ca rdiovascular Outcomes
Research (NICOR). We ontacted NICOR regarding questions relating to the
reporting of mortality rates that were raised with us by families. We were greatly
assisted both by the provision of documents and by a meeting reld with key
contributorwork o NI COROGSs

We understand that a number of families would also have wished the Review to
examine the incidence of morbidity after paediatric cardiac surgery or other
interventions a t the Childrenos Hospi t al resulte atthh

t

t

he

ac

a

he

Vi

BRHC with other centres in the UK. By O6mor bi dity 0-opevaive me an

complications. Such complications include problems with the brain or nervous
system, unplanned re-operations or difficulties with feeding.
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CHAPTER ONE: INTRODUCTION AND ME THODOLOGY

8.4 We thought long and hard about whether, or how, we could study the incidence of such
complications. But after investigating the information currently available, we decided
that it would not be possible to do so in an acceptably rigorous way. This is because of
the limits of the information that is currently available. We reached ourdecision after
hearing about the substantial research programme which is currently taking place in
five centres in the UK, including the Chil dr e
Chapter Four. As this work progresses and matures,it should enable information to
be gathered, to guide both parents and clinicians. Until that point, we did not feel that
it would be possible to study (for example) the possible incidence of brain damage after
cardiac operations at the BRHC or to compare it with results from other centres, in a
way that would be robust or fair.

9 Other interested contributors

91 I n addition to hearing from families who had
service, the Review also received information from members of the public who had
concerns about how the Trust had responded to a number of matters relating to its
governance.

9.2 We also contacted key organisations or individuals who might have an interest in the
Revi e wb s We received documentary evidence from NHS England, Bristol NHS
Clinical Commissioning Group, CQC, Monitor, NICOR, Bristol City Council 6 $lealth
Wellbeing and Adult Social Care Scrutiny Commission and the West of England Child
Death Overview Panel. We werealso significantly assisted by the Welsh Health
Specialised Services Committeeand by clinicians from the Paediatric Cardiac Unit at
the Cardiff and Vale University Health Board , who not only contributed documents but
held meetings with the Chair and Reviewd staff. We met with staff from a number of
these organisations, including staff from former commissioning organisations and
from NHS England South.

9.3 We encountered difficulties in accessing information in relation to former NHS bodies .
In particular , the archive for the former South West Specialised Commissioning Group
(SWSCG) was unavailable to NHS England. The Review received the full support of
NHS England staff and they made significant efforts to trace documents. However, the
documentary evidence was incomplete for the period 2009 to April 2013. For example,
minutes from all committees associated with the South West Specialised
Commissioning Group were not available for the entire time period.

10 Conclusion

10.1 We have presented the hformation gained from these investigations in two forms:
first, in this Report, which gives an overview of our investigation as a whole, and
second,in the individual case reviews which have beensent directly to families.
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CHAPTER TWO: CONTEXT 1 THE NATIONAL PICTURE

1. The National Context : Congenital Heart Disease

1.1 Congenit al heart disease (CHD) refers to def e
womb and are present at birth. CHD is a life-long condition that can be life
threatening.

1.2 The incidence of CHD in the UK is 8 9 per 1000 live-born infants annually, around
6000 babies per year. It is therefore a relatively common childhood disorder affecting
a significant number of children and their families. CHD is a spectrum of
cardiovascular malformations, in which the more serious and complex abnormalities
are a significant cause of childhood mortality, morbidity and disability.

1.3 In England, over 5,800 patients of all ages undergo surgical or transcaheter
procedures as treatment for paediatric and congenital cardiac disease each year. A
high proportion of these are infants under a year old.

1.4 Overall survival is over 98%, with most of the deaths attributable to surgical
procedures at younger ages. Around onethird of deaths occur before 14 yearsof age,
with 21% of deaths from CHD occurring in the first year of life. !

1.5 The need to treat adults with congenital heart disease is increasing as more children
with CHD receive successfultreatment and reach adulthood. As a result of the success
of paediatric cardiology and cardiac surgery over the last four decades, it is thought
that more adults with congenital heart disease will require medical care than children. 2

1.6 Outcomes in paediatric cardiac surgery and interventional catheter procedures are
monitored and published by the National Congenital Heart Disease Audit, a database
which provides a means of comparing the outcomes of surgical treatments and
interventional catheterisations in all the centres in the United Kingdom. See further
Chapter Four.

1.7 Generally, outcomes after cardiac surgery have been improving steadily. Deaths
within 30 days of childrenbés cardiac surgery
past decade. The annual number of surgical procedures rose between 2000 and 2009
from 2283 to 3939, while the 30-day death rate fell consistertly from 4.3% to 2.6% of
cases. Thiscompares favourably with similar data collected internationally.  This
improvement has been achieved notwithstanding an increase in the number and
complexity of cases.

1See http://bmb.ox fordjournals.org/content/111/1/5.long
2 Children and young people: Statistics 2013 (2013) Townsend N, Bhatnagar P, Wickramasinghe K, Williams J, Vujcich D,
Rayner M, British Heart Foundation: London
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CHAPTER TWO: CONTEXTi1 THE NATIONAL PICTURE

1.8 CHD services arespecialised servicesprovided from specialist hospitals serving a large
geographic area. Children in South-West England and South Wales receive services
from the <chil dr en 8RHC.cMore thioranationaleout \thie seev ice at
BRHC is set out in Chapter 3.

2. Commissioning and Regulation

2.1 The commissioning of specialised services such as paediatric cardiac services was, until
April 2013, the responsibility of local Primary Care Trusts (PCTs). They discharged
this responsibility by forming Specialised Commissioning Groups with neighbouring
PCTs. In April 2013, PCTs were abolished and responsibility for the commissioning of
specialised services passed to NHS England. The commissioning arrangements are
dealt with i n more detail in Chapter 15.

2.2 At a national level, the BRI Public Inquiry led directly to the creation of the Healthcare
Commission, the regulator of the hospital sector of the NHS until its abolition and
replacement by the Care Quality Commission (CQC) in April 2009. During the period
of the Review, the CQC was theregulator of the quality of care provided by hospitals.
It developed a set of standardswhich healthcare providers were required to meet, and
had powers ofinspection and enforcement.

2.3 The role of the CQC in events in the BRHC in 2012, in particular, is dealt with in
Chapter Thirteen. It subsequently carried out a full inspection of the Hospital Trust in
autumn 2014, reporting in December 2014. The response to that inspection, and
changes made,are summarised in Chapter Fourteen.

3. The Pathway of Care
3.1 The pathway followed by children with congenital heart disease may be summarised as

follows (see flowchart overleaf).3

3.2 We have sought to follow that pathway in this Report.

3 Taken from the Safe and Sustainable Standards, March2010.
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CHAPTER TWO: CONTEXTT THE NATIONAL PICTURE

4. The Safe & Sustainable Review

4.1 The attempt to set standards for the provision of care for children with congenital heart
disease has a history stretching back to the Public Inquiry which examined the surgical
care of children with congenital heart conditions at the Bristol Royal Infirmary from
198471 1995. The report of the Public Inquiry was published in 2001.

4.2 The Public Inquiry recommended that standards relating to quality with particular
reference to children & congenital cardiac surgerybe dewloped, and that medical and
nursing expertise for children needing heart surgery should be concentrated in a
smaller number of specialist units.

4.3 The issues, however, remainedunresolved when in May 2008, the National Specialised
Commissioning Team was aked to undertake a review.The o6 Safe and Sust
team was established to manage the review process on behalf of the ten Specialised
Commissioning Groups (SCG) and their local Primary Care Trusts (PCTs) who were
the ultimate commissioners of services. The Primary Care Trusts delegated their
responsibilities regarding consultation and decision-making to a joint committee of
PCTs, the JCPCT The JCPCTwas establishedin June 2010.

4.4 Draft standards on quality, against which surgical centres would be asgssed, were
published by the Safe and Sustainable teamin September 2009. A revised version was
published in March 2010. A process of selfassessment by surgical centres of their
ability to meet the standards began in April 2010. The Bristol Royal Hospital for
Children actively engaged in this process.

4.5 Between May and June 2010, an epert panel, chaired by Professor Sir lan Kennedy,
visited each surgical centre to meet staff an
to comply with the standards.

4.6 The expert panel was not asked to analyse dataon outcomes nor did the Joint
Committee of PCTs taking the advice of the professional bodies that the national
caseload is too small to be ablemeaningfully to compare institutions. A report on an
analysis of available data on outcomes was made to the JCPCT only inexceptional
cases, for example in the case ot he suspensi on cafdiactsirgicalchi | dr
service at the Oxford Radcliffe Hospitals NHS Trust in 2010.

47 The OReport of tpheer t1 nPdaenpeel néd ewa s efbay B0dd amd e d i n
their assessments were submitted to the JCPCT. Subsequently, the JCPCTcarried out
a scoring exercise. he service at Bristol Royal Hospital for Children was ranked as
sixth out of the eleven centres assessg#

4.8 A four-month public consultation on options for change began in March 2011. The
proposals advocated concentrating surgical expertise on fewer sites by reducing the
number of surgical centres from eleven to either six or seven. Bristol was included in
all of the options consulted upon.
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4.9

4.10

The JCPCT held its decisionmaking meeting on 4 July 2012 and agreed that seven
managed clinical networks should be established across England, serving Wales as
well. One recommendation was that the Bristol Royal Hospi tal for Children should lead

a childrends congenital cardiac network
University Hospital of Wales in Cardiff.

Challenges were made to the decision of the JCPCT. The Secretary of State for Health
asked the Independent Reconfiguration Panel to conduct a review in August 2012. On
the 12th June 2013 the Secretary of State for Healthdecided that the work of the Safe
and Sustainable review should be suspended,following publication of the report by the
Independent Reconfiguration Panel.

5. The New Congenital Heart Disease Review

5.1

5.2

5.3

54

55

At the request of the Secretary of State, NHS Englandthen began a fresh review of
services for congenital heart diseasein June 2013. The New Congenital Heart Disease
Review (NCHD R) examined services for both children and adults with CHD.

The aims of the new review wereto:

1 secure the best outcomes for all patients, not merely the lowest mortality but
reduced disability and an improved opportunity for survivors to lead better lives;

1 tackle variations so that services across the country consistently meet demanding
standards of performance and are able to offer resilient 24/7 care; and

1 improve patient experience including how information is provided to patients
and their families, and consideration of access and support for families when
they have to be away from home.

We started our Review as this work gathered pace A consultation on draft standards
and specifications began in September 2014. The Board of NHS England approved the
standards and specifications in July 2015 for implementation from April 2016. The
Board set out anintention to take its commissioning decisions in the best interests of
patients, taking into account and balancing all the main factors, including:
affordability, impact on other services, access, patient choice, and not treating the
standards as though they existedin isolation.

The standards are based on having three levelsof services for CHD for children and
adults, working as part of networks. These are:

1 Speci al i st Chil drenos Sur gi c¢ al(Adulf eSutgicak s and

Centres (level1);
1 Specialist Childrenés Cardiology and
1 Local Chil drenés Cardiology Centres a

The standards set out the detailed requirements for each level of the service and the
way in which they need to work together asa network. They also set out the date by
which it is expected the standards will be met. Some have to be met immediately and
others have time periods ranging from 6 months to 5 years for implementation.

31

Speci @
nd L ooc
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5.6 Units face challenges in identifying the resources to achieve improvements and
developments.

5.7 The service at Bristol, in common with other centres offering paediatric cardiac
services, compleed an assessment of its ability to meet the standards, both
immediately and in the future. At the time of writing NHS England had completed its
evaluation of these assessmentsand a report was due to be discussed by its Specialised
Services Commissioning Committee (SSCC), a sb-committee of the NHS England
Board.

5.8 The SSChad alreadyindicated that the status quo could not continue and that NHS
England needed to ensure that patients wherever they lived in the country had access
to safe, stable high quality services. They recognised that achieving this within the
current arrangement of services would be problematic.

5.9 No decisionsabout the future of services in England generally or specifically in
Bristol were expected until after further discussions by SSCCat its meeting at the end
of June 2016.

6. The Quality Dashboard

6.1 If centres providing CHD services and care are to be commissioned to meet defined
standards, information about performance against those standards requires to be
readily available. We discussthe information on outcomes available from the National
Congenital Heart Disease Auditin Chapter Four.  The Review was pleased to hear of
workto devel op a 6 q whidhiwil provideaas lextiended rdirige of key
information to commission ers on a monthly basis to monitor quality and performance.
The measures are still under development, and validation of data and concerns over
comparability will need to be addressed

6.2 A commitment that the quality dashboard will become publicly available in due course
was given in the report on the N C H D RRiedew. This is welcomed by our Review. We
felt that, potentially, it could significantly add to public understanding and scrutiny of
issues such as wiing lists and cancellations.

7. The Place of St andards in this Review

71 Our Terms of Re f er e n cdescrimesbkth achieeemeRte arideamy t o 0
shortfalls by reference to published standards and any other relevant
recommendations for change or i mprovement 6.
the standards published by the Safe and Sustainable Review, in March 2010. However,
as we have set out, neither theSafe and Sustainablestandards nor the designation of
specialist centres recommended bythat Review were everimplemented. The Safe and
Sustainable standards were to be met on designationi either immediately (mandatory
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7.2

7.3

standards) or with in a further period of time.4 For us, this meant that any assessment
of 6 compl ithesecstaddards idurilg the period of our Review would be

misleading. Rather, we were examining a periodwhen units were aware of the aims of
a future processof commissioning and were seeking to enable the service to meet them
at an uncertain point in the future.

This uncertainty has been reduced by the adoption of the New Congenital Heart
Di sease Revi estaddards( fidi@ MWiIR2016. That said, there remain a
significant number of standards which must be met within the next few years, rather
than immediately. We have not yet reached the point where standardswhere a
complete range of standards could be said to be met in a uniform fashion by all
hospitals offering treatment for congenital heart disease.

Against this background, we have had regard tothe Safe and Sustainablestandards in
our work, together with other relevant, published standards such as those relating to
nurse staffing levels.

8. Standards regarding the number of procedures

8.1

8.2

There has been a history of concerns relating the numbers of surgical procedures
carried out by centres. TheBristol Royal Infirmary Inquiry recommended that, in any
unit providing open -heart surgery on very young children, there should be two
surgeons trained in paediatric surgery who must each undertake between 40 and 50
open-heart operations a year. This recommendation was the subject of further
consideration in the Safe and Sustainable Review and subsequently in the New
Congenital Heart Disease Review (NCHDR).

The NCHDRst andards require that 6éCongenital

of at least four surgeons,each of whom must be the primary operator in a minimum of
125 congenital heart operations per year (in adults and/or paediatrics), averaged over a
three-y e ar  p°e The tangscade for the implementation of these standards is that,
from April 2016 theres houl d be 6éTeams of at | east

of at least four within5years.1 25 operati ons: i mmedi antthe 6 .

BRHC is that a team of three surgeons is in place, but further development will be
needed to meet the standards due to take effect within 5 yearsitime.

9. Standards Regarding  Levels of Staffing

9.1

The relationship between the Safe and Sustainable Review and the evaluation of
staffing levels on the cardiac ward i n t he Chil drenods Hos
relevance in 2012, when the CQC inspectd the ward and found a failure to meet a
number of its standards. The most useful summary of the Safe and Sustainable

card

three
Th

pital

Reviewés work was provided by its Programme

discuss care inthe ward in December 2012, when it was stated:

‘For

example, for 6éamberd standards: O6Foll owing designation, robus
outstanding mandatory standards within a timescale agreed
5 Standard B10L1.
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@&hereas the Safe and Sustainable quality standards require each unit to be ce

located with a level 3/4 paediatric intensive care unit, they do not require designated

units to have a paediatric HDU. The standards state that HDUs, where there exist,

dvill be staffed in accordance with national standards®® The Kennedy panel had

access to detailed information on staffing levels including paediatric cardiac nursing

and paediatric intensive care nursing and it is likelythat t he panel 6s di sc
the day of the visit to the Trust would have included arrangements for the discharge

of children from critical care.

The Trust is the only paediatric congenital cardiac surgical unit that does not have a

paediatric HDU but it should be understood that the Kennedy panel was not asked to
critique the Trustobs mo d e | of not having a
requirement of the standards. Neither was the panel asked to investigate individual

cases of children discharged toWard 32 from paediatric critical care.

The information supplied by the Trust in 2010 for the purpose of assessment makes
clear that the Trust does not have a paediatric HDU but explained alternative
arrangements:

d’he Paediatric High Dependency Outreach Team was established in
September2004 to support high dependency activity in the hospital. The
team introduced the validated Paediatric Early Warning Assessment tool
that helps to identify children on the wards whose condition is
deteriorating and alerts nursing and medical staff. The team provide a 24-
hour servicesuppor t ed by [ consultant staff]

(@)

The information supplied by the Trust also made reference to development plans:

@Above 400 procedures the cardiology ward would be re-located to Ward 31

€ a@ardiac HDU would be developed on the cardiology ward to free up

PICU capacity ... Ward 32 (to be 31) would need to attract and recruit

additional qualified nur si ng st aff for the extra beds
introduction of 4 cardiac HDUbedswou |l d reduce dependency on

Overall, the Kennedy panel assessed the Trust positively in regard to current and

future compliance with the standards relating to staffing and critical care. The
infrastructure for paediatric critical care was described & O st r ocogpliantand 0O
with the standards® The panel did not record any concerns about staffing onWard 32

or in the paediatric intensive care unit, either currently or in the future with

increased patient numbers. The panel did not express any concerrs about plans to

A

develop a paediatric HDU service in the indicated times c al es . 6

6 The reference was to the Rediatric Intensive Care Society Standards for the Care of Critically lll Children (2010) and the
Royal College of Nursing Health Care Standards in Caring for Neonates, Children and Young People (2010)
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10. Conclusions
10.1 The national picture regarding Congenital Heart Disease (CHD) is one in which more
children have been receiving treatments which are successfuland reaching adulthood.

10.2 This improvement in results has been achieved despitethe absence at least until April
2016, of a mandatory set of standards on quality relating to CHD services in England
and Wales. Theperiod of time examined by the Review is one in which units were
awarethat a future process of commissioningwould prescribe such standardsand were
seeking to enable CHD services to meet them at some uncertain point in the future.
This uncertainty has been reduced by the adoption of the New Congenital Heart
Di sease Reviewds (NCHDR) s Thare ermaindassignifidamt o m  Apr |
number of standards which must be met within the next few years rather than
immediately. We have not yet reached the point where standards could be said to be
met in a uniform fashion by all hospitals offering treatment for congenital heart
disease.

10.3 At present, work on a 6 qual ity d a s h b ceekind Go ensore that@mu e s
extended range of key information on quality and performance is made available to
commissioners on a monthly basis. The measures are stl under development, and
validation of data and questions of comparability remain to be addressed. The
commitment given by the NCHDR that the quality dashboard will become publicly
available in due course was welcomed by this Review, as potentially such information
could significantly add to understanding and accountability to the public.
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CHAPTER THREE: THE UNIVERSITY HOSPITALS BRISTOL
NHS FOUNDATION  TRUST

1 University Hospitals Bristol NHS Foundation Trust
1.1 University Hospitals Bristol NHS Foundation Trust (UHB) i s one of the <col
largest NHS acute trusts and a major centre of teaching and research for the South
West of England. It has an annual income of over half a billion pounds. As a specialist
teaching trust, it works in partnership with the University of Bristol, the University of
the West of England and several other higher education institutions to provide
medical, nursing, midwifery and allied health professional education at pre and post -
graduate levels. We were toldthatth e Tr ust 6 s dmpravethedhealthiokthet o
people it serves by delivering exceptional care, teaching and research every dag.

1.2 The Trust comprises eight hospitals in the heart of Bristol and employs around 8,000
staff who provide a wide range of routine and emergency services to the local
population of central and south Bristol, as well as providing more specialist services
such as childrenbés cardiac and cancer, across
beyond. Its main services are concentrated on one site in the centre of the city. This
one site contains seven hospitals the Bristol Royal Infirmary ( BRI), Bristol Royal
Hospital for Children (BRHC ), Bristol Heart Institute, Bristol Oncology and
Haematology Centre , St Michael 6s Hospital, Bristol Ey
Bristol Dental Hospital.

1.3 The scale of the services provided is apparent from the fact that, diring 2014/15, the
Trust provided treatment and care to around 75,000 inpatients, 60,000 day casesand
saw 120,000 patients in its emergency departments. It also saw approximately
610,000 patients as outpatients.

1.4 At a seminar with the Trust held in J uly 2015 we were told that UHB performs in line
with or above national norms in a number of sur veys of patients, including the Friends
and Family Test, National Patient Surveys and the National Paediatric Survey 2014.

1.5 The Trust took active steps to review and strengthen its governance on a frequent
basis. Trustwide reviews of systems ofgovernancethat we saw included:
1 a Review on Patient Safety and Risk Managementin 2011by Derek Hathaway;
1 a Review of internal organisational arrangements focused on Divisional
structures, senior leadership roles and relationships between Divisional and
Executive levels and decisionmaking at Trust Management Executive Level
initiated in December 2012 and undertaken by Irene Inskip ;
1 the BRHC Patient Safety Culture Review 2013
the BRHC Review of Rsk Management System June 2014 by Ann Utley
1 a Trust-wide Well-Led Governance Review June 2015 undertaken by Deloitteby
reference toMonit o r 6 sledWanlework.

=
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1.6 Also important during the period of our terms of reference were a review of the nursing
establishment in the whole Trust, carried out in 2011 by Ms Margaret Conroy, and a
further review of nursing in the Childrends
in the second half of 2012.

2 The Bristol Royal Hospital for Children

2.1 BRHC is part of the Trust and is the designated Major Trauma Centre for children in
the South West region. Over 2,000 staff from a wide range of professional disciplines
wor k i n the Ch,jpltoddng gebesal ahdospegialist eale to children and
their families, both local and from the region.

2.2 The Children Hospital was opened in 2001 and was the first purpose-built children's
hospital in the South West. In 2007, a further ward was opened to accommodate
children's services from Southmead. Since May 2014, all specialist paediatric services
in Bristol have been provided by the Children's Hospital following the move of
paediatric burns, neurosurgery, plastics, and spinal surgery from Frenchay Hospital.

2.3 BRHC has onsite access to foetal andmaternal medicine and neonatal intensive care
provided by St Michaels Hospital, alongside access to the adult congenital heart service
located in the adjacent Bristol Heart Institute. Adjacent services facilitate the
transition of babies, children and young adults into age-appropriate care.

2.4 BRHC has a total of 140 inpatient beds, 15 of whichare currently designated for high
dependency patients. In addition, there are 18 daycase beds anda paediatric intensive
care unit (PICU) with 17 cubicles. At St Michaels Hospital there is a neonatal intensive
care unit (NICU) with a further 31 cots.

25 Childrends surgical and interventional proced
paediatric theatres and hybrid catheter laboratory. During 2014/15, BRHC provided
treatment and care to 14,000 inpatients, 4,500 day-cases and 35,000 patients who
attended its emergency department; it also saw approximately 59,000 children and
young people in outpatient services.

2.6 In December 2014, the Care Quality Commission undertook a Trustwide inspection

and assessedthe Chi | dren and Young Peoddomsrd®esrsyviadds d
and rated the service O0Outstandingd for Clini
3 The Childrends Cardiac Service

3.1 The BRHC is the central hospital for the South West and South Wales Congenital
Heart Network. It provides a specialist congenital cardiology and cardiac surgical
service for patients in the South West of England as well as a cardiac surgical service to
South Wales.

3.2 We were told that the paediatric cardiac service in Bristol is active in research;
clinicians undertake a range of reseach projects in order to enhance understanding of
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congenital heart disease andto improve care and treatment of children born with the

condition now and in the future. We heard from a number of staff about the value of

the research undertaken by staff across all disciplines involved in paediatric cardiac

services. We noted the active participation of clinical leaders in professional societies

such as the Paediatric Intensive Care Society in research groupings, and in the

National Congenital Heart Disease Audit. | n 2010, the Expert Panel ¢
the Safe and Sustainable Review accepted that the Trust had demonstrated a strong

track record for research and good links with local universities.

33 I n 2014/ 15, the Chil dr e 95 patie@ta fordoaediatric Saediacy i ce ad
surgery and cardiology, undertook 326 paediatric surgical operations and 204
paediatric interventional catheter procedures. It also saw approximately 3,000 patients
as outpatient s in Bristol and over 1,500 in district ge neral hospital clinics across the
Network.

34 The paediatric cardiac surgical team at t he
consultant surgeons over the period of the Review. The Review was provided with data
on cardiac surgical procedures. The 3 full time paediatric cardiac surgeons undertook
between 350 and 325 cardiac surgical procedures per year over the period 2012014,

3.5 The Trust participated in the Safe and Sustainable Review, which recommended
Bristol Royal Hospital for Children lead achi | dr ends congenit al cardi
South West, working closely with the University Hospital of Wales in Cardiff.

3.6  We noted that a Paediatric Cardiac Programme Board was establishedin March 2011
following the announcement that Bristol was shortlis ted for designation under the Safe
and Sustainable Review. Its terms of reference were specifically to address the
preparatory work required to meet the mandatory standards. It was chaired by Dr
James Fraser, Lead Doctor of Cardiac Services and established a series of working
groups each addressing key aras of the standards. It continued its work until mid-
2012. During the period 2010/11 to 2011/12, investments were made in the service in
Bristol to support compliance with a number of the Safe and Sustainable standards.
Investments were made in cardiac nurse specialists, physiologists, sonographers,
theatre capacity, and a research nurse.

37 Asregardshi gh dependency car e $elbdeclacation todhe 8aie, t he
and Sustainable process notedplans for a cardiac high dependency unit in the event of
its being designated. The proposal was part of plans for development which, it was
assumed, would havetaken place should the catchment area for the Bristol Centre have
been extendedby virtue of th e closing ofother Centres.

3.8 As noted in Chapter Two, after the Safe and Sustainable Review, new national

standards for the care and treatment of children with CHD were published by NHS
England in July 2015. The Review was told that the South West and Souh Wales
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Networks are working to ensure services meet the standards within the required
timescales.

4 Changing Landscapes at the Childrenbés Hospl
4.1 One of the tasks we were asked to consider in this Review was thémplementation of

the recommendations from the Bristol Public Inquiry. Given the link with that earlier

work, it is important to recognise the differences between the cardiac surgical services

under investigation in relation to the years between 1984 and 1995, and the paediatric

cardiac servicewhich we saw, in the years from 2010 onwards.

4.2 During the period considered by the Public Inquiry, services were split between those
provided at the Bristol Royal Infirmary (where for example open heart surgery was
undertaken) and those provided from the Bristol Royal Hospital for Sick Children

(where the cardiologists, for example were based. Thi s Ospl it sited wa
causes of the failngs then observed. But in 1995, the service moved into the
Childrendés Hospital, wntehsive Gare VmtdRIGUatd sugbortPa e di a't

the care provided. The requirement for the co-location of supporting services set out in
the 2010 Safe and Sustainable Standards, was one thathe BRHC was well able to
meet.

4.3 The change to a dedicated environmentfor children meant that some of the Public
I nqui r y 0 endatioas; suchmas the need for care bynurses with specialised
c hi | dr difiediiens, gould much more readily be met. Work proceeded on others.
We heard that the process of implementing the recommendations from the Public
Inquiry was considered to have come to a natural end when the overseeing
stakeholders6 committee, whi ch i nclinuedrgyd par e
2003 w h e he &roup feels assured that the Trust has done everything within its
power and resources to address the recommendations from the Kennedy Reportd It
presented a report which included an appendix documenting the current position in
relation to implementation of the 105 recommendations from the Inquiry which fell
within the remit of the Trust. The Group presented this report to the Secretary of State
for Health.

4.4 We noted further that the service at Bristol had developed from one in which two
surgeons were employed and the number of open-heart congenital paediatric
procedures was in the region of 1307 140 procedures per annumne®, to a situation in
which, in 2014, t he Chi Il dr ends Car di a cpaediatric gurgcad under
operations.

4.5 When the Public Inquiry published its statistical work into the outcomes of surgical
treatment at the hospital, the work was ground -breaking and the findings of major

! Paragraph 5.3,d&Report of the Work of the UBHT Paediatric Cardiac Surgery Inquiry Stakeholder Group 6(January 2003).
8 Report of the Bristol Royal Infirmary Public Inquiry (2001), Chapter 9, page 114 paragraph 5.

39



CHAPTER THREET THE UNIVERSITY HOSPITALS BRISTOL NHS FOUNDATION
TRUST

4.6

4.7

4.8

4.9

concern. They revealed in particular, failings in the results of two surgical pro cedures
conducted at Bristol.

It is important to recognise that over the period of this Review, outcomes at Bristol

have been within the expected range, when compared with those at other surgical

centres in the country. It is important not to view this information in isolation and all

sources of information should be examinedwh en | ooki ng at a wunitods
the statistical data available does not support the suggestion thatduring this period

there were higher mortality rates in Bristol or systemic flaws of such a nature or
magnitude as to lead to higher death rates. More information , including about the
continued need for further information about morbidity rates (i.e., adverse events or
complications short of death), is set out in Chapter Four.

When the Public Inquiry reported, systems of oversight and scrutiny wit hin the NHS

were far less well developed than they are now. Within hospitals, systems of clinical
governance were in their infancy. Since then, they have become more firmly rooted.
For example, the machinery for the reporting of clinical incidents and for the analysis
of serious incidents by root cause analysis (RCA)has developed linked to the creation

of the National Patient Safety Agency? in 2001. Throughout the period of the Review,
there was a requirement for the Trust to report serious untowar d incidents to the local
lead commissioner, the Bristol Primary Care Trust and latterly the Bristol NHS Clinical

Commissioning Group. The commissioners would receive details of the incident, RCA
report and action plan and close the incident when it was satisfied that the action plan

had been implemented and lessons learned. We saw that this requirement was
honoured, during the period of our Review.

In the 1980s and 1990s, concerns about thestandards of safety and quality could only
be expressedto the commissioners of the services, or perhaps to the professional
regulators of healthcare professionals. We have already noted the establishment of the
Care Quality Commission and its responsibilities for the quality of hospital services. In

the summer of 2012, it wasto the Care Quality Commission that two families turned.

It responded by carrying an inspection of Ward 32 and the PICU, and by issuing a
warning notice upon the failure of Ward 32 to meet its standards. This triggered action

by the hospital and also by commissioners, who agreed to fund dedicated high
dependency care.

Developments such as those we have noted above mean that the mechanisms for study
of the adequacy of the service, and its outcomeshave becomemuch more robust than
was the casein the 1980s and 1990s.

9 The key functions of the NPSA were transferred to the NHS Commissioning Board Special HealthAuthority in June 2012.
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5 Conclusion

51

5.2

5.3

5.4

55

Much has changed since the Public Inquiry into paediatric cardiac surgery at the
Bristol Royal Infirmary, not least as regards the dedicated paediatric environment in
which children with congenital heart defects are cared for. The CHD service at Bristol
has developed from one in which two surgeons were employed and the number of
open-heart congenital paediatric procedures was in the region of 1307 140 procedures
per annum?°, to a situation in which three surgeons were employed and, in 2014, the
Chil drends Cardiac Service undertook 326

The ability of commissioners and regulators to monitor the performance of hospital
services, including cardiac services has developed significantly.

In revisiting the contents and recommendations of the Public Inquiry, therefore, we
were very aware of the passage of time, and the extent of progress and change since
those recommendations were written.

To note this altered landscape, and these sources bassurance, is not to dismiss the
concerns of those parents whose unhappiness triggered the work of the Review.

In particular , the fact that statistics on mortality may not suggest cause for concern
does not mean that there could not have been failings, or the need for improved

practice, in individual cases or areas of practice. Thesuffering or death of any child is a
tragedy, and any failings, if they occurred, would be profoundly distressing regardless

of whether any -6faf $ 0 atgds Weee eut t@dexphorethe concerns
about the cases drawn to our attention with these perspectives in mind.

10 Report of the Bristol Royal Infirmary Public Inquiry (2001), Chapter 9, page 114 paragraph 5.
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CHAPTER FOUR : DATA ON MORTALITY AND MORBIDITY

1 Background
1.1 The Review heard that some families had concerns about the reliability of the
published information about rates of mortality f o r the childrenbs car
Bristol. They also wished to know who was responsible for gathering this data, how it
was checked and what systems were in place to react and investigate, if a unit had
poorer outcomes than might be expected.

1.2 We set outin what follows an account of the main resource for information available to
clinicians, patients and parents, before addressing these issues in more detail.

2 The National Congenital Heart Disease Audit

2.1 In 1999, the Central Cardiac Audit Database (CCAD) was established by the British
Cardiac Society, the Society of Cardiothoracic Surgeons of Great Britain and Ireland
and the British Paediatric Cardiac Association. The Report on the Bristol Public
Inquiry in 2 001 was the trigger for developing this resource further, into a national
systemto enable outcomes of treatment for children with congenital heart disease to be
reported.?

2.2 Every year since 2000, all UK specialist centres have contributed procedurerelated
data to the Central Cardiac Audit Database, now known as the National Congenital
Heart Disease Audit (NCHDA). This is one of the seven national audits managed by the
National Institute for Cardiovascular Outcomes Research (NICOR), at University
College London. Clinical leadership for the audit is still provided by representatives of
the British Congenital Cardiac Association and the Society for Cardiothoracic Surgery
in Great Britain and Ireland.

2.3 The Audit is commissioned by the Healthcare Quality Impro vement Partnership
(HQIP) as part of the National Clinical Audit and Pati ent Outcomes Programme, on
behalf of NHS England.

2.4 NCHDA is the main source of information for clinic ians and families about surgery
and interventional cardiology and outcomes at each centre f or chil drenbs c
services Information about the outcomes for individual types of procedure performed
have been published online since 2007. The information is broken down to show the
numbers of procedures, and their outcomes, at each cefre.

2.5 At present, the NCHDA reports information about 72 surgical and transcatheter
cardiovascular interventions undertaken to treat congenital heart disease at any age. It
shows whether or not patients have died within 30 days of these interventions. That is,
tonyreports on the o uwt30 daysafteo the irdesvantion.i \Datd 0

1 http://bmb.oxfordjournals.org/content/111/1/5.long
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used in the audit is provided by each of the NHS Trusts providing these services
validated by NICOR in the manner described below.

2.6 Discussion about outcomes hasoften been in the context of questions about surgical
skills, or whether surgical operations had been properly performed. Yet, discussing
outcomes in the context of the work of surgeons alone is highly artificial. The Public
Inquiry recognised, and the Expert Panel agreed, thatt he wor k of the Ch
Hospital, like any other unit performing paediatric cardiac surgery, was the product of
a team effort. The outcome for any one patient and procedure depends on factors
specific to the patient, correctness of cardiology diagnosis, timeliness of referral and
performance of the procedure, adequacy of the procedure performed,anaesthetic skill,
perfusion and other support, intensive care, postoperative cardiology and surgical
input, as well as the effects ofchance. It is because of the consensus on tis point that
NICOR®6 database does not publish the outcomes of surgery and other interventional
procedures by reference to individual clinicians, but by reference to the work of the
unit as a whole.

3 Analyses of Mortality
3.1 Mortality following cardiac surgery or interventional cardiology is reported on the
NCHDA web portal in two forms : 6table countsd and o6funnel
based on annual data and funnel plots are based on data aggregated over thie years.
So data for a single year will be published and updated every year for a threeyear
period. For example, a procedure undertaken in January 2012 will be part of the
2009/12, 2010/13 and 2011/14 analysis.

3.2 Until 2014, funnels and table counts were ypdated at different times. The tables used
to change throughout the reporting cycle due to daily upgrades to the data from the
cardiac centres. This wasintended to provide the most up-to-date information about
outcomes, rather than waiting for the year -end analysis. The funnel analysis was
produced on an annual basis after the datahad been validated by NICOR at each
cardiac centre. NICOR recognised that this difference was apotential source of
confusion. It changed its procedure from 2014 so that table ounts and funnel plots
were published simultaneously. This was in response to enquiries from some parents
whose children had been treated in Bristol.

3.3 Until 2013, the NCHDA published the results directly into the portal in the form of
tables and funnel plots for centre-level activity and specific procedures. The NCHDA
started to produce a supplementary aggregate report in 2014 feport on 2010-13
information ), when it first published 30 -day centre level risk-adjusted aggregate data
following paediatric sur gery. This followed the release of model software in April 2013
to all UK centres, enabling clinicians to monitor their own programme -level
outcomes.t?

12 hitp://heart.bmj.com/content/early/2013/04/04/heartnl -2013-303671.full. The software was the PRAIS or Partial Risk
Adjustment in Surgery software.
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4 Alerts and Alarms

4.1 The NCHDA issueswarnings in the event that data on 30-day mortality at any of the
paediatric cardiac centres participating in the Audit demonstrate results which are
statistically outside those which might be predicted .

4.2 For its analyses of specific procedures, the audit uses two control limits: an alert limit
(98%) and an alarm limit (99.5%), following the Department of Health 6 &uidance on
detecting outliers. If a unit is above both limits, then their performance is not
statistically different from the national average. 13

4.3 If a unit breaches either of these limits, the NCHDA follows t he Depart ment
Outlier Policy. If a unit's outcom es for a particular procedure are statistically poorer
than expected, this will be reported to the NCHDA Audit Steering Group.

4.4 Ifitis a notification of an alert, NICOR contacts the relevanthospitals and the relevant
professional societies. Hospitals are required to summarise information about the case,
local clinical practice and, if relevant, lessons learned. Responses are reviewed by
members of the NCHDA Steering Committee and the President/President -Elect of
British Congenital Cardiac Association and the Society for Cardiothoracic Surgery in
Great Britain and Ireland. We were told that the responses from the hospitals and the
Professional Societies will bepublished on NICOR6 website.

4.5 |If the notification isa n 06 g NIE@ORvafso inform the Medical Director of the Trust,
the Presidents of the British Congenital Cardiac Association and the Society for
Cardiothoracic Surgery in Great Britain and Ireland. The expectation is that the certre
concerned will also inform the Care Quality Commission. There are then established
procedures followed by these organisations to investigate the situation, whether by
correspondence, teleconferences or visits Peer reviews may also be commissioned.

4.6 The Review heard from the team at NHS Englandresponsible for the commissioning of
congenital heart disease servicesthat discussions are currently underway with the
Department of Health relating to revisions to the Outlier Policy. The aim is to ensure a
clear mechanism for ensuring that information is also provided to commissioners (via
the Accountable Commissioner for the Congenital Heart Service Clinical Reference

3 For centre level Surgicd Procedures: 30 day risk adjusted survival rates (Paediatric cases only), the audit uses a specifically

of

designed and validated soffaWadnuestmprddg whmhe tc@e ntegortut@&mnimels , known

in Surgery (PRAIS). PRAIS etimates the risk of death within 30 days of a primary surgical procedure in a paediatric patient,

based on the specific procedure, age, weight and the patS entos
mediated analysis, these limits are known as Prediction Limits as they are driven by the risk model and a set of statistical
assumptions, as opposed to observed raw data, and are therefore centred on the risk adjusted predicted outcome. For the PRAIS

mediated aggregate analysis a diffeent set of control limits is used following department of health guidelines: control limits set

at 97.5% (2 s.d.) and 99.9% (3 s.d.). As there are only 14 centres in the paediatric analysis this means that there is a 296 risk

of at least one centre beirg beyond the 97.5% limit and a 1.35% chance of being beyond the 99.9% limit by random chance (i.e. a

false outlier). If a unit is within the predicted range, then their performance is not statistically different from the natio nal

average.

44

r

e



CHAPTER FOURT DATA ON MORTALITY AND MORBIDITY

Group) and the HQIP Contract Manager regarding any notifications. This should
ensure comprehensive reporting of any outliers.

5 Notifications relating to Bristol Chi

51

5.2

5.3

54

55

A number of the Centres have breached the statistical control limits over the years for
specific procedures. The 2009-2012 procedure-specific analysis (made available to
the hospital in March 2013 and published on the NICOR portal in May 2013) identified
that Bristol had a higher than expected 30-day mortality for the arterial shunt
procedure. I't triggered the | ower 99®%% limit) tardd

dr en

evel

a |letter noting this was duly .s&hefettebnptedNl COR t

that the numbers of procedures were very small, and there was a 10% chance that the
alert was triggered purely by chance.

In response, clinicians at the Trust submitted a detailed report to NICOR. There was

further follow -up by NICOR in early 2014 , when at NHS ENIGORandb6s r

reported back to NHS England on the information h eld on this topic, as part of the
analysis noted at paragraphs6.1 and 6.2 below.

The 2010-2013 procedure-specific analysis, produced in April 2014 using risk -adjusted

mortality data for the first time, againi dent i fi ed that Bristol Chi |l
higher than expected 30-day mortality for the arte rial shunt procedure. In line with

NICOR policy, the Trust was again contacted and asked to produce a response A

further report dated 29th May 2014 was submitted to NICOR.14

The responses in 2013 and 2014 made similarpoints. The Chi | drenés Car di ac

explained that it had undertaken!®> a detailed audit of all cases of arterial shunts
undertaken in Bristol between 1st June 2008 and 31st March 2012. It hadconferred
with two other centres to compare surgical and ITU practice as well as reviewingthe
coding of data and introducing a statistical monitoring process called cumulative sum
control chart (CUSUM) data analysis to provide much faster alerts of any deviation
from the expected statistical distribution of outcomes than could be achieved from
NCHDO audit data.

The Trust noted further that the service was operating on higher risk patients than it
had in the past. Clinicians also identified the fact that a significant proportion of babies

who died did well during their stay in hospital but deteriorated at ho me. In response, a
new home-monitoring programme had been introduced. It also explained that the

number of arterial shunts is small and that small variations in results for one year can
affect the statistics over a number of years when overall totals are bw. The survival
rates for this procedure for 2012-13 and 201314 identified improving outcomes at the
Bristol Childrenbds Hospital

14

https://nicor 4.nicor.org.uk/CHD/an_paeds.nsf/9791867eff401e0d8025716f004bb8f2/5983f27e0b3ff3b080257d5d005cec4a/
$FILE/Bristol%20response%20to%20report.pdf
15 Retrospective audit, done between September 2012 March 2013; reported 26.06.13.
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56 The Trmrestpdsrse was reviewed by NRIt@&BRdestoSt eer i
be acomprehensive response but more detil was felt to be needed on what actions had
been taken locally; the Committee agreed to develop guidance for centres on how to

respond to notification of potential outlier status. No further actions were
recommended.
5.7 This is the only occasionon whicht he Chi |l drendés Car@GhialcdCemadsgs e

Hospital has triggered a warning notification from NICOR. We noted that the results
of the arterial shunt now available from the NCHDA for 2012 i 2015 showed that
Bristol was no longer triggering an alert. 17

5.8 Although the May 2014 response from Bristol is available from the NICOR website,
information about alerts and the responses to them from the organisations or
professionals concernedwas nat easy to locate. See ourrecommendations , below.

6 Reports 0 n 30 Day Mortality

6.1 In response to a request from Sir Bruce Keogh, NICOR preparal analyses in January
and February 2014 examining the overall data on 30-day mortality for BRHC for the
years 2009-2012 and 2010-2013.

6.2 The conclusion of these analyss wastha t here was no evidence th
Cardiac Service at Bri st oxces3day rdortadity dveralHo s pi t a
after paediatric surgery in the three year periods 2009-12 and 2010-13.

6.3 The Review examined thereports on 30-day mortality produced by NICOR, to date.
These showed that overall there was, and is, no evidence that Bristol Children's
Hospital had any excess 30day mortality after paediatric surgery or other
interventions in the 3-year periods 2010-2013'8, 2011-2014%*° and 2012-2015.20

6.4 That said, the Review bore in mind that the fact that, even if statistical analyses
comparing a series of cases with those performed &other units suggested that 30-day
survival was on a par with other units, it did not mean that failings in care could not
have occurred in individual cases, or that there was not room for further improvement.
In all its discussions with parents and staff, in the Expert Case Reviews and in its
reviews of documentation, the Review was very conscious of this point

16 Minutes of the NICOR Congenital Steering Committee, 10 June 2014.

17 https://nicor4.nicor.org.uk/CHD/an_paeds.nsf/0/0DE381B5C24B284980257F8E0050B1BF?0OpenDocument?Benchmark
18 Report published September 2014.

19 Report published June 2015.

20 Report published April 2016.
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7 Delaysin Recording Deaths in Hospital : Inquests and Death
Certificates
7.1 The Review heard from some families that they had concerns about the accuracy of the
information reported by the Trust to NICOR and whether, as a result, an inaccurate
picture of the outcomes and safety of the service had been presented or published.

7.2 The basis of these concernsappeared to lie either in the procedures which NICOR
adopted to make sure its information was accurate, or in the nature of the information
that is collected and published.

7.3 The first concern related to why the death of one child, in early spring 2012, was not
reported in NICOR® data, including its 2009 -2012 funnel plot analysis of the 30-day
outcomes for this procedure updated in spring 2013. The parents had seen the
information, and pointed out that the operation appeared to have been listed, but not
the death that had followed it.

7.4 As a result of these concerns and at the request of the Regional Director for NHS
England in early 2014, NICOR and the Trust investigated what had happened.

7.5 In March 2014, NICOR reported back to NHS England that the Trust did, in fact,
correctly ente r t he pati e NICORO dataset brhtheildth af May 2012.
However up to November 2013,NICOR6 policy for the audit was to include a death in
its analysis only when official notification of the death had been received from the
Office of National Statistics (ONS), the national dataset for data on mortality . NICOR
noted that if the Coroner is involved and an inquest is required, ONS only records a
date of death once the inquesthas come to a conclusion and adeath certificate has
been issued by the Coroner. This process can take several months or more. In the case
in question, waiting for the results of an inquest had resulted in a 20-month delay in
ONS recording the death. Thi s in turn explained swdath t hi s
was not reported in NICOR® statistics for 2009 -2012. The death would have ben
subsequently recorded in NICORG dataset following ONS notification to NICOR, but
NICOR recognised that the time taken as a result of reliance on ONS was
inappropriately long.

76 I n a further example Dbrought to the Reviewds
month delay in reporting a death by ONS, for the same reason the need to await the
conclusion of an inquest. The death of this child was not included in the published
information until September 2014, despite the death also occurring in spring 2012. It
was included in the funnel chart analysis for the first time in the 2010-2013 data.

77 It is important to note that, in both of the
death correctly to NICOR, at the appropriate time. The problem arose not because of
incorrect recording or submission of data on the part of the Trust, but because of the
policy of waiting for confirmation of death from the ONS.
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78 In order to check that the o6éupdatedd or compl
the analysis of mortality for 2009 -2012, NICOR carried out further checks. In
November 2013, NICOR requested that all congenital heart centres check their dataon
mortality retrospectively against that provided by ONS in order to ensure consistency.
NICOR then updated its analysis. The updated analysis now included one additional
death within 30 days from the Bristol Chil dr
discussed above, who had died within that period and whose death had now been
confirmed). Nevertheless the updated analysis showed that mortality for paediatric

cardiac surgery atBr i st ol Chi | dr estill dcd stakistically different froma s
those at the other UK centres for 2009-2012. Furthermore, the amended results for
the specific procedure in question didonot su

with regard to that procedure.

7.9 As a result of these investigations, NICOR changed its policy. From November 2013,
deaths submitted by the hospitals have been included in the analysisof mortality , even
before notific ation of the death by ONS. NICORG® visits to validate the data at each
centre now include checks of all hospitakr e port ed deat hs against t he
records.

7.10In this second case, we saw a letter from NICOR to the family @ncerned explaining
these matters. It was sent by NICOR as the result of the family writing to NICOR,
asking about the fact t hat their chil dos de:
relating to Bristol 6s itwasNHStEsgland ratherthanithe t he f i
family concerned which asked for information . Thereafter, NHS England do not appear
to have provided the family concerned with a clear explanation about what had
happened.

8 6Di agnosticd vs o6l nterventional 6 Procedur e
8.1 In relation to the concerns of another family , the Review agked NICOR why adeath of

a child following a cardiac catheterisation procedure in 2013 was not reported to

NICOR by the Trust. NICOR investigated at our request. We were told that, in this

instance, a serious complication arose in the catheter laboratory before the planned

interventional procedure had begun and, as a result, the intervention never took place.

Because of this, the case was correctly recorded by the Trust as a diagnostic, rather

than an interventional procedure. It was therefore not counted within the m ortality

statistics, as at that time the data-set only included outcomes within 30 days of a

completed interventional cardiology procedure.

82 The Revi ewds Bixngreviewed tReshistery ofthih@ahi | ddés care, agr
the manner in which the procedure had been classified by the Trust was correct. In
particular, the experts confirmed that the cl
was accurate Although an intervention was planned, the adverse event occurred
before any part of the planned interventional procedure had taken place and therefore
the intervention had not occurred, for the purpose of the audit . As a result, the fact that
the death had not been reported to NICOR and was not shown in statistics was
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8.3

procedurally correct. Theyagreed that it could seem surprising that a death in hospital
associated with undergoing a procedure would therefore fall outside the mortality
statistics. But this was a reflection of the audit criteria, and was not unique to Bristol.

In discussions with NICOR, the Review heard that this situation has now changed.
Diagnostic procedures are now (with effect from April 2015) included in the
information collected from Trusts . Results published in 2016 (2013-16) will include
the number of diagnostic pro cedures, together with any deaths within 30 days.

9 Validation of Data

9.1

9.2

9.3

9.4

9.5

General questions were asked by families about whether the information contained in
the National Audit could be relied upon. As a result, we set outbelow what the Review
saw and head about the process ofvalidating data used to make sure the underlying
information is reliable.

NCHDA undertakes an annual process forvalidating data for all the cardiac centres to
confirm that all major procedures for congenital heart disease have been submitted
and that the quality of the data is appropriate. The processincludes visits to sites by a
clinical data auditor and a volunteer clinician, from another centre, to check the
accuracy of the data submitted. The hospital records of 20 patients ae randomly
selected byNCHDAG data auditor for review. The data that the centre has previously
submitted to NICOR for these 20 patients is checked against their hospital notes.

In addition, logbooks from theatres and the catheter laboratory are examined to ensure
that all appropriate cases have been submitted, with correct procedure and diagnosis
codes Finally, the records of all caseswhere the child has died in the audit year are
examined to ensure the accuracy of diagnoses, procedure(s) undertaken ad any
additional co-morbid ity, again comparing against the data submitted.

The submitted data is also signed off and verified by eachTrust as being accurate by
cross-checking in reverse the data held in NCHDA® database agaist the data held by
the Trust.

As part of the feedback to the Centre, the Centre receives a quality score (the Data
Quality Indicator (DQI)) on the validation of the case notes. The DQI is a measure of
the accuragy and completeness of data entered(across four domains: demographics,
pre-procedure, procedure and outcome) into NICOR®O soutcomes software when
compared to actual patient records during a visit to the site. Typically, NICOR would
expect the DQI to be greater than 90%.Above 95% is considered excellent
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96 Bri st ol 6ere a§ orelose ®, t We O et xdc etl h reengualivyl ofl daté o all
years except 2013. howbvaertstll withim thé acceptable ramge, asa s
seen below:

Year 2010 2011 2012 | 2013 2014 2015

Score | 95.25% | 95.25% | 95% 91.75% | 96.5% | 94.5%

9.7 The report in 2013 recorded that, on the whole, NCHDA® slata was accurate, well
documented, good quality and appropriately recorded in the Theatre and Cath Lab logs
books at BRC. However there were concerns about the data enteredin the Bristol
Royal Infirmary (BRI). The report recommended t h aJtgentconsideration should be
given to reviewing and creating roles of clinical audit and data managers for both the
paediatric congenital and the ACHD data collection to support the current individual in
p o s tThe8e points were picked up in the Cardiac Clinical Governance Group in
September2 013, whi ¢ h n o tAdulltime Hata managerdé ftoor féaci | it at «
CCAD a4 asdvellta®the needor a new consultant audit lead.

9.8 Thereafter, actions about the quality of data submitted to NICOR were picked up as
part of the Composite Cardiac Action Plan de
Ward 32. A Data Manager was appointed, and steps taken to pick up promptly any
issues highlighted by NICOR as part oftheir validation process.

9.9 We confirmed at our meeting with NICOR that this appointment had been madeby the
Trust; however, it was felt that staff entering the data were still overburdened.

10 Internal Procedures to monitor mortality and morbidity.

10.1 In addition to the national audit , there are also local procedures in place to review
mortality and morbidity. I't is routine practd.i
regular multidisciplinary morta lity and morbidity meeting (M&M) is held to discuss
patients éare andto take forward any resultant lessons oractions to improve quality at
a local level. In Bristol this meeting takes place on a weekly basis.

10.2 The monitoring of outcomes became more sophisticated during the period covered by
the Review. At the beginning, in early 2010 it was generally recognised that the
NCHDA could not provide meaningful contempora neous analysis of data on mortality
due to retrospective reporting and the time taken to validate data satisfactorily. As set
out above, in April 2013 software known as PRAIS became availdle which enabled all
centres routinely monitor their short -term surgical outcomes. The software enables
users to generate estimates of risk for all episodes of care 30 daysfter the procedure
and produce from this a Variable Life Adjusted Display (VLAD chart). The VLAD
charts allow centres to examine their outcomes and quickly identify any trends that
might warrant further investigation. This allows each unit to examine its own
performance in real time. It has the advantage of allowing earlier @lertsoif there is a
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potential concern (although it also risks overreacting to statistically ran dom change). It
is still only partial ly risk -adjusted, however, and its use is undercontinuing evaluation.

10.3 From September 2013, every centre has been required to report to specialist
commissioners on a monthly basis whether they have undertaken this monthly in-
house realtime reporting and whether there is anything of concern to report. B RHC
has reported that this analysis has been undertaken and there were no concerns to
report each month since December 2013 to March 201521

10.4 The Review examined the minutes of the M&M meetings which are called Performance
Meetings in Bristol. The approach shown there was in line with expected practice and
we did not identify any areas of concern from this documentation.

10.5 In addition , after a death of any child there is a formal process of child death review.
This is a statutory national process. We have set out more detail in Chapter Sixteen.

11 Numbers of surgical procedures

11.1 It was noted in the minutes of the Risk Summit in October 2012 following CQQ s
inspection of Ward 32 t h athere bad been an increase in the number of Fontan
[procedures] beingc o mp |l et ed i n t BAeThereavereé sudpigians wieed loys 0
parents that these numbers had increased as part of an effort by staff at the Trust to
increase the numbers of surgical procedures performed, in anticipation of a need to
meet the proposed Safe and Sustainable standards for surgicalactivity.

11.2 The Review was told that the number of children requiring cardiac surgery is related to
the birth rate. A relatively stabl e proportion of babies are born with congenital heart
defects. The birth rate nationally has changed little in recent years, although there has
been a sixteen percent increase over the period 2014104 in the number of children
aged 0-15 living in Bristol and an increase in the number of births from 4,600 live
births in 2001/2 to 6,400 in 2013/14. Across the Southwest and Waes, the number of
birth s has increased from 79,363 in 2001 to 91,947 in 2014.Consistent with this, the
Expert Panel advised the Review that the number of Fontan procedures performed by
any Centre in a particular time period is a factor of the rate of presentation of the
condition requiring this procedure from amongst the catchment population of the
Centre. In addition, the introduction of a new surgical o ption for hypoplastic left heart
syndrome (HLHS), the Norwood procedure, will increase the number of children
needing cardiac surgery (as there waspreviously no surgical option offered in Bristol )
including Fontans, as this is the third stage operation for these patients. Since Bristol
started their HLHS programme in around 2009/10, there would have been an increase
in Fontans relating to this programme from about 2011/ 13.

21| atest data saught or supplied.
22 The information reported was that over the period April 2007 to March 2012. The Trust performed 42 Fontan procedures
with a notable increase in the volume of procedures in the period 2011/12 having done 19 cases in that year. In the reprt to the

Risk Summit it was noted that this was on the lower end of activity undertaken within the existing centres .
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11.3 More generally, what we saw was evidence of a service acutely aware of the
Obottlenecksd in its ability to admit chi

waiting lists and to increase capacity by (for example) adding to the numbers of
operating sessions. Consistently with this, we saw efforts to manage throughput more
efficiently. We did not see any evidence of some form of manipulation of either the
timing of procedures, or anything that would suggest that there was a failure to refer
children to other centres when appropriate. In particular, experts did not consider that
there was a need to have referred children requiring a Fontan procedure to another
centre.

12 Improvin g information  available through the National Audit

12.1

12.2

12.3

The New Congenital Heart Disease Reviewnoted that improvements are needed to the
accessibility and ease of understanding of the information on NCHDAG svebsite for
patients and families. We were told by NI CORthat had undertaken a survey of patients
to gain feedback on the quality and content of the current online portal, and that

further work is in progress. O

It had been intended to make information on 90 -day mortality available alongside 30-
day mortality from April 2016. However, the Review was informed that this work had
encountered some technical difficulties relating to obtaining accurate and timely data
in relation to deaths. Nearly all children will have gone home within 90 days , and those
children who die may die for reasons unrelated to their cardiac condition . The hospital
may well be unaware of these deaths Work is underway to assess the scale ofte
challenge in obtaining accurate and timely information regarding deaths. At present,
the timeframe for reporting on 90 -day mortality is not yet known.

The Review also noted the work to increase the range of the pocedures against which
data on activity is reported on NCHDAG s  w eahdsthosedncluded in the analysis of
mortality . The audit now reports overall survival at 30 days for 72 major surgical and
transcatheter cardiovascular interventions covering 84% of all procedures?.

13 Improving information about morbidity

13.1

13.2

Some families were concerned about the level of morbidity postprocedure in Bristol

dr e

and whether this was comparable to the results in other centres. By &é mor bi di ty 6

mean post-operative complications, whether after surgery or after catheterisation.

The Review discussed this issue with its Expert Panel, with NICOR and with
specialised commissioners. We heard that at present, it is not possible to estimate
accurately the true scale or impact of such complications. This is because there idlittle
solid information on how often such events occur, which patients are most at risk and
what the precise impacts are. There are no agreedourcesof data or means of reliably
comparing rates of complication from centre to centre.

23 National Congenital Heart Disease Audit Report 2012-15 4" April 2016
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13.3 At present, a research project is underway, led by the Clinical Operational Research
Unit (CORU). It seeks to identify paediatric morbidi ties which could be gathered and
studied, and to test the quality and usefulness of the information collected . The
research is due to bepublished in September 2018.

13.4 After consultation with both families and professionals, CORU has decided to measure
nine complications:

anew problem with the brain or nervous system

unplanned re-operation

mechanical support for the heart (ECLS/ECMO)

necrotising enterocolitis (NEC)

prolonged problems with fluid around the lungs / chylothorax;

problems feeding

major adverse event (eg, a cardiac arrest in intensive care)

kidney problems

hospital acquired infection

= =4 =4 =4 4 -4 4 -4 4

13.5 In addition, the study will seek to examine poor communication between the clinical
team and the family.

13.6 There are five participating hospitals, including the BRHC: Great Ormond Street, the
Evelina Chil drenods Hospital, Bristol Chil dr
Hospital and the Royal Hospital, Glasgow.

13.7 Families included in the study will be assessed4 times in the 6 months following a
procedure. The study will follow up those who have experienced a complication after
surgery but also an equal number of children who did not, in order to separate aut the
significant impact of the very fact of undergoing surgery from any additional impact of
having a complication. After the study ends in 2018, the next task will be to help all
hospitals to monitor these complications and to undertake further research on how to
reduce ratesof complication .

13.8 The Review noted that this work should provide much improved information for
patients, families and clinicians. The Review noted that the NCHDA too has been
collecting data on post-operative complications since April 2015, mirroring the
indicators recommended by the CORU study.

14 Conclusions
14.1 There is a fundamental difference between the circumstances revealed by the Bristol
Public Inquiry (where systemic weaknesses in the management oftwo procedures?*

2 Operations on AVSDs (Atrioventricular septal defect) and the ar terial switch operation .
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were revealed by the Inquiry), and the situation now. The work of the NCHDA in
monitoring and comparing activity and outcomes across surgical centres should
ensure that such a situation would now not go undetected.

14.2 The value of the NCHDA, as a simgle reliable source of information upon activity and
outcomes, is considerable. Those who manage it are aware thatmprovements are
needed to the accessibility and ease of understanding of the information on NCHDAO s
website for patients and families. O

14.3 The data available from the NCHDA shows that the outcomes of surgery and other
interventional procedures at BRHC were comparable with those in other centres within
the UK, from April 2010 i March 2015. Thereisno evi dence of an
following paediatric cardiac surgery or interventional catheter procedures at the BRHC
during the period of this Review. The paediatric cardiac servicesin Bristol responded
appropriately to requests for information about its outcomes and action takenin 2013
and 2014w h e n  a nwas taggezed, treggarding one procedure.

14.4 Concerns raised by parents that the data submitted by Bristol was inaccurate or
incomplete were understandable, and have led directly to changes and improvements
in the national audit. But we have set out why, ultimately, those concerns about poor
submission of data were not justified. Any gaps in the data were not the result of
incomplete or inaccurate information returns from Bristol, but were caused either by
how the NCHDA checked those returns using information from the Office of National
Statistics; or from the scope of the National Audit which did not, until recently, include
the results of diagnostic catheterisation.

6exce

145 NI COR6 s data validati on ( ¢ heckicergs)withptheoc e s s I

information recorded or submitted by the Bristol paediatric cardiac services. There are
concerns that Trust staff remain over-stretched. The Reviewconsidered that, given the
importance of the integrity of the data returned, this requires attention.

14.6 It is not possible at present to make robust comparisons of rates of morbidity between
centres. A major research projecton this topic is in hand which, together with data
collected by the NCHDA, should secure improvements in the information a vailable
over the next few years.

15 Recommendations
15.1 In the lig ht of the above, we recommend:

A@)That any review of the Department of Hea
NCHDA when its audits trigger alerts or alarms) should give specific attention to the need for
publication of the responses to outlier alerts, and of any actions taken as a result.

(2) The Trust should review the adequacy o
collection of data.
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CHAPTER FIVE : NETWORKS, DIAGNOSIS AND OUTPATIENT
CARE

1 Networks, and the Safe and Sustainable Review

11

1.2

The draft Safe and Sustainable Standards (2010) setout a series of aims for Networks
that would be led by Tertiary Centres providing active leadership in their clinical
networks.?> In relation to the BRHC, the assessment of the Expert Panel in December
2010 was that the CHD service had further work to do. If designated as a Tertiary
Centre, action would be required to transform good working practice and strong
individual relationships with trusts and clinicians within its network, into documented
protocols and agreed governance arrangements?® Further development of the Cardiac
Network was the aim of one of the sub-groups established as part of the Paediatric
Cardiac Programme Board. The Board aimed to secure progress in meeting the Safe
and Sustainable standards.

We set out below what we heard and s&, from parents and clinicians, about the
delivery of care across the network served by theBRHC, both across the South West
and into Wales, and about any developments in developing agreed pathways across
those regions.

2 Ante -natal diagnosis

2.1

2.2

2.3

24

2.5

The University Hospital Bristol (UHB) NHS Foundation Trust6 g$-etal Cardiology
Service provides a tertiary level screening and diagnostic service to the 19
maternity/obste tric ultrasound departments in the South West region. A diagnostic
service is also provided in support of the fetal cardiology services in Wales.

A significant number of parents who contacted the Review indicated that their child
had been diagnosed wih congenital heart defects antenatally.

The majority of these parents reported that they felt well prepared for what to expect
when their child was born and were positive about the fetal cardiology service. The
of fer to visit t HoeseeGaherd tieir eniddowsuld e caned foravhs
universally appreciated. However, a few families reported that they felt there was a
lack of information and support at this time.

We note that from its recent clinical case note review, the CQC found good evidence of
well documented parental counselling in cases of antenatal diagnosis with shared care
and the use of telemedicine in one case.

A small number of families expressed concern or distresswhen staff raised the option
of terminati ng the pregnancy at the time of diagnosis. The Review noted this is routine
practice, but needs to be conveyed very sengively. This is not only because of the

*Standard Al. Further details of the integrated care pathways were set out within Section A.
26 Report of the Independent Expert Panel, December 2010.
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possible religious, moral or cultural beliefs and values of the parents, but also because
the ability to consider options at the same time as absorbing the information about
implications of the diagnosis can be limit ed by the shock of receiving that information .

2.6 Some families from Wales felt that they were given different expectations during
antenatal counselling about the implications of the diagnosis by clinicians in Wales and
those in Bristol and felt they were presented with a less positive outlook by clinicians in
Bristol.

2.7 The Review asked clinicians in bah Bristol and Cardiff about this perception. It was
not possible to identify precisely why this should be, but there was awareness amongst
the clinicians th at for some families this had been a concern. Bth sets of clinicians
were agreed on the need to align communicationin a way that is received consistently
by parents in the various centres.

28 The Revi ewls Expert Cl i ni c apkrceied diftedlencecionsi der
approach between clinicians was perhaps understandable in the context of a disaission
at the time of diagnosis; presenting a stark prognosis at this time can seem harsh. In
addition , the diagnosis and outlook may change in response to thedevelopment of the
foetus, over the term of the pregnancy. There are also difficulties imposed by the
uncertainty of the changes occurring in the transition between the prenatal and
postnatal <circulation, as wel Ith. Thereigahdegree nabi | i
of inherent uncert ainty in any prenatal diagnosis, and the ability of any one individual
to impart this uncertainty effectively is inevitably variable .

2.9 Allthat said, the Review felt that there were real challenges in aligning communication
across all t he 061 evel p@viouwsly envisaged by the 8afevandr k |, su
Sustainable Review andnow developed by the New Congenital Heart Disease Review.

2.10 The Review was told that the fetal cardiology service in Bristol had experienced an
increase in referrals and this had resulted in significant pressures on the service for a
period of time during 2012 and 2013. A bid was made to commissioners for an
additional consultant in fetal cardiology and further support staff . Increased corsultant
sessions along with increased support from sonographers and the Cardiac Liaison
Nurses and more dedicated administrative support were provided in 2014.

2.11 The Review heard from clinicians in Cardiff and Bristol that the fetal cardiology service
in Wales was poorly resourced and was not able to meetthe standards set out in the
relevant British Congenital Cardiac Association Standards.?” Clinicians in Bristol also
felt that the necessary integration and communication with the fetal cardiology service
in the surgical centre in Bristol was also underdeveloped. They had concerns about
disparities in service for families and babies across the network Variations in
standards are a significant issue not least because around 40% of the patients treated

27 The British Congenital Cardiac Associati on St adfeta Andnsaly Scheening $taedardsi(2010)ar di ol ogy a
were those referenced in the Safe and Sustainable draft Standards: see Section B on prenatal diagnosis.
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2.12

2.13

2.14

2.15

2.16

by the service in Bristol come from Wales. Consistency of standards across the
network is a requirement of the New Congenital Heart Disease Review??

The Review noted that the service in Cardiff was currently provided by one fetal
cardiologist, serving a catchment area with a population of approximately 2.2 million.
The fetal cardiologist worked with limited access to support staff such as a specialist
sonographer or liaison nurse. Access to fetal Medicine is not always possible on the
same day as the patientattends the clinic. The Review was told that referral to the fetal
cardiology service in Wales operated on severely restricted criteria and that the service
was unable to meet the New Congenital Review Standard- that all women with
suspected or confirmed fetal cardiac anomalies should be seen within three working
days and preferably two. The Review was told that the fetal cardiology service in
Cardiff aimed to see women within two weeks, and had recently had difficulties in
meeting even that criterion.

Despite this, the ante-natal detection rate in South Wales for babies who required
surgery or therapeutic catheterisation during the first year of life (excluding those with

conditions not diagnosable antenatally), was amongst the highest in the UK at 53.8%
in 2013/14 and was slightly higher than that in the South West Region. Clinicians in
Cardiff felt that this excellent performance in detection of anomalies had been an
impediment to recognition of the need for investment in the fetal cardiology service.

The good detection rates hadalso resulted in increased referrals to the fetal cardiology
service, compounding the challenges for the service in Cardiff. The Review was told
that referrals to the fetal cardiology service in Wales have increased around three fold
in recent years.

The Review noted that this trend is evident across the country, as anomaly detection
improves.

The Review discussed the issue of commissioning to consistent standards with the
team leading the New Congenital Review and was toldthat discussions have taken
place with the WHSSC who are the commissioners of the service in Wales.

The Review heard from WHSSC that an investment was made during 2015/16 to fund
the time of a consultant, nurses in the clinics and a co-ordinator , to allow for the
provision of 55 additional clinics to reduce waiting times . In addition, the Review was
told that WHSSCH s Commi ssi oni ngl9 Bppraved if blarch 2006, 6
included further additional recurrent investment in fetal and paediatric cardiolo gy.
The funding is to provide three additional clinics for fetal cardiology a week, a
dedicated fetal ultra-sonographer and dedicated support for families from a
nurse/counsellor. It was anticipated that this would also help support the
appointment of a fifth Paediatric Cardiologist . We were told that additional clinics for
paediatric cardiology were planned to provide sufficient capacity to meet long-term

28 Which includes standards relating to fetal diagnosis: Standards K2(L1) and K3(L1).
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demand from 2016/17. The funding commitments w ould ensure that the fetal
cardiology service would be able to meet the standards laid down in the New

Congenital Heart Disease Review. More broadly, the WHSSC was working with the

NHS England Congenital Heart Disease Review Team, the new Congenital Heart
Network and providers of services to ensure the coordination of plans to improve

services

3 Pathways Across Networks

3.1

3.2

3.3

3.4

Across the period examined by the Review, thee were challenges inestablishing clear

pathways of treatment across the network, with clear and consigent communication to

parents. This was particularly so with regard to the management of transfers between

the service provided by paediatric cardiologists from UHW (where there was what

would now be regarded as Level 2 centrel i.e.aSpeci al i st Chil drenbs
Centre as defined by the NCHDR) and the BRHC.

An example of this was the difficulties raised with the Review about the management
of patients transferred from Wales to undergo a surgical procedure called patent
ductus ligation (PDA ligation) to resolve a condition called patent ductus arteriosus.
This is a congenital heart defect where the duct fails to close after birth. One family told
the Review that they understood that their baby was being transferred to Bristol from
Wales for PDA ligation. However, when they arrived in Bristol they were told that their
child would be assessed by the neonatologist and paediatric cardiologist and a decision
would then made about whether the child would be treated medically or surgically.
This caused great anxiety and distress to the family who felt their very young baby
should not have been transferred long distance if surgical intervention was not
required. This was particularly significant for the family concerned as the child
subsequently died in Bristol. Po or management exdectatiohseseripualy e nt s 6
damaged parental trust.

The Review was told that the approach to the management of PDA ligation has
changed over the years. I n the mid 1&®dDb6s it
surgical ligation. But new drugs became avaitble which created the option of using

medical approaches to treatment and avoiding surgery. The Review was told that

surgical ligation in premature babies was acontroversial issue and there were different

opinions amongst neonatologists on whether PDAs <hould be ligated. Many
neonatologists have a conservative approach to PDA ligation andrefer for ligation only

as a last resort. The decision to refer for duct ligation is that of a neonatologist, but the

decision to undertake the ligation resides with the surgeon and cardiologist.

It was accepted by clinicians in Bristol and Cardiff that there had been some confusion
about the process for clinical decision-making in the management of babies with
patent ductus arteriosus and that this had resulted in parents having expectations
which were then not in line with what , in practice, followed.
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3.5 The Review heard that as a result the neonatology and cardiology teams in Bristol and
Cardiff developed ajoint PDA ligation protocol which was put in place across the whole
network in 2013. A new leaflet for patients was also developed vinich explained that
referrals to Bristol would be for assessment and possible ligation We also saw
evidence of liaison and information -sharing between the Bristol and Welsh paediatric
cardiologistsi n t he | a tatdi and revieasnohthein dervices?®

3.6 Clinicians reported that there was now clarity about the pathway and they were now
better placed to give consistent information to parents. The Review noted the
importance of such consistency, in circumstances where there had been significant
confusion or distress to parents.

4 Information for Families

41 We noted that one of the observations o
that @’he reviewers felt that there was not as much evidence of families being given
appropriate written information about to diagnosis and management as they would
expect, although more evidence that written material was provided was seen in later
cases and in relation to bereavement supportd

4.2 The Review considered that there was further scope for reviewing information given to
families at the point of diagnosis (whether antenatal or post-natal), to ensure that it
covered not only diagnosis but the proposed pathwayof care.

4.3 Any such review should consider both the content of the information, and the means
by which it is conveyed.

4.4 The recommendations of the Kennedy Inquiry included a number of recommendations
on improved information, including that:
1 Patients should receive a copy of any leter written about their care or treatment
by one healthcare professional to another (we note that this has now been
implement ed by the Trust and nationally).

1 Information about treatment and care should be given in a variety of forms, be
given in stages andbe reinforced over time.

1 Information should be based on the current available evidence and include a
summary of the evidence and data, in a form which is comprehensible to
patients.

1 Various models of conveying information, whethe r leaflets, tapes, videos or CDs
should regularly updated, and developed and piloted with the help of patients.

29 Audit meetings were held annually by the cardiac clinical team from University Hospital of Wales (Cardiff). The meetings
were also attended by representatives of WHSSC and the Bristol cardiac team. The audit meetings provided the opportunity to
review the performance of the seavice, including in -depth scrutiny of outcomes. These audits covered patients referred to
Bristol. They also provided the opportunity to discuss individual patients and identify at any emerging patterns .
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4.5

4.6

4.7

In 2003, one of the observations of the Report on the Work of the UBHT Paediatric
Cardiac Surgery Inquiry Stakeholder Group had been:

d'he provision of informatio n in other formats, e.g., tapes, videos is an under
developed process in the Trust. The overall development of the patient
communication and information work is to be commended, but the provision of
information in other formats would require additional i nvestment.0

Di scussing the implementation of the Publ
referred to leaflets used to support verbal information and noted that &Vork is being
undertaken in Childrends Cardi ac kterelatingc e s

to communication of risks and complications with regard to the various local
procedures and interventions carried out.3° In addition, it was apparent that further
efforts were being made to sign-post families to internet resources, as well as using
computer or smartphone apps in work with children and young people.

Tapes videos and CDs have now been largely replaced by a demand for internet
resources. The Review felt that there was further scope for ensuring that information
about diagnosis, treatment and care was delivered electronically, and that parents were
directed towards information and resources which they could explored at their own
pace. We have discussed the work done on the process of seeking consent to surgery
in Chapter Six; we were told that the surgical team were seeking to adopt such an
approach. The Review felt that the same need existed at all stages of the pathway
journeyed by patients and their families.

5 Out -Patient Services

51

52

The majority of families who commented on their experience of the outpatient service
at the Childrend6s Hospit al w e r ewithgtieerservica. IMany praisechthee n t
staff.

®uring [outpatient] appointments we were encouraged to ask questions and on
several occasions | would text [th e consultant] with my concerns which he would
reply to within the hour. 6

dhe appointments process has been well managed and we have never had to

waittoo longinthewait i ng room to see the consultant.

e often speak about the excellent quality of care, the professionalism of the
hospital staff and the remarkable provision we experienced during a Il our

A

out patient appointments. 0

A number of families did, however, report that clinics seemed rushed and pressured
and they did not have enough time to ask questions. A few families reported a lack of
informatio n ahead of attending the clinic about such matters as how long they would

30 Trust assessment of UHB compliance with the recommendations of the Public Inquiry (2014).
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5.3

54

55

5.6

5.7

be there, the tests that would be undertaken and practical details such as theneed for
the child to wear suitable clothing t o undergo an exercise test.

A small number of families felt that staff did not deal appropriately with their
childrenbés di swhenaisdsrtaking grocedures iars tegts in out-patients.
There were also concerns voiced by a family who had bee away from Bristol when a
crisis affected their child, about the extent of the expertise available to manage
congenital heart defects at a local hospital within the South West; it was vital to be able
secure quick access to advice back in Bristgl as well as emergency retrieval services
To the Review, this indicated the importance of strong networks, with clear and well -
known procedures to ensure specialist adviceand help could quickly be obtained.

The most consistent theme from those families who reported any aspect of poor
experience regarding out-patient care was in relation to appointment s. A number of
families reported that appointments were not forthcoming in the timeframe that the
consultant had indicated for follow -up and it was difficult to get this resolved when
they tried to get appointments arranged. Some reported multiple phone calls and high
levels of concern and frustration before a resolution was arrived at.

A small number of families had experienced delays in follow-up out-patient
appointments which they were concerned had adversely affected their child.

The quotes from parents below express the nature of the concernsconveyed to the
Review:

@ s a parent | have learned and firmly believe that you need to be proactive in chasing
up appointme nts, passing information about [my child] between doctors etc. Ideally
thisisnothowitshoudbebut it seems to be the real

@ur observation is that there seems to have been miscommunication within the
administrative areas, resulting in unnecessary appointments, a missed appointment
we were not aware of and some long delays in actions being taken following
consultations. 06

& e did not receive an appointment from the Children's Hospital and had to chase this
up on several occasions. It was only after contacting the manager of cardiac services
that we finally received an appointment. This was not a one off and for each of the
subsequent appointments our child had with the consultant Cardiologist at the
Children's Hospital, we had to chase up the appointment. 6

A number of different factors were highlighted by these comments from parents and by
our own reading of documentation. In discussing them it i s necessary to distinguish
between outreach clinics outside Bristol, and those held at the BRHC itself. We
discuss both below.
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6 Cardiac Outreach Clinics

6.1

6.2

6.3

6.4

6.5

6.6

6.7

As set out at Chapter Three, cardiac outreach clinics were held in district general
hospitals across the South West by the consultant cardiologists from UHB. The
systems for booking appointments and the referral letters back to UHB which might
sometimes follow, were the responsibility of the relevant hospital concerned. They
were not the responsibility of the UHB , although there might be co-ordination between

aconsul tant 6s $e BHBendatheybookings tdam at the district general
hospital concerned.

The comments that the Review received from families about these clinics were largely
positive.

That said, there were serious concerns raised by one family. It was clear what lay
behind them were failures in the booking system ofahos pi t al wher e
clinic was held. The Review heard of difficulties relating to the introduction in a

District General Hospital of a patient administration system, dillennium § in 2011. A
follow-up appointment that was due in early 2012 was not promptly booked. It was

repeatedlbythéchhdéedparents and nur swasnmdef or e

As recorded subseqrent | 'y i n a CoDue to¢he Giture ofehe chasmtal :
outpatients booking system there was a 5month delay in [the child] being seen and
receiving necessary treatment. [His] heart was disadvantaged and hedied following
urgent surgery. o

The problem was investigated by the Hospital Trust concerned, which noted that
problems had been identified with the process for recording requests for follow-up
appointments; clinic 6 ketters and outcome forms were not always being uploaded into
the system for scheduling appointments. Action was taken by the Trust concerned to
remedy this.

This was a tragic case. But the Review noted that, in relation to the delay in re
scheduling the clinic, the systems concerned were not managed by the UHB. In
addition, it was apparent that the Bristol cardiologist who provided the ou tpatients
clinics had made several attempts tohighlight risks and to clear any backlogs.

The Review discussed with clinicians the implications of providing clinics across a
network whilst relying on the administrative system s of the hospitals concerned. It
was recognised that there wereboth strengths and weaknesses in such a model.

The Review heard from some cardiologists that if the District General Hospital where
there is an outreach clinic has a Paediatrician with an interest in Cardiology (a PEC),
the arrangements worked well. There wasa local clinician who under stood the needs of
the child and the frequency of follow-up required. Working with the PEC meant that
the skills of the tertiary consultants could be used to best effect and families received
consistent information . In the absence of a specifically commissioned network,
however, the presence of a PEC was adhoc and dependent on the priorities of
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6.8

6.9

6.10

individual Trusts. The absence of a PECcould result in increased referrals to the
tertiary cardiology service, placing further pressure on this group of clinicians and
their clinics .

The NCHD Review model of care now requires local cardiology centres to employ a
PEC to provide monitoring and care, and run outpatient clinics alongside specialists
from the Specialist Surgical Centre. Standards set out in the NCHD Reviewshould also
help to strengthen and improve outpatient services across the network by requiring
improvements in telemedicine and IT .31 At present, there are a number of
unsatisfactory ad hoc arrangements for the transfer of images following outpatient
appointments.

Requiring a | | | ocal chil dr eto@&mploycaaREG Cao beoegpected ®nt r e s

reduce some of the demands on theBRHC cardiologists. Currently , in the absence of a
PEC thereisnoappropr i at e oOf i | tothetdtiarf aemtre.r ef err al s

The requirement from the NCHD Review to appoint a network manager is also
anticipated by the Review to be a helpful move to build up the communication across
managerial and administrative teams in hospitals where outreach services are
provided.

7 Scheduling of Outpatientsodo Clinics at

7.1

7.2

7.3

7.4

The quotes set out above reflected frustrations on the part of a number of parents
about the systems for scheduling outpatient appointments in Br i s tcavdioldgy
clinics.

The Review was told by cardiologists at Bristol that there had been some errors in
managing appointment s which had resulted in some children being seen later than
intended.

The Review was told that, atleast in 2009, there had been insufficient guidance given
to administrativ e staff about the timeframe within which patients needed to be seen
when re-booking appointments when the parents cancelled or the consultant had to
cancel a clinic.  In those circumst ances, patients might

avail abled6 appointment . resthHedukng witboutlregardnie a n

the time by which the child was meant to be seen again. This problem was a Trust wide
problem. The system was subsequetly changed to ensure that the patient would be
re-booked within the appropriate time frame , or efforts made to find time of a clinic
time.

t

h e

be
a

S
d

The Reviewds examination of documents showed

continued concerns about the robustness of booking procedures, prompted by a

*NCR standards A16L1 and A17L1, page 72.
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7.5

7.6

7.7

7.8

7.9

number of documented incidents, some of them serious. During the course of 2010
and 2011, analyses arising out of such incidentshighlighted the need to:
1  strengthen the referral pathway from the Neonatology Un it at St Micha e | 6 s ;
1 eliminate delay or error in the entry of referrals or requests for appointments
received bythe administrators of outpatients;
1  ensure that children whose appointments were cancelled, whether by the
hospital or by the patient or parents, were re-booked in a timely manner;
1  ensure proper follow-up of those who did not attend an appointment. Such

patients were commonly r ef e ®NAsd Fatlue toa s

attend an appointment could have many causes, but, at least ifrepeated, could
raise concerns about the careand welfare (safeguarding) of the child.

It was apparent that, as a result of cancerns about reported incidents, work was carried
out in mid-late 2011 to strengthen processes. TheDNAGpolicy and the trainin g in
safeguarding of the cardiology team were reviewed to see that they were up to date.

a OcL

There was r ef eauwdicted toof ac @dsmd nnot es tpatemevi ew t

clinic bookings, as part of a process of analysing gas and seeking to put fail-safe
procedures in place. A new form was developed for use if a child did not attend a clinic
to ensure proper follow-up.

In April 2012, the BRHC introduced a new patient administration system, Medway. We

heard from a consultant cardiologist that a problem with the use of the system used for
booking out-patient appointments followed, in that some patients were discharged
from the system who had not been discharged by the consultant The conaultant told us

that the problem had, however, been resolvedthrough the process ofgovernance

We sought to establish further details and noted that, despite the work on
strengthening processes undertaken in 2011, in late 2012 a further two incidents were
recorded which raised questions about the robustness of the system for bookings and
follow-up. One related to a situation in which a referral had been made to the
cardiology team and the child given an appointment. The appointment did not take
place, but the patient was nonetheless taken off the system. A review of a further

A

incident not ed that the Trustés DNA policy-was no

attendance at an appointment followed up with GP and referring consultants but not
with the family or health visitor. Problems also aroseabout sharing informat ion about
missed appointments across more than oneteam of specialists.

Actions to be taken as aresult of ther evi ew i ncl uded agaswBIN&
steps to develop the use of the Medway system to ensure thahon-attendances were
flagged up and could be recognised if they occurred in more than one department.

There was also a recognition that a new system for cancellations was required.

It is apparent that by early 2013, about 12 months after the switch to the new patient

administratio n system, there were concerns being raised about the management of
outpatient appointments under this system, as well as ceordination between teams of
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specialistsand children being Ol ost to follow up6o6.
meeting held in January 2013, the Lead Doctor for Paediatric Intensive Care and

Paediatric Cardiac Serviceasked for a risk assessment of cardiology outpatient services

as a result. The work done as a resut of the flagging of these matters is discussed

further at 10.7, bdow.

7.10 We also saw evidence oftwo cases where the handover from a consultant who was
leaving to a colleague resulted in referrals for procedures being left without action for a
period of weeks, with referral letters being left unopened.

8 Pressures onthe Outpatients Clinics

81 As we have set out above, a part of some patl
clinics could be rushed or that they felt that they had inadequate time to ask staff
guestions about their children.

8.2 We heard from cardiologists that th ere had been pressures on oupatient services,
particularly for the clinics held in Bristol, rather than elsewh ere across the network.

The schedulesfor out patient had been very busy at certain points.

8.3 Cardiologists highlighted that they did take steps to run extra clinics from time to time,

or 6mbovekedd to fit in additional patients u
pressures. They also told us that steps were implemented to improve the efficiency of
clinics.

8.4 Inlate 2012, one consultant wrote graphically about the problem of overbooked clinics:

& was attempting to start my clinic (13.45) which had a large number of patients

booked. Not able to get into my room, since the morning clinic was overrunning

as usual (due to tehmd atoolm3 .whben hatb2b@dremed : O
45 minutes to see, ECG and echo 15 patients. This led to some patients not being

able to have their investigations, the technicians have to leave soon after 5pm.

This is a recurring theme, with patients waiting | ong times for investigations and

not even being able to find a seat. Dr Y has a clinic at the same time, which makes

it rushed and intolerable for staff and patients. Many times | am then on call for

the cardiology service at 5pm. 6

8.5 An analysis which wascompleted by March 2013n ot e d t duipdtientclnies ace
at times overbooked often in response to clinical need; the booking process does not
currently comply with trust standards and at times patients need to be added on
because of their clinical situation. This can result in overbooking and a difficult
working environment f or doct or s an dt wasunstptedr but clearlyathd . 6
results were equally unsatisfactory for families.
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8.6 The actions identified in response were:
1 the cardiac outpatient process and pathway weret o b e r eSufiicenve d . 0
support staff, echo facilities, time and space must be available to sustain a high
standard of patient care. A regular commitment to service delivery should be
balanced by spreading the workload andifnecessary i ncreasing cap
risk assessment to be completed
patient satisfaction surveys to be completed
DNA policy audit
anew system for cancellations was required

= =4 =4 =4

8.7 A risk assessment was placed on the Divisional Risk Register on the 2nd of Fehlsary
2013. It recorded that @& local review by the lead doctor for cardiac services suggests
that there are issues relating to outpatient capacity for the cardiology service. The issue
can be summarised as:

1 referral and booking processes
1 clinical sessions being changed with minimal notice impacting on OPD function

A

1 cardiology clinic capacity. o

88 The risk was r a.tTha conrds lisieoh oethie rtoaimma¥ing clinical
capacity and efficiency.

8.9 In autumn 2013, the problem was addressedin a letter in the following fashion, in
response to a patientd somplaint about delay in receiving a follow -up appointment in
the spring. The | etter noted thatindifice consul tant 6s

®. were in high demand dur acongeqiehcesomegoér i od of
his patient's follow up appointments were booked later than originally

anticipated. The main contributing factor to this was insufficient capacity and the

consultants and managers have been working hard to resolve this issue over the

spring and summer.

| am pleased to report that the wait for clinic, for both new and follow up patients,
is now much less. The consultants have all undertaken extra clinics and this
further injection of capacity is planned to continue until December this year. The
managers at BRHC have also acknowledged that clinic waiting times have been
too long and there is now a clear plan to move forward with the appointment of
an additional consultant post to focus primarily on the outpatient service and the
reduction of waiting time.

The managers are also completing a piece of work around the mix of new, follow

up, and urgent appointment slots, to make sure that every clinic has the

appropriate mix of each to enable more urgent patients to have easy access as and
when required. For urgent patients currently an appointment ¢ an be offered

within four days. 6
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8.10 In summer 2014 improvements were made to the outpatient facilities with larger
rooms and the provision of three rooms in the place of two where echocardiography
could be undertaken. Support staffing was subsequently expanded, with the
appointment of another echo technician and cardiac physiologist.

9 The scrutiny by the West of England  Child Death Overview Panel
9.1 When child deaths were reviewed any incidents which had occurred during
treatment were included in the review, irrespective of any direct link to the cause of
death. Such matters could include failures in the appointments systems (e.g., delayed
or missed appointments). Evidence of the actions taken to improve out-patient
services was presented by the Trust to the West of EnglandChild Death Overview
Panel (CDOP), as part of the Child Death Review process. The Review noted that in
2010, 2011 and 2012 CDOP was satisfied that the action plans mpared by the Trust in
response to serious incidents addressed the issuegabout appointments that had arisen.

9.2 In 2014, CDOP sought further specific assurance that problems relating to
cancellations of clinics and ®@NAsbwere being addressed. Those isses have been
outlined earlier in this Chapter. The Clinical Chair of the Division of Womend and

Childrenbés Services responded to enquiries il
actions to strengthen the current systems had included:
i adherencetotheTr ust 6s policy to follow up Did Not

1  weekly validation of both new and follow up waiting lists by clinic co -ordinators
who worked with the specialty concerned;

1  twice weekly monitoring of outpatient performance, particularly length of wait
for appointments.

9.3 There had also been work to develop systems further, including:

1 th e i ntroduction of 6parti al bookingé, a
appointment suitable to the family over the telephone, to reduce DNA and
cancellation rates;

1 the introduction of a text reminder system with reminders sent via mobile
telephone;

1  full review of the DNA policy by the safeguarding team;

1  introduction of 100% adherence of stamping all referrals on day of receipt and
of putting referral letters in front of records for first appointment.

9.4 The letter outlined plans to develop the case for two further Consultant posts,
6supported f or ,tedsuppartthe mtroduatign ofym@m@ oulpatient clinics.

9.5 In the letter of the 14th April 2014 , the waiting list time for outpatients was said to be
13 weeks (having improved from 22 weeks, some 9 months previously). 94.62% of new
patients were seen within 13 weeks(up from 74%, 9 months previously). Extra clinics
wer e i n pl acTaecor@spondence alsy thtuded data to show that the DNA
rate for cardiology clinics had fallen from 16.9% in April 2013 to 6.8% in 2014/15 for
the year to date from March 2014. No complaints had been receved regarding
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contacting t he Out Boaking ¢eant for Dde mpoathst mieeredasod s
previously this had been a 6regul ar themebd

9.6 Further work continued. The Review noted, for example, evidence of audits of DNAs
developed across 2014. The Composite Caliac Action Plan of March 2015 noted
extensive work on policies to be fwllowed when patients did not attend for
appointments.

10 Adequacy of cardiologist staffing
10.1 In 2001, the Kennedy report wrote:

d’here was also a national shortage of paediatric cardiologists. In the late 1980s, the

British Cardiac Society and the Royal Colege of Physicians of London regarded this
shortage as O6very worryingbé. This national s h
the early part of the period of our Terms of Reference there were only two senior

paediatric cardiologists. A third was appointed in 1989. There were no trainees who

could support them. They bore an extremely heavy workload involving not only their
patients in Bristol but the need to visit 60
and South Wales 2

10.2 Compliance with the draft Safe and Sustainable Standards (2010) would have required
the employment of at least one paediatric cardiologist per half million population
served3?® By 2010, the numbers of Gonsultant Paediatric Cardiologists in Bristol had
increased to six, with two further appointments imminent; in addition there were four
Consultant Paediatric Cardiologists at the University Hospital of Wales. 34 But the
demands upon these individuals had increased too. It is apparent from the discussion
of the outpatients clinic s above that, by 2012 or earlier, the capacity of the consultant
cardiologists in post at the BRHC to cover the workload placed on them was a cause of
concern. The Review was told that benchmarking of cardiologist staffing at Bristol
compared to othercentre s i n 2013 had indicated that the
end?©d.

10.3 The Review noted two new consultant cardiologists took up post in April and July 2015
and that a further appointment was expected.

10.4 Some clinicians we spoke to thought that the out patient service was still under
pressur e. The Review heard from consultants
cardiac service that there was a view that the cardiologists were stretched and that
further support was required from paediatric cardiologists to, for example, NICU.

32 Report of the Bristol Royal Infirmary Public Inquiry (2001), page 60, paragraph 46.

s Standard C8. The Report of the Independent Expert Panel (December 2010) did not comment on compliance with this draft

Standard. It has been carried forward into the NCHD standards: standard B13(L1)nowr equi res t hat O6Each speci al
Surgical Centre must be staffed by a minimum of one consultant paediatric cardiologist per half million population served by

the network, working flexibly across the networkbd.

34 Information contained in the self -assessment return to the Safe and Sustainable Review, 2010.

68



CHAPTER FIVE: NETWORKS, DIAGNOSIS AND OUTPATIENT CARE

10.5 The Reviewdos over al |l i mp thee sergice gemained tndertrds@utced, in
terms of the cardiologists available to meet local demand.

10.6 Furthermore, there was a needfor a review of the outpatient facilities and resources.
The Review heard of gaps or inadequacies in the physical space available for clinics, the
time available for cardiologists to plan their clinics, the absence of equipment to enable
the viewing of echocardiograms in the consulting rooms, and in the availability of
cardiac physiologists or technicians to support clinicians.

11 Conclusions
1111 n December 2010, the Safe and Sustainabl e R
concluded that arrangements across the network were based on strong individual
relationships rat her than documented protocols.?® The Review notedlimited change
to that position in the course of the Review, with development of the PDA protocol
between clinicians in Bristol and Wales an exception to this picture. But it felt such
limited development was not surprising, given how the Safe and Sustainable process
came to a halt. The Reviewnoted the recent appointment of a Network Manager by the
UHB, and the plans for future development as a result.

11.2 There were challenges in ensuring consistent information was given to families,
particularly when care was shared or passed between referring clinicians outside of the
Bristol service, and those based at the UHB The difficulties in managing
communication and expectations in the treatment of patent ductus arteriosus, between
Wales and Bristol, was one example of those challenges.

11.3 The matters most frequently raised by families concerned recurring problems with the
robustness of systems for booking outpatient appointments, for re-scheduling missed
or cancelled appointments and, we add, for following up those who did not attend.
There were also concernsabout the capacity of the service given the demand for
outpatient clinics, and the need to systematise the procedures in the outpatient clinic,
such a observations of patients, review of observations by medical staff and
procedures for escalation of abnormal observations.

11.4 The causes of these difficulties appear to have been many and varied.

11.5 Our experience of appointments systems is that they are frequently the source of
patient frustration and complaint, and that it is difficult to eliminate occasional error
or instance of poor communication. There is evidence’¢ that, as might be expected,

% The Report of the IEP, p53, noted that the documented clinical governance framework for UHB was not matched by the

existence of documented frameworks for the network. The network was dependent on strong individual relationships rather a

strong formalised structure. Good working practices with other Trusts were not formally docume nted. There was a lack of

clarity over Bristolds role as |l eader of a network and the impact

%See the report of the CQCoO6s inspection of the Trust, December 20!
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11.6

11.7

11.8

11.9

issues in the management of outpatient appointments were not limited to the

paediatric cardiac department, but were a Trust-wide. Without suggesting that the
situation described was an acceptable one, t
challenges in the management of paediatic cardiac outpatient appointments were

likely to be similar to those faced not only more generally in the UHB, but in many

hospitals across the country. Moreover, the Review considered that there had been a

6step changed in the response to these issu
appeared that more vigorous action had been initiated.

Cardiac children are, however, a vulnerable group. Their condition can change and

deteriorate quickly, with potentially life -threatening consequences. This highlighted

both the general need for stringent adherence to planned appointment timescales and

the importance of the issue ofthos e chi | dr e n-u p bThes Revieweeltthadb | | o w
this was an issue of real i mportance througho
at the stage of transttion to adult services.

The standards developed by the NCHD Review should enable the development of an

effective network, with consistent standards to be met by all centres within the

network, including in the planned deployment of professional expertise (e.g., the
appoint ment of Opaediatricians wi tWithouta n i Nt e
underestimating the challenges that will be faced n meeting those standards, their

development nevertheless represents an important step towards achieving equitable

access to services.

The processof commissioning in Wales stood outside the NCHD Review. This Review
felt that there was an urgent need for the effective implementation of standards
designed to ensure consistency of services for patients/families across the network,
including in fetal medicine, maternity and neonatal services both within Wales and
between Wales and Bristol.

The Review noted the commitment given by the WHSSC to working with the NHS
England Congenital Heart Disease Review Team, the newCongenital Heart Network
and providers to ensure the coordination of plans to improve services. It endorsed
the importance of ensuring the consistent provision of services, to a uniform standard,
across both England and Wales.

12. Recommendations

121

In the light of the above, we make the following recommendations , addressed
respectively to those named:

(3) That the Trust should review the information given to families at the point of diagnosis
(whether antenatal or post-natal), to ensure that it covers not only diagnosis but also the
proposed pathway of care. Attention should be paid to the means by which such
information is conveyed, and the use of internet and electronic resources to supplement
leaflets and letters.
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(4) That the Commissioners and providers of fetal cardiology services in Wales should
review the availability of support for women, including for any transition to Bristol or other
specialist tertiary centres. For example, women whose fetus is diagnosed with a cardiac
anomaly and are delivering their baby in Wales should be offered the opportunity, and be
supported to visit the centre in Bristol, if there is an expectation that their baby will be
transferred to Bristol at some point following the birth.

(5) The South West and Wales Networkshould regard it as a priority in its development to
achieve better co-ordination between the paediatric cardiology service in Wales and the
paediatric cardiac services in Bristol.

(6) There should be explicit recognition
time other than transition and transfer to other centres, which are the points explicitly
refl ected in the NCHID&sandard shouldrbé bromdemdby &NHSI .
England, to recognise the issues of safeguarding which cararise for vulnerable children.

(7) The paediatric cardiac service in Bristol should carry out a periodic audit of follow -up
care to ensure that the care is in line with the intended treatment plan, including with
regards to the timing of follow -up appointments.

(8) The Trust should monitor the experience of children and families to ensure
improvements in the organisation of outpatient clinics have been effective.

(9) In the light of con cerns about the continuing pressure on cardiologists and the facilities

and resources availabl e, t he Chil drenods
comparable centres and make the necessary changes which such an exercise demonstrates
as being necessay.

(10) NHS England should gather and/or publish, to the extent possible, the data necessary
to assess the implementation of the NCHD standard, that tertiary centres should employ
one consultant cardiologist per half million people served, working flexibl y across the
Network.
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CHAPTER SIX : ADMISSIONS TO HOSPITAL

1 Pre-operative and pre -interventional cardiology care - Decisions

11

1.2

1.3

1.4

15

regarding treatme  nt plans

The first stage in the patient journey towards any operative or cardiology intervention
is jointdecision-ma ki ng by the team of <clinicians

i nvol

It is a longstanding expectation that every Speci ali st e@teiwildr enbs

have a dedicated specialist multidisciplinary team (MDT) that meets weekly to
consider the management of cases In many centres, including Bristol this is called a
JCC meeting. This expectation is set out in the standards set by NHS England aising
from the New Congenital Heart Disease Review and was also set out in the Safe and
Sustainable Review Sandards published in 2010.

It is expected that patients undergoing complex cardiology interventions or any
surgical interventions must be discussed in an appropriate MDT meeting. The MDT
meetings are considered to be pivotal to the quality of clinical decision-making and
associated outcomes for patients. All rare, complex and innovative procedures and all
cases where the treatment plan is unclear @ controversial are expected be discussed at
the MDT.

The overarching principles of an MDT meeting are that the key members of the team
are present, the frequency is sufficient to meet the demands of the efficient running of
a service and that the wishesof the patient or family are taken account of. An effective
MDT seeks to discuss allmatters relevant to the management of patients and should
include a minimum core group of members with the necessary range of expertise
(including surgeons, interventiona | cardiologists and non-interventional cardiologists) .
Together they should be able toreach a consensughat has incorporated all the factors
requredto achi eve opti mal ma n a g e mé is tconsidéred tgdoe
practice to have members of dher medical specialties (e.g. cardiac anaesthetists
nurses and allied healthcare professionals) present as well, although this may not
always be practicable.

The Review asked clinicians about the functioning of the JCC meetings in Bristol. Some
of the clinicians the Review spoke to felt that meetings had not been well organised and
it had been difficult to timetable and to cover all the cases that should be discussed
each week. One cardiologist expressed frustration about thelack of resources available
t orunda very complex surgical interventional MDT 6 The Review heard that a
persistent concern had been lack of adequate administrative support for the JCC. In

July 2012 the report on a serious incident recommended administrative support be

made available for the JCC, after questions were raisedabout the depth of involvement
of Welsh cardiologists. No action was takenimmediately as no funding was judged to
be available. An appointment was finally made in May 2013. The Review was told that
the meetings were much better planned and efficiently run once the JCC ccordinator

had been appointed.
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1.6 Improvements to the JCC were linked to the work on team-building carried out in
2013, in the wake of various investigations in 2012 and the CQC inspection in
September 2012. We were told that as a result seniorrepresentatives from the Theatre
Nursing Team joined the meeting, thus facilitating the scheduling of operations and
enhancing communications between theatre and ward nursing staff.

1.7 The Review heard from paediatric cardiologists in University Hospital Wales that it
was difficult for them always to participate in the meetings because of clinical
commitments and scheduling clashes. It had become more difficult over time to
participate as a result of increased workload. This was felt to be disadvantageous by
clinici ans in both Bristol and Cardiff, as well as contrary to best practice 37

1.8 Some clinicians told the Review that they felt parents sometimes got different
information about t heileatmenmt planlbecduse cammaonicationi on a n o
across the cadiology teams was not always agyood as it could be.

1.9 The Review was told that the poor facilities available for the JCC meeting and an
outdated image archiving system had hampeed the efficiency of the J C CThe imaging
equipment, the archiving system, all those things are essential for a cardiology
department to run and they just didn't happen. | saw t hose as bedadg maj o
one. There were, and we understood still are, also difficulties due to separate systems
for managing records in Wales and Bristol.

1.10 The Review was told that in some other centres the clinicians had worked, the
cardiologists would have time in their job plan in advance of the JCC to prepare the
cases and identify the keyimages to support discussion of the case.Although there was
also time in job plans at Bristol, the cardiologists in Bristol neverthelessfelt that they
did not get sufficient time to prepare and time was wasted as the team had to run
through multiple ima ges to find the key ones.

1.11 Clinicians told the Review that recently they had audited the echocardiograms and had
demonstrated that improvements were needed to support JCC discussions. This work
was in progress in spring 2015. The Review was told that the service had secured
funding for an improved data archiving system that will enable all echocardiograms,
MRIs and cardiac catheter data to be integrated into one system across the hospital so
that if an echocardiogram was carried outin the neonatal intensive care unit it could be
looked at in the cardiac unit. It was reported that the new system would be in
oper ati on .6TheBxpeit Ranetfeltahat@ristol was an outlier, in not having
such a system in place during the period of the Review.

37 See, for example, the Safe and Sustainale draft standards (A27), which stated that staff from across the network should be
encouraged by the Tertiary Centre to attend MDT meeting when, for
than one speciality team. In the alternative, participation could be secured by video or teleconferencing.
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1.12 The Review noted that in at least one of its case reviews it had seen evidence of the
limited involvement of clinicians from Wales in the JCC, and felt that this had affected
the quality of pre -operative planning. Problems of communication were also evident in
the history of the questions concerning PDA ligation, referred to in Chapter Five.

1.13 The Review felt that the matters outlined above were real impediments to the creation
of a network that functioned as effectively for Welsh patients as for others from the
south west of England.

2 The Process of Seeking Consent

2.1 The pathway following a decision by the JCC s to schedule an operation and contact
the parents. The parents and child, if appropriate, would then have a meeting with the
surgeon to discuss theoperation, its benefits and risks.

2.2 A number of parents raised questions or concerns about the process hat was followed
to inform them about their chil dos proposed operati
obtaining of consent that followed.

2.3 Theycovered a broad range of topics. They included:

1 a sense that the family concerned had struggled to understand the information
that was being corveyed, and, at times, had felt rushed into agreeing to
procedures;

1 concerns about the accuracy or completeness of the inforrmation that was given,
including about the nature or extent of the risks involved;

1 in a small number of cases, concerns about the identity of the person who carried
out the procedure, such that the person who obtained the consent was not the
person who carried out the procedure.

2.4 It is right to acknowledge that we heard also from a number of families who felt that
the processof obtaining consent was thorough and they were well informed about the
procedure, the reasons for it and the risks.

@&rguably the most important conversation of our son's life was the one held
between my wife, myself and [the consultant] when he came to take informed
consent for the surgical repair of the aorta. We found him to be clear, to the
point and honest. He fully explained t he risks and benefits of the operation and

A

wasent i rely professional . 0

0 The s fulygxplaned the risks and benefits of the proposed surgery . . . he
spent some time with us and explained everything fully and | was very
i mpressed with him.d

3 Conveyin g information about procedures: r ecordings
3.1 We heard from a number of families who felt that the information which they had been
given was difficult to understand, incomplete or failed properly to address their
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guestions. The Review has commented on theséssues, so far as it is able, in some of

the individual family reports. Ther e ar e r eal di fficulties in s
later point in time, discussions between clinicians and families. It is an inevitable

feature of the emotions and anxieties which attend the care of a sick child that not

every word of a discussion about procedures and risks is heard and there is scope for
misunderstanding even when all are well-intentioned .

3.2 We have noted below, the improvements made to the process of se&ing consent prior
to surgery, in cardiac services at theBRHC. We have sought to examine what further
scope for improvement may exist.

3.3 The Bristol Public Inquiry gave great emphasis to the importance of communication
with children and families and parti cularly to the notion of partnership between
patients and professionals. Good communication provides the bedrock for effective
and informed consent.

3.4 Recommendation 24 stated: 0 Ae process of informing the patient, and obtaining
consent to a course of treatment, should be regarded as a process and not a on®ff

A

event consisting of obtainingapat i ent 6 s sigéature on a for m.

3.5 Recommendation 26 stated: ¢ #\part of the process of obtaining consent, except when
they have indicated otherwise, patients should be given sufficient information about
what is to take place, the risks, uncertainties, and possible negative consequences of
the proposed treatment, about any alternatives and about the likely outcome, to enable
them to make a choice about how to proceed. o

3.6 Recommendation 10 stated that. @ ape-recording facilities should be provided by the
NHS to enable patients, should they wish so, to make a tape recording of a discussion
with a healthcare professional when a diagnosis, course of treatment, or prognosisis

being discussed. 0

3.7 The recommendation about dape recordingbwas one that was not accepted nationally
and, in common with all other similar institutions, was not implemented by the Trust.

3.8 The Review askedabout perspectives on the issue of recording now, particularly given
how technology has moved on The Trust reported that they did not do this but they
encouraged families to bring someone else with them and take notes. They hadnot as
yet found a practical and cost effective method to provide recordings and/or
transcript s of the discussion to families. More information was also now provided in
written form, after an appointment.

3.9 In feedback from families and at least one of our expert case reviews, we noted the
existence of disputes about what had been said at consultations before a planned
procedure, and whether risks had been accurately conveyed For example, there was a
dispute as to whether or not information recorded on the written consent form had
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also been conveyed orallyin discussion. In another case, a surgeon had not noted in

writing , a statistical estimate of the risk that he had quoted to the family. These are
precisely the sort of circumstances that the recommendations of the Bristol Public

Inquiry were intended to address. It i s at best disappointing that they can still occur.

They were important here, not because it was difficult for the Review to reach firm

conclusions about what might have been said, but because confusion or differing
recollections of such important discussions was a potential source of distrust between
clinicians and families.

310 We further noted the CQCbs comment s, in its ¢

awo particular aspects of preparation were not well documented in the records
reviewed. Firstly, in the majority of cases the risk of surgery was not expressed in
numerical form in the documentation of consent. This does not mean that it was not
discussed, but the reviewers regard it as good practice for the surgeon to record the
percentage risk of mortality or o ther major complication that they have discussed with
the parents or carers in the record or on the signed consent form. This ensures that
there is no ambiguity when a procedure is described as high risk or low risk. In two
examples reviewed features ofte i ndi vi dual chil dbébs condition
procedure would carry a higher risk than would normally be expected for this
operation. It was unclear from the case notes whether this was discussed during the
consent proces®

3.11 Plainly, in understanding what passed between clinician and parent or patient, the
patientdés records are an i Thp Raviewanoted thatother ce o f
GMC 0 sidarge states:&¥ ou must wuse the patientds medical
to record the key elements of your discussion with the patient. This should include the
information you discussed, any specific requests by the patient, any written, visual or

audi o information given to the patien®, and d

3.12 However, clinical notes or consent forms will only ever contain a summary. Moreover,
they are not available for the family when thinking about what they have recently heard
at an appointment.

3.13 The Review felt that most if not all families would now readily be able to record
discussions with clinicians by using their mobile phones. This fact, and the ease with
which recordings can now be madein any event without the knowledge or consent of
clinicians, means that it i s time to re-visit the recommendation about recording made
in 2001. If families are encouraged to take notes (which would not necessarily be
shared and agreed with the clinicians), they can equally be assured that it is
permissible to record a conversation. We take the view that there needsto be an open

38 GMC Good Medical Practice; Consent Guidance, Part 2 para 51.
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3.14

dialogue between patients and clinicians about this issue, and that discussion should
include explicit mention of the option of recording and the benefits to understanding
that it could bring .

Support for this approach is provided by t h e G yuitlarcedConsent: patients and

doctors making decisions togetb€r008), which states

@1. You should check whether the patient needs any additional support to understand

i nformati on, to communicate their wi shes,

sure, wherever practical, that arrangements are made to give the patient any necessary
support. This might include, for example: using an advocate or interpreter; asking

or

those close to the patient about the patieni

patient a writte n or audio record of the discussion and any decisions that were madeb

4 Support for parents and carers : consent to surgery

4.1

4.2

4.3

4.4

4.5

The need for support for parents and carers in making difficult decisions about the care
which their children needed was evident to the Review. We heard families describe
how difficult they had found it to understand the complexities of what was being
proposed, as well as how little they felt prepared for admission to hospital .

The Trust told us that it had recognised this asan area needing further improvement
and in response had established aprogramme of work concerned with consent in
chil drends c Hheld iaraewgentdoe pareritsind=ebruary 2015 to discuss how
to best meetf a mi heeds andexpectations.

Clinicians from the Trust described how in 2010, the Trust had formal guidelines for
consent and its documentation. After the child was discussed in the JCC,parents were
sent an invitation to attend the surgical clin ic so that they could meet the surgeon
undertaking the operation, and discuss the planned procedure, its risks and benefits.
Time was left for the families to ask any questions of the surgeon. The cardiac nurse
specialists (CNS) would also meet the families, give them their contact details, and
start to prepare them for the forthcoming operation. Following the clinic , a letter was
sent to the families in which the details of the meeting were documented and the
parents were told they could contact the CNS team whenever theywished if they were
worried or if they had any questions.

Thereafter there was little formal contact between the cardiac services team and the
parents until an appointment was sent to them to attend a pre-admission clinic, shortly
before the operation.

The CQCo6s cl i review aecordedahatedhareowta® evidence in some cases

that families received information and support from the Cardiac Liaison Nurse in the
pre-operative period, but this was not recorded in all casesd
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4.6

4.7

4.8

4.9

4.10

411

The Trust told the Review that as a result of the feedback from families at the event in
February 2015, it has been recognised that families were not fully prepared for what
they were going to go through, and anxieties remained.

Accordingly, the letter inviting the families to the surgical clinic has been changed to
provide additional information.  The surgical clinic has been changed to be more
multidisciplinary in approach , with the cardiac nurse specialist present at the
consultation so they know exactly what the surgeon has said to the family. They then
have ameeting with the family, answering any further questions. Families are now

given more written information and greater attemptsar e made t he check

understanding of what has been said.

The Review was told that developments have taken pace to expand the psychology
service. With the appointment of a further psychologist on a full -time basis from April
2015, psychologists are now involved in the surgical clinic and introduced as members
of the team. This allows a relationship to be built up between the psychologists andthe
families, and the psychologist may actively identify any families who are likely to need
additional support. We were told this had dramatically increased the take-up of
psychological support; there had been 1280 contats in the first 10 months.
Information packs for families about coping with coming into hospital had been
developed. In addition , the psychology service, the clinical nurse specialists and the
surgical co-ordinator between them aim ed to maintain communi cation with families in
the period between the surgical clinic and pre-admission clinic. Previously some
families had reflected that they had felt somewhat abandoned between these two
stages

The written information provided to families about procedure s and risks had also been
re-designed following the feedback received at eventfor families in February 2015.

We were told by the psychology team that early evaluation of these changes was
showing that they were helping to reduce anxiety and stress and aso time spent in
contact with families in hospital, as the preparatory work had already been carried out.
@&n evaluation of all these changes is now underway. We believe we are the first

childrenbés hospital analysing o@r consent

The Trust is planning to test the new approach to consent by seeking further feedback
from families after a period of time and is seeking views through surveys on a monthly
basis.

5 Gaps or Limitations

5.1

We were told by members ofthe psychology team that its resourceswere limited. As a
result, the input of the psychology team, asdescribed above was restricted to surgical
patients. Resources did not allow for it to be extended to patients undergoing
catheterisation, to pregnant patients requiring fetal scans and patients in transition
from child to adult, except in exceptional cases. This gap was reported via the
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5.2

5.3

Divisional risk register. This challenge was not unique to Bristol; psychology services
were stretched nationally and would be a challenge for commissioners.

It follows that the process of consenting to catheterisation had not been subject to the
same overhaul and development.

The Review noted that a number of the standards set by the New Congenital Review
are intended to support improv ed consent processes. In particular, standardH23 (L1)

requresa Chi |l drendés Cardiac Nurse Specialist t

children/young people throughout the consent process. Discussions with the Royal
College of Sugeons also suggesed that exemplary practice would involve the offer of a
visit by the Cardiac Liaison Nurse at home, after the surgical clinic, on the basis that

the nurses were in an excellent place to checlonthef ami | ydés wunderstandi

treatment.

6 Safeguard ing and the Vulnerable Parent

6.1

Following its review of i ndi vi duahe Review e s

further concluded that there was a particular situation which could arise when a parent

(or carer) was expected to give consent to treatmentbr t heir chi | d,
capacity to make such decisions was questionable No doubt, this was a rare situation.

But it was not one explicitly considered in the T r u sConSent Policy, even though the
policy did refer to questions of capacity that could arise in the case of adults giving

consent to their own care and treatment. From its review, the Expert Panel felt that, in

the case of concerns about the capacity of the parentthere was a need to ensure, not
only measures to support the family concerned, but to ensure that consent was validly
given. The issue was one obafeguarding and all staff needed to be alertto it.

7 Consent and the Identity of the  Clinical Team

7.1

7.2

7.3

Amongst the families who approached the Review were a number wio made serious
complaints arising from the identity of the person performing the pr ocedures in
guestion. One family told us:

e were unaware that [the consultantfwas [ o u r  cfinst sbirdedrsuptil after [our

chi lddkebGastlh when we viewed his medical records.

The parents of another child told us that they had particular confidence in a surgeon,

and indeed had agreed to come back to Bri

expectedthis surgeon to carry it out. They were deeply upset to find out at alater date

ng

and

but

st

0

ol

(after the death of their child) that surgery

three paediatric cardiac surgeons. The two surgeons had been present together, both
scrubbed up and with the senior surgeon supervising his more junior c olleague; but the
family felt that this was not what they had expected or agreed to.

We heard from the surgeon that, as a result of what had arisen, he had changed his
practice. Now, if there was any suggestion that anyone else may be doing the operatin
he would specifically say this to the parents. Furthermore, if that information had not
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been given, he would not let the other person be involved in the operation. He was
plainly upset and distressed by the situation that had arisen.

7.4 In another case, a family told us that they had not been informed about the fact that a
part of the catheter procedure for their child would be performed by a Specialist
Registrar, a trainee under the supervision of the consultant cardiologist. They told us
that, had they known, they would not have agreed to the involvement of the less
experienced doctor. There was a dispute as to whether they had been informed in
advance of this fact. The clinical team told us that they felt that the information had
been given to the family. In particular, the team stated that there had been a pre
operative visit to the child and parents by the trainee concerned. The family did not
agree that this was sa

7.5 In none of the cases raised with us was there evidence that thegprocedure or that part
of it performed by the second surgeon or trainee cardiologist had been performed less
than competently. Appropriate supervision was given to the trainee.

7.6 The Review noted that the usual progression in the career of a consultant paediatric
cardiac surgeon is lengthy. A surgeonwill increase the scope and complexity of the
surgery he or she is undertaking, supported by an experienced senior colleague.
Reaching the stage of clinical competence to be a single operator across the full range
of paediatric cardiac procedures takes many years even after reaching the status of
consultant cardiac surgeon. In addition, a number of surgical interventions always
require two surgeons to operate and a two-consultant operation is in some
circumstances considered good practice.

7.7 The same circumstances apply to cardiologists undertaking catheter procedures where
they may supervise more junior colleagues and, in a teaching hospital, trainees.
Particularyin a teaching hospital S u cpropoatien ottiee Chi | d
staff will be receiving teaching, supervision and mentoring to develop their clinical
skills.

7.8 At a national level, there is no clear guidance about what information should be given
about who will be involved in a procedure, when there may be more than one person
involved. TheGener al Medi cal (@onsant ipdtiehts and dactdra n c e
making decisions togetherd(2008) states that a doctor must dnust give patients the
information they want or need about ématters such:

a. the diagnosis and prognosis

b. any uncertainties about the diagnosis or prognosis, including options for further
investigations

c. options for treating or managing the condition, including the option not to treat

d. the purpose of any proposed investigation or treatment and what it will involve
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7.9

7.10

7.11

e. the potential benefits, risks and burdens, and the likelihood of success, for each
option; this should include information, if available, about whether the benefits or
risks are affected by which organisation or doctor is chosen to provide care

f. whether a proposed investigation or treatment is part of a research programme or is
an innovative treatment designed specifically for their benefit

g. the people who will be mainly responsible for and involved in their care, wh at their
roles are, and to what extent students may be involved (para 9, italics added).

However, the O6Ref errtenfcer geux admi ntaot puoiisimed dey
the Department of Health in 2009 gave limited attention to these ethical dimension s,
or the relationship between family and clinician when it stated :-

@ is particularly important that a person is aware of the situation when students or

trainees carry out procedures to further their own education. Where the procedure will
further the p e r s o0 n &i sfor exampe taking a blood sample for testing i then,
assuming the student is appropriately trained in the procedure, the fact that it is
carried out by a student does not alter the nature and purpose of the procedure. It is
therefore not a legal requirement to tell the person that the clinician is a student,

although it would always be good practice to do so. In contrast, where a student

proposes to conduct a physical examinat
is essentialtoex pl ain that the purpose of the
training, and to seek consent for I italed
added).

The T r u sQorisent Policy referred to the DH Reference Guide, and had extensive
inform ation about who might be authorised to take consent on behalf of another
clinician, but did not discuss the issue of team-working, training or the involvement of
students.

We noted that in 2014 the Royal College of Surgeongublished further guidance, Good
Surgi cal Pr act iregarés praciitibrieds)to provid@ imforsation on the
procedure and its implications:

dn particular, you should discuss information about:

The patientbds diagnosis and prognosi s
Options for treatment, including non -operative care and no treatment

The purpose and expected benefit of the treatment

The likelihood of success

The clinicians involved in their treatment

The risks inherent in the procedure, however small the possibility of their
occurrence, side effects and comgications. The consequences of noroperative
alternatives should also be explained.

1 Potential follow -up treatment 6(paragraph 3.5.1) 6

=A =4 =4 =4 -4 4
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7.12 The Expert Panel noted that in the casesthey reviewed the process of taking consent
was led by a consultant cardiac sugeon (for cardiac surgery) or a consultant
cardiologist (for catheter procedures). It observed that, in its experience, this was by no
means universal in the UK. Indeed, it was common to pass the obtaining of consent
even for relatively complex operations to a more junior figure such as a Specialist
Registrar.39

7.13 The practice inchi | dr en6s ¢ a rBiistoh“4 invehdng \as it didsthe ilead
consultant, went further and i s to be commended.

7.14 We noted that the Trustd €onsent Policy,* after stating that 6 T r Boficy recommends
that the person carrying out the procedure should obtain consent from the patient or
parent of a achdieldd tphaatti eonWhée,r e wr i tten consent
planned procedure e.g. in a preadmission surgical setting, consent may be obtained by
a different health care professional to the p

7.15 Moreover, the Parental Agreement or cansent form used by the Trust, based upon a
national (Department of Health) model contained the statement, to be signed by

parents:
6l understand that you cannot give me a guar a
the procedure. The person will, however, have

7.16 It seemed to the Review that whilst as a matter of form these processes and procedures
covered in principle the situations which were the subject of the complaint referred to
above, there wereunderlying difficulties.

7.17 Firs t , both the form a olidytandeato dssume thabttsere @auld s e n't P
beonlyoneperon o6per for mi ng WHistitwas toue thal io every case
there was a leadng surgeon or operator who had overall responsibility, it was also the
case that more than one person might be involved in the procedure, or parts of it.
Second there was also the matter of p a r e wishsesband expectations. At times,
parents not only considered that they had met the person who would be carrying out a
procedure, but many attached a great deal of faith in the relationship built up with
those whom they had met. It seemed to the Review that here was aconflict between
thisand the real i-wygr bifndpdtaondttelmen need t o enabl
within paediatric cardiac surgery and cardiology.

39 Such delegation would not be contrary to GMC guidance on consent, provided thatthe person who sought consent was

suitably trai ned and qualified, had sufficient knowledge of the proposed investigation or treatment, understood the risks

involved and understood and followed proper guidance on consent; see GMC Good Medical Practice Consent Guidance Part 2

para 26

4 Thisisnottosayt hat al | procedures in the Ctss lInd\prie20i8,sadéHkd s mii tcall fAaldli d weod t
Gui dance for consent to examinatd owmaodrcdmriagdnemut i my Cthhé dAhwedidts Bep
demonstrated that in approxi mately 77% of cases, consent was sought and obtained from the patient/parent by a person either

performing the procedure, or in a small number of cases, supervising it or assisting at it.

“4Undated, but the O6review byod hatadibieal asditarges sutis Apal 20d3areéfesstoalfe 21/ 3/ 12 and
Trustés Consent Policy as dating from March 2012.
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7.18 The Review noted that this matter had not been resolved. The Root Cause Analysis
(RCA)i nt o the death of t he iemchas det onthabparagraphar ent s
7.2 above stated that the Trust would review parental and professional understanding
of the process of obtaining consent the forms used and the literature designed to
inform parents and patients. However, the review of the consert pathway that had
undoubtedly taken place had not addressed this issue.

7.19 We noted that there was potential for inconsistent practice; it was not clear that th e
approach of the first surgeon outlined above (paragraph 7.3) was universally followed
throughout the department.

7.20 The need to review policies on consent has been underlined by recent developments of
the law in this area, emphasising the rights of patients to be treated as partners by
doctors, and to be properly informed about the risks which they are likely to consider
material. 42

8 Consent to Anaesthesia

81 The Trust 6s CQegairedespecific Bisclssian pf anaesthesia in advance of a
procedure (ideally in a pre-assessment clinic rather than on the day of the procedure),
and that the anaesthetist should ensure that the discussion with the family and, where
relevant, the patient, and their consent are documented in the anaesthetic record or in
thepatient 6 s“notes.

8.2 The Expert Panel commented that it would not generally be the practice in the UK to
obtain a specific additional signed consent to anaesthesia (at least for paediatrics
where the options of undertaking proc edures under local anaesthesia ae very limited ).
It was nevertheless very important that the practicalities and procedures of
administering anaesthetics were explained to parents/patient, including all invasive
monitoring lines , etc., that carry risks of complications.

8.3 Pure anaestheic risk (i.e. cardiac arrest or death as a consequence purely due to the
anaesthetic) is exceedingly low, but where the risks of these are higher due to the
underlying condition (usually cardiac in origin) it is essential that these are made
known to the parents. The Panel commented that in practice they had never
encountered a case where surgery has been fased because of the anaesthetiaisks in
children .

8.4 The Review was of the view that geater clarity was needed, to ensure that between
them, the person who sought consent for the cardiac procedure (whether surgical or
involving a catheterisation) and the anaesthetist, had outlined and explained all risks,
including those associatedwith the use of anaesthesia.

42 seeMontgomery v Lanarkshire HealthBoard [ 2015] UKSC [11 March 2015]. fAThe test of me
circumstances of the particular case, a reasonable person in the patientdés positio
risk, or the doctor is or should reasonably be aware that the particular patient would be likely to attach significance toit. o

43 See policy at Appendix E,paragraph 12.2.
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9 Pre -operative assessments

9.1

9.2

9.3

9.4

9.5

The Review received a few comments about preoperative procedures. One family
reported a poor experience and klt the process was chaotic,poorly managed and that
they had not been given sufficient information ahead of the hospital appointment.
Some families reported that there had been no pre-operative assessments, in cases
where surgery or catheter procedures werescheduled at relatively short notice.

The Review was told by clinicians that the pre-admission clinics are arranged so that
the junior medical team from the cardiac servicecould assesshe patient. Generally, an
echocardiogram is performed and the child is checked to see if there are any reasons
they might not be able to have the surgery or if any further tests or checks are needed.

At this appointment the family have a further opportunity to meet the team,
particularly to meet the Cardiac Liaison Nurses and more information is provided if
the family have questions. They alsq at this time, have the opportunity to visit the
cardiac ward and PICU so that they could see the environment in which their child was
going to be admitted in the near future.

The service has taken steps to improve the preadmissions process as part ofa Cardiac
Development Programme, which was set up in spring 2014. A new screening tool has
been developed for the cadiac nurse specialist to identify better any children who may
not be fit for surgery. The booklets on key types of surgery have also been updated.
Additionally , the cardiac surgery pathway coordinator will make at least monthly
telephone calls to the families that are on the waiting list to keep them updated on
progress and to answer any questions.

The Review heard that some families are unable to attend the hospital three times for
the surgical clinic, pre-admission clinic and admission, because of problems with
transport or distance. In this case they would meet the surgeon and have the pre
operative tests on the day of admission.

10 Admission

10.1

10.2

10.3

The Review heard a number of accounts of the stress and anxiety experiencedy
families associated with admissions for surgery or interventional cardiology.

Several families reported that they felt somewhat abandoned after the paperwork for
admission had been completed and said they had no contact with a nurse after that
until the morning of the surgery.

The Review was told that when a child is admitted for cardiac surgery the usual pattern
is for them to be admitted the day before. The surgeon and the anaesthetist would see
them and formal written consent would be taken at th at time. The aim is to ensure that
they have time to settle in to the ward.
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11 Conclusions

11.1 We saw evidence that diring the period of the Review, that on occasion the ability of
clinicians at Bristol and Cardiff to co -operative effectively in planning operations and
interventions at t hecorstainégddy teerdiffisultield m seguringa | was
the consistent involvement of Cardiff clinicians in Bristol JCCs, in person or remotely.
The difficulties were a product both of the limits upon the ability of Cardiff clinicians to
attend meetings in Bristol, and of the limited technology available to them to share
images and other clinical resources.

11.2 We recommended in the previous Chapter that achieving better co-ordination between
the paediatric cardiology service in Wales and thepaediatric cardiac services in Bristol
should be recognised as a priority in the development of the South West and Wales
network. We make further recommendations related to this, below.

11.3 We heard a range of concerns expressed Y some families regarding the process of
obtaining consent to their chil dbés treat men:
completeness of information provided and the manner in which it was conveyed and
the support provided to parents during the process.

11.4 We note, and endorse , t he recommendat clinical cdse rotmrevicvwe CQCO s
of the need t o r evihepsrcenthge risk ®Rmortality o otmegmajoro f ]
complications discussed with parents or carers on consent forms. 6

11.5 We noted that improvements had been made to the arrangements for obtaining
consent from 2015 onwards, in response toparental feedback.

11.6 The Review considered that most if not all families would now readily be able to record
discussions with clinicians by using their mo bile phones. In the light of this, we have
recommended further consideration of the option of recording discussions with
clinicians.

11.7 We also heard of concerns about knowledge of the identity of the clinician who
performed the procedure. There was, attimes, a lack of transparency about who
would be performing an operation. We noted that guidance on information to families
about the identity of clinicians involved in procedures or treatment lacks clarity and
consistency.
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12 Recommendations
12.1 Inthe light of the above, werecommend

(11) That the paediatric cardiac service benchmarks its current arrangements against other
comparable centres, to ensure that its ab
Standards, t o communi ¢re are adeguate land suffididntly vesourcea.
Benchmarking would require a study both of the technical resources underpinning good
communication, and the physical capacity of clinicians to attend planning meetings such as
the JCC.

(12) That clinicians encourage an open and transparent dialogue with patients and families
upon the option of recording conversations when a diagnosis, course of treatment, or
prognosis is being discussed.

(13) That the Trust review its Consent Policy and the training of staff, to ensure that any
guestions regarding the capacity of parents or carers to give consent to treatment on behalf of
their children are identified and appropriate advice sought.

(14) That the Trust reviews its Consent Policyto take account of recent dewlopments in the
law in this area, emphasising the rights of patients to be treated as partners by doctors and to
be properly informed about material risks.

(15) That a national protocol be agreed explaining the role of individuals and teams in

paediatric cardiac surgery and cardiac catheterisations. Such a protocol should be shared a
an early stage of the pathway of care, to ensure that all families are clear about how teams
work and the involvement, under supervision of junior members of staff.

(16) As an interim measure pending any national guidance, that the paediatric cardiac
service in the Trust reviews its practice to ensure that there is consistency of approach in the
information provided to parents about the involvement of other operators o r team members.

(17) That the Trust carry out a review or audit of (i) its policy concerning obtaining consent
to anaesthesia, and its implementation; and (ii) the implementation of the changes to its
processes and procedures relating to consent.
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CHAPTER SEVEN : SURGERY AND THEATRES

1 Capacity and Waiting Lists

1.1 TheRev ewds Terfmg emfceRr equi r the demandsiordtieerservice, on o f
and the capacity to meet those denands in a manner which was safe and of an
appropriate quality. 6 Sur gwas arbminenaip many t y was
sources of information, along with pressures onwaiting list s and the cancellations of
surgery that resulted from such pressure.

1.2 The heavy emotional impact of cancelling surgery on children and parents was clearly
conveyed in the accounts that the Review received from families. It was also
recognised by the clinicians whom we spoke to. Some parents of older children talked
about how hard it was to break this news to their child and the evident distress it
caused. A few families experienced multiple cancellations which they found hard to
bear, even though they understood the need for the surgeons to respond to
emergencies. Cancellatios took a particularly heavy toll on families who travelled
significant di stances to get to the Hospital.

OExpl ai ni ng-old that has surgery lyae lzeen cancelled is the hardest thing |
have ever had to do. It is a heart breaking position for a p arent to be putin. 6

1.3 One family reported that t heiachdaylfordwkéksn oper at
early January 2013 and on a further two occasions beforeit took place. They were told
that this was due to a lack ofbeds in PICU and HDU. They described the strain on the
family caused as a result.

1.4 The Review noted that this experience occurred when the Trust had taken action to
reduce the number of beds on Ward 32 following the CQCG6 mspection in September
2012, thereby affectingt h e T rbilitg to &dmit children for surgery.

1.5 Clinicians too spoke eloquently of their distress in having to cancel operations. They
acknowledged that it damaged the trust between clinicians and parents: &o |
remember cancelling a family coming from far away, | can't recall where exactly but
three times. By the time you go to tell them that we cannot do your operation, you can
tell immediately that they've lost faith in you because you're seen as the patient's

A

advocate and you have to bethatandwe alltryto do t hi s. 6
2 Managing Demand
2.1 The Review asked clinicians about how they managed the demands on the service and

ensured that there was sufficient capacity.

2.2 Two key factors affected the programme for cardiac surgical operations: emergency
cases and the avdability of beds on the paediatric intensive care unit (PICU).
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2.3 We understood that one of the major difficulties for any cardiac surgical centre is
balancing emergency and planned surgery.The commonly accepted level of emergency
or urgent cases for cardiac surgery is about 40 per cent. Each operation takes on
average four or five hours and therefore two cases fill an entire day of operating. If an
emergency case arisesthe options are to operate into the evening or to cancel a less
urgent case.

2.4 The surgeons told us that to the extent that any urgent cases were potentially
predictable, they would try to build this in to the planning for the week. They also
described how they tried to plan for reduced capacity for surgery in the winter, when
all PICUs tended to haveadditional demands placed on them because of children with
respiratory illnesses.

2.5 The Review was provided with information on the number of cancellations that had
taken place as a result of the lack of a bed orPICU. The data was as follows:

Paediatric cardiac surgery cases cancelled due to lack dbed on PICU

2010/11 2011/12 2012/13 2013/14 2014/15

1 4 22 24 12

2.6 The Review asked about the reasons for the high levels of cancellatins in 2012/13 and
2013/14. We were told that they related to the changes made immediately after CQ® s
inspection of September 2012 For a period, there were fewer beds onWard 32 and
children were staying longer in PICU. The Review was also toldthat around this time
there was an increasing number of children with non-cardiac conditions who required
long-term ventilation and who stayed for a long time in PICU. At this point, when the
number of available beds was reduced, the whole waiting list was reviewed and re
prioritised based on clinical urgency.

3 Management of waiting lists

3.1 The Review heard that the paediatric cardiac service had taken steps to improve
management of the surgical waiting list in 2013 with the appointment of the cardiac
pathway co-ordinator. Prior to this appointment the waiting list was regula rly
reviewed, examining e ac h chil doés underl ying condition
treatment. Since 2013 the process of review has been more systematised and also
contains information about any cancellations or delays, as well as matters that the
family want to be taken into account in terms of timing of surgery, such as
examination s or a family event. The data also includes information about any families
who are willing for their child to undergo surgery at short notice.
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4 Management of Operating Lists

4.1

4.2

4.3

5
51

52

5.3

54

Efficient use of the operating theatre6 sapacity, availability and resources relies upon
effective communication and co-ordination of cases. Theatres need as much notice of
forthcoming cases as possible to plan themix of skills required and to secure required
equipment.

The Review received accounts from three families where the surgeryor catheter
interventions were cancelled or delayed as the necessary equipmenhwas not ready in
theatre. One said

@\fter the initial date being postponed (which meant going through all the pre -op
checks for a second time) we were prepared for the op on the new date and after
waiting from 7am until 5.30 pm we were told, as my daughter was in her gown on

the operating troll ey, about t o goadheomWe r

were told that a piece of equipment had not been cleaned properly, and also that
there were staff shortages. So we had to head home, quite stunned, my daughter
confused and wupset, and very hungryl! !l
onwards . 0

It was apparent from what we heard and saw from documentation that there were
problems with the co-ordination of surgical lists in the early part of the period covered

by the Review period: 6t her e was a the theate lists overe nevera t

organised .. people didn't respect the list that had been organised and agreed and

l ocked so BuatbBepedk udt ran a O6transformati

surgical pathway in 2014 to address a number of issues including ensuring effective
organisation of theatre lists.

Increasing Capacity

Steps were taken to increase the number ofsurgical operating sessions over the period
2010-15.

In 2010 there were three days of operating, each running two sessiors per day: one on

the morning and one in the afternoon. These were extended to longerworking days of

three sessions to reflect the length of operating time needed and to prevent

unscheduled overrunning. But the service still had to balance the impact of

emergency cases which disrupted the plannedcases and resulted in cancellations. The
surgical operating programme was extended by a further dayto four days in 2010.

A Cardiac Development Programme was set up inspring 2014 to seek improvements in
quality across the service. As part of the work nitiated by it, the surgical service
moved to operating on five days aweek in May 2015, increasing both capacity and
flexibility.

From September 2013 cancellations on the planned day of surgery were monitored

through the 6transi timation isl@avitied eaahr ntbidth by &achi s
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CHAPTER SEVEN: SURGERY AND THEATRES

5.5

5.6

centre to the specialist commissioners as part of the process ofmonitoring quality. The
information showed that despite the improvements in organisation and capacity in
2013 - 2014, cancellations could still not be avoided.

For example, the rise in the waiting list in the winter of 2014/15 had caused concern.
This was caused by a surge in the number of children with respiratory illnesses, which
in turn reduced the ability to operate due to lack of PICU beds. The surgeons had
considered not taking referrals, but that option was not pursued due to similar

pressures in other centres. Thenumbers on the waiting list has subsequently fallen due
to the increase in operating sessions to five days,by undertaking some extra time

limited operating sessions and by providing an additional bed in PICU.

The Revi ewbds 6EXxpenrptr e Pan éh pressares onh IBréstol were
matched by, and typical of, those experienced by units across the county. But good
comparative data is in short supply. The development of comparative measures
through the quality dashboard should, in the future, enable commissioners to make
more effective assessment of the pressures and comparisons between units, to assist in
assessing whether thee are unacceptably high rates of cancellation in any centre.

6 The effect of delays on outcomes

6.1

6.2

6.3

Some families askedwhether delays in surgery or catheterisation had had an impact on
the outcome for their child. It was plain to the Review that there were examples of
great stresses caused by cancellations, sometimesn more than one occasion But the
guestion was whether cancellations or delays meant that procedures took place at a
time whenriskstoac hi | d 6 $ad maemaded. h

The children who were scheduled for surgery and whaose cases ve were asked to review
were not, in general, ones in which delay caused by cancellatiors appeared to have
such an effect;when procedures were needed urgently, provision was madeto fit them
in. The extensive documeniation that we reviewed showed that clinicians and staff
were, as might be expected, highly conscious of the need to ensure that surgery or
other interventions took place at the appropriate time. That was the main concern
behind the frequent review of the waiting lists managed by the surgeons, as well as
decisions to cancel one procedure in favour of another that was more urgent.

That said, there wassome evidence that when surgery was extremely urgent- a matter

of days only1 limits on the availability of surgeons and theatresin the earlier period of

the Review were capable of causing difficulties and were not easily managed.The

Review is aware of a limited number of situations in which it would not be possible to

say with any confidence whether or not children were affected by cancelled surgery. If

aowi ndowbd dur i ngs needed s matterroigdays ynly, it will not be
difficult or im possible to say whether delaying procedures for 2i 4 dayswhen beds or
operating slots are not available has an adverse impeact, or not. The Review also saw
evidence of a situation in which surgery was needed urgently by the time delayed

follow -up appointments had been scheduled by a district general hospital
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6.4

We have focussed on the surgical waiting list n the discussion above. But as the section
on the cardiology service in Chapter Six makes plain, there were also pressures on the
resources available to the cardiologists, both in relation to the numbers of cardiologists

available to perform interventional catheter, and the laboratory space available for
them to do so. One child death reviewed by the Review involved a child whose
catheterisation was cancelled; he died outside hospital, before the re-scheduled

procedure could take place. Whilst we cannot generalise, from one case upon the

robustness of the process for assessinghe risks of any cancellations, we haveincluded

this matter in the recommendations below.

7 Waiting for Surgery to be rescheduled

7.1

7.2

7.3

7.4

Some families reported to the Review that during the period when they were waiting to
hear if surgery could be rescheduled for later that day or the next day, inadequate
consideration was given to food or drink for their child. One family reported that their
child had no food or drink for 16 hours pre -operatively.

A few families told us about the stress and anxiety they experienced if a procedure was
taking longer than they had been led to expect, particularly in the absence of any
communic ation about what was happening:

& . we were told the surgery wo uld only take 4 -5 hours. After 8 hours of surgery, we
had still heard nothing. You can imagine how distressing this was for us. In the end,
we returned to the hospital to find out

We also heard accounts from families who felt they werekept very well informed.

The Review discussed thesamatters with clinicians at the Trust. We weretold that the
@il by mouth 6guidelines have been reviewed. It was alsopart of the new pathway co-
or di nat doredsare thabfamglies are kept infor med of any delays in theatre or if
the operating time has been extended.

8 Surgery and Incidents in Theatre

8.1

8.2

The incident report s that were examined bythe Reviewrelating to unplanned events in
theatres did not reveal systemic weaknesses relating to the capbilities of the
consultant unit (that is, the consultant and the team of doctors and other professionals
who work under his or her supervision in theatre). The same conclusion was drawn
from the Expert Case Reviews, which did not reveal that the managenent of cases in
theatre fell below accepted standards. We have seen also that
note review noted, in relation to surgery, that: dhere were many examples in the cases
reviewed of excellent surgical care. There were examples of hight complex procedures
that were performed well with good outcomes. The case reviewers were not critical of
the standard of surgery in any individual case.6

We were consciousof the serious incident which had occurred in an operating theatre
in 2005, when an error in perfusion led to the death of a child. It was apparent that
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8.3

8.4

8.5

8.6

8.7

this had been a deeply traumatic event first and foremost, to the parents and family of
the child who died. We also spoke to staff about the event, the investigation which
followed and the actions taken to ensure that lessons were learned, in order to
understand the impact of these events on the service that we reviewed, from 2010
onwards.

We noted that more than one report was commissioned, to investigate the issues and
identify t he actions necessary to prevent a recurrence. The most significant of these
investigations was conducted by Mr Gritten, in 2008. The Review sawevidence that
the Trust had taken steps to implement the recommended action plan and to monitor
progress, over a number of years. In April 2013, the Trust Patient Safety Group
received a further review of implementation of the recommendations from the Gritten
Report and accepted that the action plan could be closed. Whilst this was some
considerable period of time after it had been completed,the report had included wide-
ranging recommendations and the regular monit oring represented good practice.

A significant issue in what had happened in 2005 related to the availability of

perfusionists. The Review sought assuance on the numbers and expertise of
perfusionists now available. = We learned that the Trust encountered difficulties

recruiting perfusionists and felt that it was much easier to recruit trainees and take
them through a training program me; it felt confident that they had sufficient re sources
locally to make the training possible and appropriate. The availability of perfusionists

remains a matter of national concern, particularly in stand-al one c¢chi |sd
where the option of drawing on perfusionist s practising in adult services to be does not
exist.

Perfusionists remain regulated by voluntary, professional societies rather than by
statute. The Society of Clinical Perfusion Scientists maintains a voluntary register. An
application for statutory regulation was made in the past. But the Government will
only consider extending statutory regulation, including to groups in healthcare, where
there i s ©6a O6omtmepasis bfianskto publis gafety and where voluntary
registers are not considered sufficient to manage this risk. In 2007, the Government
published a White Paper 'Trust, Assurance and Safetyi the Regulation of Health
Professionals in the 21st Century’ which identified healthcare scientists (which
includes clinical perfusionists) as a priority group for future regulation. So far no
action has been taken.

The Review did not see evidence of incidents in which the availability of perfusionists,
or their skills, was at issue, during the period of its terms of reference. Asthings stand,
the professional skills and competence of perfusionists are a matter for their
employers: they are able to draw upon the work of the professional associations in
setting appropriate standards.

More generally, it was apparent that the death in 2005, coupled with the inquest that
followed and the retirement of Mr Ash Pawade, the paediatric cardiac surgeon who
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8.8

8.9

8.10

8.11

8.12

come t o t h ddosfitaliinl 1995, dad @ serious effect on the morale of staff in
the years immediately prior to the start of the Review.

In early 2011, there was a furtherserious incident in the operating theatre. A child died
two days later. The incident was reported to commissioners and the SHA in line with
the T r u sSerids Incident Policy. An inquest was held and a narrative verdict was
recorded.

The Review examined the RCA andthe subsequent Serious Incident Review Panel
Report. We feltthatthe Tr ust 6s RCA was a. Ittplomosed avgde
range of actions. These included a review of the induction and mentor ship
programmes for new consultants, as well as measures to enhanceteam-working,
improve the use of a surgical checklist, improvements to scheduling surgery and a

review of the capacity of operating theatres to deal with the volume of cases

A Serious Incident Review Panel was also convenedn relation to this incident at the
request of the Medical Director. Its report was presented to the Chief Executive and the
Trustd Board. It concurred with the findings of the RCA. It noted, consistently with

the RCA, that the limitations on the allocated time for the use of theatres for paediatric

cardiac surgery was a source of considerable pressure on the surgical and anaesthetic

team, who were required to prioritise patients.

As is not uncommon in such circumstances, aprogramme was developed to provide
additional support for the surgeon concerned, to improve the teamé dynamics and to
provide assurance that there were noconcerns over surgical practice. The surgeon
retained the confidence of the senior surgeas, and support was delivered by the other
surgeons working alongside him. The Review was told that, throughout the period of
additional support, the surgeon continued to lead discussion about operations with the

families concerned and to obtain their consent, as the surgeon responsible for the
procedure. The Review felt that this was good practice.

The Review saw evidence that the actions following from this incident were carefully
followed up within the Cardiac Governance Group and Womendé sand Children 6
Division Quality Assurance Committee, as well as being reportedto the Trust Patient
Safety Committee.

9 Governance and Power Supplies

9.1

Concerns were raised with the Reviewabout the power supply to BRHC and whether
the Trust had failed to secure it properly. Following interruptions in power in
November 2010, which had affected the BRHC (amongst other areas), the Trust had
installed new generators which, it was said, would ensure that the Trust did not suffer
power failures in the future. Yet the BRHC subsequently experienced two interruptions
to its power supply in November and December 2013. It was suggested that this
showed that there were underlying weaknesses in the Trust) ssystem of risk
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9.2

assessments and skety or in the process of learning from an d taking action in response
to such events

The matter was discussed with staff from the Trust. The interruption s in November

and December 2013 had separate, unrelated causes. The Review saw documentary
evidence regarding the serious incident and root cause analsis reports that were

prepared. There was further investigation of the risk analyses that had been carried out

for these systems in the external report on Risk Management from Ms Utley in 2014.

Opportunities to improve procedures were identified from these investigations. We

also saw evidence of implementation of the action plan developed in response. We

were not persuaded that there were systemic issues linked to the events in 2010 which

the Trust had failed to address.

10 Conclusions

10.1

10.2

10.3

10.4

10.5

A number of parents were concerned that their children had not received proper care;
at times this included concerns or questions about the management of operations or
procedures in the operating theatre or catheter laboratory.

Reviews of individual cases which were carried out by this Review did not point to
flaws in the management of cases or failures in the technical ability of the teams
involved.

We have always borne in mind the cases before us in which children, tragically, died.
They include children who did not recover after surgery or other interventions, or
whose operations were unsuccessful. In other parts of this report, we have set out
occasions when aspects of their care either fell short or could have been improved. But
we have concluded that there is no evidence to link these cases tspecific or systemic
failures in the conduct of individuals carrying out procedures , whether in the operating
theatre or the catheter laboratory.

Th e C Qli@iéakcase note review notedthat: a’he case reviewerswere not critical of

the standard of surgery in any individual

During the period of this Review, there were serious pressures onthe capacity of the
cardiac surgical service, caused both by the limited operating slots available and the
finite numbe r of beds available in PICU. As a consequenceheavy strains were placed
upon parents and children by the resulting cancellations of operations. There were
times of particular pressure, e.g. in late September 2013 or during the winter of
2014/15. Attimes, surgeons considerednot taking referrals but did not do so because
of similar pressures in other centres.
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10.6 There is very limited evidence that cancellations affected outcomes, as opposed to
causing serious stresses on the parents and children affected.The revi ew or &6j u
of surgical waiting lists that took place was aimed at ensuring that children were
operated upon at an appropriate time, and clinicians were plainly highly aware of
seeking to achievethis.

10.7 Steps were taken both to increase the number of operating sessions over time and to
improve the management of the surgical list in 2013. The recent appointment of the
cardiac pathway co-ordinator should also assist.

10.8 Cancellations cannot be avoided, despite these increases in capacity. Raes of
cancellation are now monitored through the transition dashboard. Data which would
allow comparison with other sites are not yet publicly available.

11 Recommendations

(18) We recommend that steps be taken by the Trust to review the adequacy of the
procedures for assessing risk in in relation to reviewing cancellations and the timing of re-
scheduled procedureswithin paediatric cardiac services.
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CHAPTER EIGHT : THE PAEDIATRIC INTENSIVE CARE UNIT

1 The Paediatric Intensive C  are Unit

11 The Paediatric I ntensive Care Unit (wnhdeCU) i n
of the South-West Region. It is responsible for the care of all children who need
critical care services within this area. During the period 2010 to 2014 there were 15
funded beds on the PICU at the Childrends Hos
15 whenservices for burns, neurosurgery and plastic surgery were transferred to the
Chil drends Hospital from Frenchay Hospage t al i n
for 18 beds and would on occasions operate above or below the funded number of beds.

1.2 Experience of the Paediatric Intensive Care Unit figured in a significant number of the
accountsthat the Review received from parents.

1.3 A number of families expressed high levels of appreciation for the care they received on
PICU. Accounts spanned the years covered by the Review.

dhe nurses in ICU were amazing and really made me feel that [my child ] was in safe
hands. | would say that the time spent both in I CU and on Ward 32 was an emotional

A

rollercoaster and | can only offer my utmost praise for the staff. 6

6 [ Our racdived edcgptional care whilst in PICU and the nurses and Dr s there are
truly outstanding. We were kept constantly updated, our expectat ions were always
well managed and | wouldn't hesitate to highly praise the staff at Bristol Children's
Hospital. 6

1.4 A number of families did however have concerns that their child had been prematurely
discharged from PICU. Again these accounts spanned thetime period covered by the
Review:

@ . .eWere uncomfortable with the speed of transfer to Ward 32, particularly given

the staffing issues that then seemed evident onWard 32 i [this] can be anxiety

provoking for parents, particularly when your child is  so soon post surgety and
doesndét seem well to you.6 (this from a fami/l

GAfter the operation [our daughter ] was moved to PICU but she was only there for

less than 24 hours before she was movedtoward 32. | f el t t hRBICUferhe wasr
long enough at this time and that she was moved too quickly because there was a

pressure for beds in PICU. There was no HDU at thistime.6 (201 1) .

dntensive care beds appeared highly pressurised and we felt that our daughter was
moved out of this unit too soon in order to make way for another patient. In fact we
were left in limbo on the edge of a care space, in ITU, whilst staff cleaned around us
to prepare it for the next patient, for 2 or more hours, which was an uncomfortable
(awkward) expe rience and a cause for concern actually. It felt like [we] were in the
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15

1.6

way and that [our daughter ] was no longer a priority despite her still being, in our
view, very unwell. It felt as if the staff were distracted away from her and that there
was potential for missed interventions, e,g, medications including pain relief, i f we
weren't advocating forher. 8 ( 2014) .

Others outlined the anxiety they felt at the transition from PICU with 1:1 nur sing care
to the environment of a busyward.

d was relieved when [our child ] was moving from ICU to the ward as this meant that
he was getting better but it was hard and stressful on the ward as it was completely
differenttoICU.6 ( 2010) .

The most common concern that we heard from parents was a concern about capacity
This was linked to concerns about access to PICU and the timing of discharge from it.
It was widely appreciated by parents that a bed in PICU was a&carce resourcéd We
heard both about difficulties in accessing beds, which influenced the ability to schedule
operations and, at times, led to their being cancelled and the concerns that pressures
on beds might influence decisions to discharge children from PICU.

2 Quality of Carei nPICU

2.1

2.2

2.3

24

The most common tone of the comments from families who contacted the Review and
who had experienced care on the PICU was positive. As set out above, apprétion of
the 1:1 care offered n PICU did, however, translate into a concern about the timing of
discharge from that environment .

We acknowledge that there were famiies who were more critical of the management of

t heir chil dobés care in Pl C U ,and @ammumication withr e

them about their child had fallen short of what they expected

For this reason, complex cases were reviewed by the Expert Pael. The Panel did not
detect systemic flaws in the management ofthe PICU or the delivery of care in those
cases reviewed. By contrast, it saw evidence of complex casesbeing well managed.
This included evidence of appropriate liaison and transfer of children to other centres,
e.g. for ECMO.

This overall assessment of the delivery of care on PICU was supported by dter

material. The Review noted thatt he Safe and Sustainabl eds

worr

| nd

had noted that the PICU was @lready compliantdwith standards. TheCQCdés i nspect i

of cardiac services in September 2012 included an inspection of PICU. No adverse
comments were made. Inthe CQCreport of December 2014, no specific issues about
the PICU were noted. We also had regard to the information published annually by
the Paediatric Intensive Care Audit Network (PICANet). Since 2013, this has
presented data about standardised mortality rates in PICUs. Whilst this related to the
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2.5

outcomes for all children admitted to the PICU, and not just those with cardiac
conditions al one, we noted that t4he Chi

This positive assessment of the delivery of care on PICU does not imply that, at times,
errors were not made, in a complex environment involving multiple caregiv ers and
clinicians. We looked at the record of serious incidents for cardiac services; at times
they involved incidents in PICU. We noted, first, that incidents which had occurred

appeared to be recognised and logged as such by PICU staff. Serious iribénts were
also investigated conscientiously. For example, a serious incident in August 2011,
involving error in the use of an infusion pump, had led to both a detailed root cause
analysis and areport by the Serious Incident Review Panel at the request d the
Medical Director. The Expert Panel did not consider that the records of incidents and
child death reviews it examined suggested that there were systemic flaws in the
management of PICU.

3 Pressures on PICU

3.1

3.2

3.3

3.4

Paediatric intensive care services in Enghnd were, and remain, under significant

pressure, and this intensifies during the winter months or if there is an outbreak of an

infectious illness. All PICUs have a very high level of emergency demand, with around
50 per cent of admissions being emergencydriven. On occasions units will be asked to

accommodate patients from outside their region and transfers between units also take
place.

Long-term trends have increased the demand for beds#> Intensive care clinicians
described how the case mix of children cared for in PICU has changed over the past 15
years. At the start of that period, they told us that many children coming into intensive
care had a serious illness but were otherwise well before the infection; they would stay
for a relatively short time. But now, around 50 per cent of beds are occupied by
children with complex needs, with very prolonged lengths of stay. This period had also
seen significant technological advancements whichnot only increased the need forcare
in PICU but its complexity.

One example of these changes was the increased use of lorgrm ventilation. Prior to
the devel opment of a medical Hdb &Jprogrammie to e
support care at home, these children might have stayed in PICU for periods running
into months. Quite apart from the impacton the Pl CU 6 s cclnigians noted/that
PICU was not an appropriate environment in which to care for them.

dr enbd

Chi | c

Until designated high dependency beds were commissionedinte Chi | dr ends Hos

outside the PICU, it also had to care for children from the local Bristol area who
needed high dependency care. By contrast, children from other areas in the South

44 See the PICANet Annual Report 2013 (analysing information from January 2010 i December 2012), Figures 47i 49
(information about 2010, 2011 and 2012), and the PICANet Annual Report for 2014 (pp67 i 71).

“The

Pl CANet Annuaeld Repsusd62Q0Qbh®d8to6Bg the number of children

on a given date) noted an increase from 10 children in 2010 to 13 in 2011 and 2012. See Table 35.
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3.5

3.6

3.7

West who did not need the specialist <care

transferred to their local District General Hospital, if they were able to provide high
dependencycare.

The Review looked at the data on the levelsof occupancy on PICU. The accepted
maximum recommended level of occupancy for PICU units across the country is
regarded as85 per cent.*¢ It was apparent that, in the BRHC, there were periods of
very high demand for beds in PICU. For example, a paper submitted to the Divisional
Quarterly Review0 meeting in August 2012 showed the proportion of days when the
PICU had maximum occupancy of 100% or more at some time during the day4’ This
latter occurs when one bed is used twicgi.e. someone leaves and itis reoccupied, or
when more beds areoccupiedt han ar & .6funded

Jun | July | Aug | Sept | Oct | Nov | Dec | Jan | Feb | Mar | April | May
11 11 11 11 11 11 11 12 12 12 12 12

37% | 0% | 19% | 53% | 23% | 37% | 61% | 42% | 83% | 58% | 87% | 35%

We received data from the Trust regarding the number of discharges from PICU to
Ward 32, readmissions to PICU within 48 hours from Ward 32 and all dischargesfrom
PICU to all destinations after 6pm.

Year Discharges to Re-admissions Number of children
Ward 32 from from Ward 32to | discharged from PICU after
PICU PICU within 48 6pm [all destinations]
hours

2010 326 1 78

2011 317 2 102

2012 335 1 a0

2013 328 2 79

2014 328 5 56

Re-admission can be an indicator that children were discharged too soon. The data
shows very few readmissions. This information, assessed together with the
comparative information collected nationally by PICANet on rates of emergency
readmissions within 48 hours, did not identify cause for concern.

46 This is the level set out inthe Service Specification for the NHS Sandard Contract for Paediatric Intensive Care, 2013-14.

47A s

a result of these pressures, the PICU bed occupancyenlbesvel s

pro

fre

Hospital 6 performance indicat or the DivsiorallQoaaterlyl Reviewmeetings fnore ©Ocobepr esent ed ¢

2012.
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3.8 Discharging a patient from PICU after 6pm is considered not to be ideal due to the
reduced level of nursing and medical staffing elsewhere in the hospital overnight. But
the number of discharges after 6pm (shown above) were considered by the Expert
Panel to be within a normal and acceptable range.

3.9 We asked why therate of readmissions had increased in 2014 after the opening of the
cardiac HDU. The clinicians told us that they felt the explanation was t hat prior to the
opening of the HDU children would move from PICU care to HDU care within PICU if
they deteriorated. Once the HDU was in place they wouldleave PICU for HD careand
require readmission to PICU if they deteriorated.

4 Nursing Staffon  PICU

4.1 PICUG services have the benefit of weltestablished standards for levels of nursing staff
levels, set out by the Paediatric Intensive Care Society (PICS) with detailed
calculations for the staff required. These were the standards referred to by the Sée
and Sustainable Review in its requirements for paediatric intensive care.*® We were
told that the PICU Matron, Mr Booth, was a member of the national group that
developedthese standards. The standard in the PICSbguidance in 2001 was that there
should be 6.4 whole time equivalents (WTE) per bed. In 2010, this guidance was
revised to 7.01 WTE per bed, taking account of the uplift needed to cover factors such
as annual leave, study leave and sick leave The Review was told that by contrast,
there are no standards stipulating the mix of skills and that there is substantial
variation in this mix across the country.

42 The Safe and Sustainable Reviewds standards w
standards.

4.3 We heard that nationally it is difficult to recruit sufficient nurses with the necessary
skills to work in PI CU. The Chil drenbs Hospital had
comprehensive educational programmes as a way of attracting and retaining staff. The
Unit aims to develop staff so that they progressthrough the grades.

4.4 The difficulty in recruiting nurses was identified in the Bristol Public Inquiry 6 Report,
which noted“® dhere was a national shortage of paediatric intensive care nurses which
affected Bristol such that while the bedside establishment was recommended by the
Paediatric Intensive Care Society at 6.4 wholetime equivalents (WTE), the staffing
|l evel at the BRI was 5.4 WTES®S

45 The OReport of the Workforce Behdhmadki sgr Pt
(6t he Wil Il i amemmBRaonan bytthée Trusiim spring 2012 and undertaken

48 See, in particular, Standard C15 which referred to the need to have a Paediatric Intensive Care Unit: Level 3/ Level 4

paediatric critical care services, capable of multiorgan failure support (delivered in accordance with

Paediatric Intensive Care Society Standards). The Standard also referred back to other applicable guidance such as the RCN

(2003) 6s 6Defining Staffing Levels for Childrends and Young Peopl
49 Page 60 paragragh 45.
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between October and December 2012. lItreported that the level of staffing in place was
then 5.7 WTE nurses per bed>° The report set out how a reduction in the allowance for

paid time lost, introduced in A pril 2012, had resulted in a loss of flexibility and an
inability to have available 15 beds in ICU consistently. d°aid time lost 6relates to
changesthat the Trust made in April 2012 to reduce the allowance in nursing budgets
from 23 per cent to 21 per cent. The Williams Report described the @nnualised hoursd
contracts which had been in place for PICUG staff; these had met their objective of
deploying staff flexibly throughout the year and enabled the unit to function largely
without B ank or agency staff until this ¢ hange came into place. PICUwas using Bank

and agency staff at the timeo f Ms Wi | | i a mstaded that numlgers of Banls h e
and agencystaff required had been difficultto meetdue t o Or eceankpag hanges
rates and t elackof gugably gaatiféed nurkes available by this route.

4.6 The Williams Report noted that compared to other large units, the PICU at BRHC had
the lowest ratio of nurses per bed and alsoa flatter structure , with fewer Band 6 and 7
nurses (the more senior nurses). This was thought to present potential difficulties to
career progression for, and hence the retention, of Band 5 nurses who might wish to
advancetheir career.

4.7 The Review looked at the staffing figures forthe Chidr e n6s Hospitalt; hel d ¢
it conducts asurvey in November of each year. The surveys showed that the number of
clinically qualified staff in post (WTE) per bed fell consistently below the lower
recommended level of 6.4 WTESs in every year from 20107 2014. Numbers were justa
little below 6.4 in November 2010 and 2011 but fell sharply in 2012. The figure was
substantially the same in November 2013, before recovering somewhat in 2014, but
still to a level below 6.0 WTEs.

4.8 Whilst there was some suggestion that a survey basedom ne weekd6s data migt
representative (and a survey in November may reflect a time when units may face
winter pressures), the information provided to the Review by the Trust on the PICUG s
establishment confirmed a reduction in the funded establishment during 2012/13,
before it climbed backin 2013/2014 .51

4.9 The Review was toldthat during 2011 the Women6and Chi |l drends Divisio
significant financial pressure and controls were in place in relation to recruiting to
vacancies and the use of Bnk and agency staff. The limitations on Bank and agency
staff had a lesser effect on PICU than on the wards as PICU tended not to use these

50 Page 25.
51

PICU 20107 2011 20117 2012 2012- 2013 2013- 2014
Funded Funded Funded Funded
Establishment (wte) Establishment (wte) Establishment (wte) Establishment (wte)

Total Registered 93.46 91.99 86.14 93.06

(excluding Matron)

Total unregistered 4.47 4.46 4.7 474

Total 97.93 96.45 90.84 97.8
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mechanisms. However, the Review was told by PICU staff that the controls on
vacancies resulted in the fall in the staffing numbers reflected in the PICANet data.
Posts could not be recruited to until staff had given notice which was a problem for
PICU as it took around 6 months to get a new member of staff in post. Previously the
PICU would recruit on a pro -active basisto maintain the staffing numbers .

4.10 PICANet6 Annual Reports are also a source of comparative information. The inability
of PICUs to meet the recommended staffing levels was widespread and common in
other Trusts. The 2015 Annual Report summarised the postion, in the Executive
Summary: dn 2014 only 5 (15%) PICUs met the nursing establishment levels currently
recommended by the Paedatric Intensive Care Societyd which was that of at least 7.01
Whole Time Equivalent (WTE) nurses per critical care bed.52

5 Children with CHD inthe PICU
51 The Paediatric Intensive Care Unit i's centr a
services. The availability of a bed n the PICU is crucial to whether surgery, or some
form s of catheterisation, can take place. Around 50% of the admissions to PICU were
cardiac cases. Ward 32 in turn received about 330 discharges from PICU each year
between 2010 and 2014.

5.2 The length of stay in PICU was affected by where high dependency care was to be
provided; within PICU or on Ward 32. It was not until April 2013 that the first
dedicated high dependency beds opened orWard 32. When we spoke to a number of
members of the nursing staff working on PICU over the period 2010 to 2014, they told
the Review that children requiring high dependen cy care were cared for h PICU until
such high dependency beds opened Returns to PICANet from the PICU confirmed
that a reasonable percentage of the care delivered on PICU from 2010 2012 was high
dependency care>® The question of whether a number of the children requiring high
dependency cardiac care were also, at times managed on Ward 32 before the opening
of dedicated HD beds on theward is discussed in ChapterTen.

5.3 The complex interrelationship between beds onWard 32 and in PICU was apparent
from the effect of the changes made immediately after the CQ® mspection, when all
high dependency care onWard 32 ceased andthe numbers of beds in the ward was
reduced. The Trust opened twohigh dependency beds i PICU instead, but closed one
bed in PICU to secure thenumbers of nurses to achievethis. We heard that the effect
was to increase he pressure onbeds in PICU.

52 @°ICS standard 164 details the qualified nursing establishment levels required. In November 2014 Figure 4 showed that 14.3%
(n=5) of the UK PICUs met the standard of at least 7.01 Whole Time Equivalent (WTE) qualified nurses required to staff one
critical care bed. A total of 28.6 % (n=10) units met the previously defined PICS standard (2001) of 6.4 WTE per bed. This
compares to November 2013 when 5 units reached the target of 7.01 WTE pebed and 13 were equal to or above 6.4 WTE per
bedd See pages 7 and 24.

for 2013 shows that a Ilittle der 30% of the ¢

3The Annual R rt un
i dependency care: Figure 1 page 102.

6advancedd hi
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6 Discharge from PICU to Ward 32
6.1 The Review spoke to a number of staff about the process for decidingwhether a child
was ready to be disharged from PICU to Ward 32.

6.2 We were told that the nature of PICU services is such that difficult decisions have to be
taken by the medical staff as to whether to admit or refuse critically ill children from
across the regin. In so doing, the clinicians were constantly assessing children
currently in PICU to seewho could be discharged safely to the wards or back to their
referring hospital to ensure that spacefor new admissions was available

6.3 We heard consistently from clinicians that t he decision to discharge a patient from
PICU rested with the consultants and was always a clinical decision. For example the
Matron for PICU and Cardiac Services told the Review that the decision to discharge a
child from PICU would be taken following a multidiscip linary ward round on PICU
which would include a PICU nurse, a PICU consultant and a cardiologist or a surgeon
who would all have to agree that the child was ready for discharge. This process was
confirmed by a number of the medical staff whom the Review spoke to.

6.4 We were told that after the decision that the child was ready for discharge, the Clinical
Site Manager worked to ensure that the receiving ward was appropriately staffed. If
they had concerns, they would refer this to the Duty Matron or Man ager during the
workday or the Trustd an-call manager out of hours. In addition, the nurse in ch arge of
the receiving ward would review any children who are ready for discharge and would
refuse the admission if they judge staffing levels are not adequate.

6.5 We heard about the day-to day realities of arranging discharges and managing beds,
from both nursing and medical staff. One cardiologist told us:

& must admit, there were some days when you felt like a bed manager yourself and
you'd go up and say, well hang on a second, I'm being told that we can't go to surgery
because we don't have a bed and the reason we can't have a bed, because this patient
who's ready to go to the ward, can't go to the ward. | said, well hang on a second, I'll
goupanddoawardround. é. . being the consultant

I know the expectation. € So | think that
creating the capacity was a not uncommon

6.6 It was apparent that, although some parents worried that their children might have
been discharged too early,from the point of view of PICU the difficulties could relate to
the availability of beds on the wards. If no bed was available, that could delay a
discharge from PICU.

67 Audits of O6ded awede dus dla ang B0EA The audit in 2010
coveredthe period February to July 2010. During this period there were 164 discharges
from PICU to Ward 32 of which 106 were delayed, 49 by more than four hours. 27
children stayed in PICU for extra nights as a consequence 16 because there wereno

103

cal
t h

t hem



CHAPTER EIGHT: THE PAEDIATRIC INTENSIVE CARE UNIT

beds and 7becausethe ward was short staffed). Of other delayed discharges 12 per
cent were due to shortagesof staff and 12 per centbecausestaff were too busy.

6.8 The audit of delayed discharges from PICU from November 2013 to December 2014
showed that delays in discharging patients from PICU resulted in a loss of capacity in
PICU of just over one bed per day.This meant that other patients could not be taken
into PICU. The audit stated that 6t h e nof mhiged admissions to PICU and
cancelled surgery r e mHrepoged thatdt patepts adhthegr hi gh 6
surgery cancelled or were refused admissions to PICUin 2014 due to the lack of a bed
on PICU. The solution proposedwasto: 6 i n c rcapacisy én general but in particular
on Ward 30 and Ward 32 HDU. Ward 32 HDU requires the ability to flex to 6 beds
when there are longer stay patients in HD.6 (Chapter Fourteen covers the changes
made to the HDU provision on Ward 32 in 2013).

6.9 The Review was concerned that the process omovement from PICU to Ward 32 lacked
sufficient safeguards for children.

6.10 We accept thatthe decision to discharge was a clinical one, t&en by a multidisciplinary
team which included cardiologists familiar with the environment on Ward 32, and staff
on Ward 32 were able to refuse to take a patient if they felt that they would be unable
to deliver proper care. But still, decisions about discharge were taken against the
background of pressures on PICU or the known factthatabedinP1 CU was a Oprec
resourcebo.

6.11 For example, the Mi nut es of the Childrends BHoApdr nance
2012 record:6 Car di a c Tiarhede haslbgeta high amount of both pressure and
dependency over the last month. There have been sick children being moved back to
the wards from PICU which has led to a higher number of incidents being reported.
This has been due to a high demand on PI CU be

6.12 The Review notedthat the information submitted by the Trust to the CQC in August
2012 stated:

6As a result of the continued pressure on bed
Booth, in his role as Matron/Lead nurse communicated to the PICU and Cardiac team

in April 2012 that patients would not be discharged from PICU to Ward 32 without

collaborative working between PICU and Ward 32 to clearly identify the nursing

needs of infants and children on discharge from PICU . The impact of moving the more

highly dependent child from PICU to Ward 32 must be viewed in light of the impact of

both areas and this may result in delayed transfers and impact on the elective cardiac

surgical programme.§(italics added).

6.13 The Review takes the viewt h a t such o6col | aadio pasticularytke amo r ki ng 6

to 6 c llyeidemtifyd t h e n ur o infants amil ehdlditem on discharge from PICU
should have been in place prior to April 2012. Indeed, it was stated in the April 2011
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6.14

6.15

Inotrope Guideline a year earlier, in April 2011,t h &or a patient to be transferred to

the paediatric cardiac ward on i notr opes, they must :velg
sufficient to support 1-to-3 pat i ent Thimimmied express oodsideration of
the nursing support available in Ward 32, prior to discharge. But this did not appear to

be a formal or documented part of the clinical decision -making process.

The Review considered that its assessment, that in practice arrangements for transfer
had been more adhoc and informal, was consistent with the fact that the needs of
children for more complex care were increasing over the period of the terms of
reference, andthat there was scope for confusion about what level of care was available
on Ward 32. We were concerned that the practical effect of these developments had
received insufficient attention, until spring 2012 at least.

The onus appeared to be onWard 326 &eadership to refuse a patient who had been
declared to be fit for discharge. The Review acknowledged that nursing staff told them
that they felt able to do so, and that cardiologists also told the Review that they would
back the judgment of nursing staff if this happened. But a more formal process,
involvingt he o6 c | ear anddooutmeénfatiorr af hursinghnieds would, in the
Reviewbés opinion, have supported this.

7 Conclusions

7.1

7.2

7.3

7.4

7.5

Viewed overall, there was a good standard of careprovided in PICU throughout the
period of our Terms of Reference. This was achieved dgste significant pressure on
beds. High rates of occupancy were, in turn, a reason why planned operations could
not always proceed.

The PICU has effectively manageal staffing constraints, which in common with many
other PICUs across the country, have been consistenthbelow recommended levels.

PICU staff were active leaders in the reporting and investigation of clinical incidents.

During the period prior to the creation of dedicated High Dependency facilities, the
multi -disciplinary procedure for agreeing discharges from PICU to Ward 32 would
have benefitted from the explicit identification and documentation of the nursing
needs of infants and children, when transferred to the ward.

Clinicians were frustrated at the absence of dedicated beds for their patients in PICU.
They felt that they would be able to provide a higher quality service, with fewer
cancellations, if such beds were available and also that PICUS staff could further
specialise in the needs of childrenwith CHD. On the other hand, it was apparent that
the current arrangements provided greater flexibility.
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7.6 Changing practice against this background is a complex challenge, with changes to one
part of a system (e.g. by the creation of a HDU) affecting others, both inside and
outside a hospital serving a wide area.

8 Recommendation

8.1 We were conscious of the heavy strains placed on families by the limitationson the
capacity of the Bristol PICU, during the period of this Review, and consider that this is
likely to be a national issue that requires proper attention.

8.2 Inlight of the above, we recommend

(19) That NHS England should commission a review of Paediatric Intensive Care Services
across England. We were conscious of the heavy strains placed on families by the
limitations on the capacity of the Bristol PICU, during the period of this Review, and
consider that this is likely to be a national issue that requires proper attention.
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CHAPTER NINE: END -OF-LIFE CARE, BEREAVEMENT AND
PSYCHOLOGICAL SUPPORT

1 Background

1.1 We have discussed the transition from PICU to Ward 32 in the previous chapter.
Tragically, for a number of families, their child did not recover and leave hospital, but
died in hospital. All of the children whose deaths were examined by us and who died
in hospital had been in the PICU immediately prior to death (sometimes having been
transferred back there from Ward 32).  Consistently with this, it was the staff based
on PICU who most often needed to help and support families either when their child
was unlikely to recover, or immediately after death. We looked to see what services
were available to support families in these situations.

1.2 A small number of families who contacted the Review and whose child had died
commented on the end-of-life care offered leading up to or immediately prior to the
death of their child. Specifically, some families report ed that in their experience end-
of-life plans were either non-existent or were not communicated adequately to them.
Some families told us that they were not warned about the seriousness of the
deterioration of their child, so that in some cases a death was unexpected

1.3 We heard a number of complaints that staff had lacked sensitivity when speaking to
parents immediately after the death of their child. But equally, we also heard the
opposite, with one account, for example, of sensitive and caring support from staff in
6sayi ngygd.od

1.4 We noted that in its clinical case note review, the CQC examined six cases in wich a
child died:

dt was not clear from the records what inforr
death in all of these cases. However, there was evidence of an increasing focus on

effective bereavement support of families in the latter part of the period of the review,

with excellent practice observed in these later cases

2 End -of-life Care and Bereavement Services
2.1 The recommendations of the Bristol Public Inquiry had included the following:

@0. The provision of counselling and support should be regarded as an integral part of
a patient's care. All hospital trusts should have a well-developed system and a wel
trained group of professionals whose task it is to provide this type of support and to
make links to the various other forms of support (such as that provided by voluntary or
social services) which patients may need.

21. Every trust should have a professional bereavement service. (We also reiterate what
was recommended in the Inquiry's Interim Report: 'Recommendation 13: As hospitals
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develop websites, a domain should be created concerned with bereavement in which all
the relevant information concerning post -mortems can be set out in an appropriate
manner.") 6

2.2 In the years since that recommendation appeared, further attention has been given to
the issue of endof-life care and palliative care. Thus, the Safe and Sustainable
standards required that d’he Tertiary Centre should have a paediatric palliative care
service able to provide good quality endof-life care in hospital and with well-
developed sharedcare palliative services with the communityo(A14).

2.3 We noted that there was overlap betweenend-of-life care and bereavement support
and counselling, and have discussed them together, below.

24 The Trsubmissiorsto the Safe and Sushinable Review regarding palliative care
described a range of services provided in the community in the West of England, such
as the Lifetime Service (which provided nursing and psychological support to children,
including palliative care), as well as local hospices. It was apparent that there was an
absenceof in-hospital provision.

2.5 Dr Fraser, Consultant in Paediatric Intensive Care, was involved in developing a case
for the funding of a specialist palliative care team from 2009 onwards. The need for
such ateam inthe Womenéand Chi |l dr en6s DiedintheiChild Destas ment |
Review Action Log of May 2010. It was classified as an@®ngoingdaction, with mention
of a proposal submitt ed to specialised commissioners. However, the funding bid was
not successful.

2.6 The process of child death reviews did not include responsibility for bereavement
counselling, but a bereavement nurse specialist was appointed by theWest of England
Child Death Overview Panel (CDOP) ndwasb ased i n t hHespi@hdwotr en 6 s
with families i n PICU in 2011, onthe basis of a two day week In 2014, the West of
England CDOP report also noted that the Child Death Enquiries Office had arranged
two well-received trainin g sessionson communicating with bereaved parents for a
wide range of professionals and office staff who may have contat with families.

2.7 The Trust turned from its attempt to get funding from commissioners to seek support
from its hospice partners. When this too was unsuccessful, it renewed its proposds to
commissioners, and was successful in 20141 2015. In January 2015, the part-time
palliative nurse specialist was able to begin fulttime work. In addition, by June 2014 a
palliative care consultant had been appointed by Ch i | d Haespicé South West to
work 2 days per week, with award round at BRHC on 1 day a week.

2.8 We saw evidence of valued longterm support given by the palliative nurse to at least
one family involved in the Review, and we were impressed by the quality of the care,
compassion and expertise now available within that team. We also saw guidance
developed to support professionals in using the &hild and Family Wishes: Discussion
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Recordd (containing agr eed pl ans t o be foll owed when
deteriorates), as well as leafets and information designed to assist parents after a

death. We felt that the findings of the CQCO0s cl
impression of the recent developments to the service, which were of a high quality.

2.9 The Review heard from stdf that further developm ent of the service was planned.
Increasing the team from three to a team of six®* will enable patients and their families
to receive more consistent contact and support throughout their care.

2.10 The Trust acknowledged that an improved website for bereaved families could still
usefully be developed.

2.11 Whilst recognising that the provision of this area of care was challengingnationally,
the Review noted that there were weaknesses in the scale and scope of provision for
bereavement and palliative care services until their expansion in 2014. The Trust
acknowl edged that it was unusua hot hmving mg s t ch
dedicated palliative care service until 2014. The Review felt that this recognition
helped to provide a context for some of the parental comments summarised above.

2.12 The ability of the hospital team to provide end-of-life care which respected the wishes
of families could depend on the availability of services in the community as well as in
hospital services. We noted how in one situation in 2011 there were delays in
discharging a child because nopalliative care teams in the community were available
on weekends to provide community-based palliative care, and there was no regonal
co-ordinator for community -based palliative care.

3 Psychology S upportand S ervices

3.1 For ease ofreference we have addressed thdopic of support from psychology services
here, although the input of psychologists is relevant at every point along the pathway of
care and we have already noted in Chapter Six, the involvement of the team in
supporting the process of obtaining consent.

3.2 We noted that this was an area of weakness, with regards to the implementation and
reinforcement of the recommendations from the Public Inquiry .5> The Report of the
Work of the UBHT Paediatric Cardiac Surgery Inquiry Stakeholder Group (January
2003) commented:

&linical Psychology Services in the Trust are under resourced and their development
through additional investment would underpin many of the recommendati ons of
Kennedy as well as improving the overall quality of care provided.6

54 The Trust told us that developments in early 2016 include additional palliative care nursing resources, a new palliative care
consultant role, a new palliative care psychologist role and a family support worker.

55 For example, the Public Inquiry noted that dPatients should be supported in dealing with the additional anxiety sometimes
created by greater knowledged

109



CHAPTER NINE: END-OF-LIVE CARE, BEREAVEMENT AND PSYCHOLOGICAL
SUPPORT

3.3

Without purporting to assess any changes from 2003 i 2010, it was apparent to the
Review that in 2010, weaknesses were again evident.

The Safe and Sustainable standards requied psychology support to be available to
families, but did not define minimum staffing levels for its provision. The British
Psychological Society (BPS) produced its own recommendations for standards in

O0Hi st or e psgchological issubs affecting children with CHD and their families
have been less well researched than other paediatric specialties. This dearth of
information may have contributed to the limited development of psychological services

The focus within Paediatric Cardiology has been on improving mortality and morbidity
rates, and thus on medical and surgical improvement. As mortality and morbidity rates
have improved there is a growing interest in, and need to, develop appropiate

psychol ogi cal provision for%CHD children

The importance of such support was wellsummarised by an observation that we

dhe journey of a child who is a cardiac patient (and the journey of parents of t hose
patients) are long, filled with anxiety and can be intensely lonely. | am pleased to see
that the clinical psychology input to cardiac services is at last being increased and
taken seriously. They are not deart children 6they are children who just ha ppen to
have cardiac conditions. Services must recognise this and be able to work closely with
school settings and families in recognition of this. 0

The psychology service atBRHC came into being in 2005 when Dr Garrett was
appointed. She provided three sessions per week for the cardiac service up until
December 2011 when itwas reduced to two sessions (she also had 5 sessions for M/
services). A benchmarking exercise conducted by the BSSn 2012/13 identified that
psychology staffing in the ten centres treating CHD in England ranged from none to 4
full time posts. At that time, four units in England had similar or lower provision than

In Bristol, the limited level of support from the psychology service was noted and a risk
assessment was underaken in December 2013. In April 2014, a decision was made by

and

the Trust to invest further in psychology services. The principal ps y ¢ h o | algtteds t 6 s

time increased to 0.4 wte from September 2014. Funding was also provided for a full-

BGhigliers Congenital Heart services psychology standards (2013)recommended:

3.4
201356 The BSS commentedthat:
within Paediatric C ardiology.
3.5
receivedfrom a parent:
3.6
Bristol.
3.7
5The
A

1 WTE psychologist with experience of working with paediatric cardiology services per 400 surgical patients in the

heart surgery centres, to include consultation and CPD for the network;

Paediat

1WTE psychologist per 5000 children with congenital heart disease in Cardiology Centres or DGHs where there is a
rician with a Special Interest in Cardiology (PECs).

57 Children Congenital Heart Services Psychology Standardsi British Psychological Societyi 2013
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time appointment at Band 7. A post-holder took up this role on April 2015. This

enabled the psychology service to move away from supporting families in the PICU to a

broader involvement, for example playing a greater part in the process of obtaining

consent to surgery. The service had recently been reviewed to obtain feedback from

families, which had been positive. It was most effective when families were able to
communi cate and seek support from psyichdél ogi s
to receive services.

3.8 The New Congenital Review haspaid particular attention to the psychological needs of
children and families in its standards. The recommended staffing levels set out by the
BSS have been embraced in thestandards, along with standards regarding access to
the service and its integration into the broader range of services The staffing standards
are required to be met by April 2017. The Review saw evidence of planning underway
to meet these standards. However, the proposals had not yet secured funding and this
had been re-entered onto the risk register. The register noted that the Trust was still
unable to provide a psychology service for children and families at a number of stages
including fetal diagnosis, transition from child to adult care and patients undergoing
catheterisation.

4 Conclusions

4.1 There were weaknesses in the provision made by the Trust for endof-life care and
bereavement support, particularly in the early part of the period covered by this
Review. More recently, services had been strengthenedand there were examples of
excellent practice.

4.2 The need for psychological support for patients and families is a crucial part of the
service that should be offered. Although there hasalso been some improvement in the
provision of psychological support for patients and families, it remains under-
resourced and is not able to meet the needs of all those who could benefit from it.

5 Recommendations
5.1 Inlight of the above, we recommend

(20) That the Trust should set out a timetable for the establishment of appropriate services
for end-of-life care and bereavement support.

(21) Commissioners should give priority to the need to provide adequate funds for the
provision of a comprehensive serviceof psychological support.

111



CHAPTER TEN: WARD 32

CHAPTER TEN: WARD 32

1 Introduction
11 Ward32was t he wardéa mditehce Chi |l drends Hospital
beds, of which 8 were single-bedded cubicles. It had the capacity to admit up to 19
patients, if necessary Children might be admitted to Ward 32 prior to procedures and
remain there until discharge; or they might come to Ward 32 after a period of care in
PI CU. The Trust explained that that al | o
congenital cardiac service who required to be admitted as in-patients would be cared
for on Ward 32, except in somerare cases where due to cemorbidities they were better

cared for on another specialistwardi n t he Chil drenbés Hospital
1.2 Attimes, Ward 32mi ght al so-cadmi acbnepatients, i f pres
Chil drends Hospital made this necessary.

1.3 Ward 32r an wad a& t e n cewicesvéhereby patients and families could come
directly to the ward for a variety of clinical reasons ranging from blood sampling to
E C G oTéis was predominantly through the week and more occasionally at weekends.
According to a draft ri sk assess wmadcdttendbdtcand Janu
significantly add to the patient numbers and further dilute the staffing and increase the
demands on nursing staff.d6 A | ater dr aft 0
suggesting that avard attendersddid not usually have a significant impact on nursing
time as they generally attended for a medical review. However, there were some
incidences when the patient required sedation for a procedure, which would require
additional nursing and the use of an inpatientbed. The experience of th
nursing experts was that @vard attenderséwould require n u r stiens,Gven if they
attended for medical review as they would needto be observed, blood taken or height
and weight measured.

1.4 The needs for care and nursing of children on the ward varied, depending on how ill
they were. During the period of time with which the Review is concerned, there was a
clear recognition in the Division that the acuity of the patients on the Cardiac Ward in

the Chil drenods Hospital was increasing (as,
complex conditions such as hypoplastic left heart syndrome were initiated). The term

acuity refers both to the seriousness of thechildbs i | | ness or confdi ti on,
the need for care  The experience of increasing acuity was onecommon to most

Chil drends Hospditals at the ti me.

1.5 Concern expressed about the quality of the care onWard 32 wasa reason why the CQC
decided to inspect the ward in September 2012, and whythe Review was later set up in
2014. We therefore spent a considerable amountof time investigating care on the
ward.

58 See thereport by Carol Wililamsi 6 A background report on nurse staftfdaarged.n chil dre
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1.6

1.7

This Chapter, together with the next Chapter, examines:

1 fa mi | aceaurdiss. summary of material gathered from the families who
contacted the Review;

1 guidance concerning levels of nursing staff;

theTrustd s i nf or mhotwthewardwasmnganised and its staffing;

1 the history of any expressed concerns about theward.

=

We comment more generally on the adequacy of systems of assurancesand the
responses toconcerns expressedin subsequentchapters.

2 The Experience of Families

2.1

2.2

2.3

24

2.5

The Trust aimed to measure the experience of patients during this period by
conducting surveys. After parents and children left the ward, a sample receivel a
guestionnaire through the post. The survey, conducted quarterly, contained three
guestions, one asking families to rate the quality of the care received, one asking
whether they had been treated with respect and dignity and the third asking them to
rate the cleanliness of the ward. The surveyd methodology was designedat a national
level.

The picture gained from these surveys was a favourable one. That is, of those who
responded to the surveys between April 2011 and June 2012between 86 and 88% of
respondents said that care was excellent or very good, between 88 and 91% of
respondents said that they were always treated with respect and dignity and between
58 and 72% of respondents rated thewarda s 6 v e r We did nete, ihawéver, that
in comparative terms, these results for Ward 32 were slightly lower than that for all
wards in BRHC in terms of quality of care and markedly lower for the rating for
cleanliness.

The information gathered from families by the Review painted a more mixed picture.

As set out in Chapter One the Review was contacted byover 200 families after its call

for evidence in summer 2014. The information reported below relates to families

whose experience of carewas during the period from 2010 i late 2012. That is, we
have tried to separate reports of the care received before changes were made fatiwing

the inspection by the CQC,from reports relating to the later period.

It is important to bear in mind that, as we set out in Chapter One, we heard a range of
views and als that the information received in this way cannot be regarded as
Or epr evsecOe tvoaftr iy fexpeniencey 6 s

We should say, first, that many of the families who contacted the Review echoed the
positive picture painted, in broad terms, by the Trustd surveys. For example, one
family - which twice experienced admission to hospital - reported no concerns about

the care on Ward 32. St adompetang caeng and hard-wor ki ng 6 ; they

of t h etomakenttangseasier for the parents as wellasthe children they cared for.
d have cried and laughed with a number of t he nur s e Anoter said
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that they thought that their young child, who wasrushed to the BRHC in autumn 2011

recei ved 0 canet is tha thrdei week® in PICU and Ward 32. In Ward 32

dher e wer e al way s amduhe s@mity e thatime thé Haley dlad a nurse

who cared for him. The familyfound st aff o6i nformati veod. Anc
that &\t every stage the staff were patient, kind and explained everything that was going

to happen. Staff, the parents said, were on hand wheneverthey had queries or thought

that the child needed pain medication.

2.6 When parents or carers gave more negative reports, a key perception was that arsing
staff were spread too thinly. Some families reported that whilst on the ward they
r e c e igoo@ aare But it was apparent that the staff were very $retched and relied on
p ar e ronesof tilesefamilies felt that the ward was understaffed.

2.7 Another mother reported how rushed the healthcare assistantwas who admitted her
and her child to the ward in 2010. They were left alone in a side room until 11pm,
seeing no-one until a night sister came and helped them to settle in. Afterthec hi | d 6 s
operation, she said that although the nurse had promised that he would be seen every
151 30 minut es, no one came in or checked the
His oxygen monitor came off many times and still no one came in to check, she said.

2.8 The complaint that there was no response toalarms was a theme for a number of
parents; more than one family said that they were told to Gilenceb a moni t or . T
were concerns that medication was not delivered in a timely fashion, or as needed by
children. One family told the Review that they made allowances for the fact that their
child, a teenager, was adow priority 6since she was getting better and had a parent
caring for her, but still noted that the staff did not come to check on her. This was so
even when nursing intervention was needed and requested, e.g. to measure urine
output. Theparentslear nt t o do t hi fllintohagoutine I6fvcariag f@and 0
their child.

2.9 Some parents told us that they understood that, out of PICU, a child would not be
Oweghéedd | t he ti med. ItisnOrma asa pamentéorwane dore support
than is there and if money was no objectthenthere coul d have been mor
B u tthe Bdurses would always find a doctor if we needed one and there was never a
point when | thoughtthey should be doing more than they were.

2.10 By contrast, some families were more critical. Some criticised thewardd6 s abi | ity t o
for those who had recently been discharged from PICU. They told us that they felt the
lack of high dependency provision was appalling and that very sick children did not get
the level of nursing care they needed when they were discharged from PICU. They felt a
higher level of nursing care should have been available for a period of 2 or 3 days after
discharge from PICU.

2.11 Others suggestedthat the issue was not merely the nurse:patient ratio but staff who
lacked a caring attitude. For example, a family with experience of operations in 2008
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and 2009 regarded nursing staff on Ward 32 a suncéring and inconsiderate with what
canonly be describedasa 6 coul dndt c. aTheyhhdditdesobno eegatdifot u d e
families or patients at a time that was filled with uncertainty, distress and fear®
Another family reported nurses chatting in the central area r ather than checking on
patients: d'hey seemed to have no interest in the patients and | never saw them walk
aroundthewardt o check on things. 6

2.12 There were a few comments on the availability of medical staff, particularly out of
hours. One familysaidt hat they themselves detected that
cold but found it difficult to contact any doctors during the evening and the night to
respond to their concerns. The junior doctor on duty had to call a colleague at home to
get advice andto start the child on Heparin (although the Review noted that such out-
of-hours arrangements were standard). The parents stayed awake through the night to
massage the childbés | eg. They felt that th
ill as other children, and felt that they were not being taken seriously when they voiced
their concerns (in contrast to their experience of the local hospital ).

2.13 A few parents suggested that theward was dirty or that cleaning was inadequate:
cleaner s awmo wlrd udchdlée you.

2.14 We have notedthat a number of the concerns reported by those who gave information
to the Review echoed the experience of thewo families who complained to the CQC in
2012. They set out similar themes about the availability of nursing staff, and suggested
that there was inadequate response tothe needs of seriously ill children who, it was
suggested, required augmented levels of nursing care. They questioned the skills of
staff on the ward, and the extent of the review that couldbeprovi ded by t he 6O0ut
team of PICU-trained nurses who were asked to support Ward 32 staff by reviewing
children recently discharged from PICU. They gave an account of parents whose
anxieties and distress about their children were not taken seriously and of children
who, it was suggested, should not have been cared for on thavard in the absence of
dedicated high dependency beds, properly staffed with nurses equipped to deal with
the more seriously ill child.

2.15 It can be seen thatthe adequacy of staffing, and whether nurses and medical staffwere
in a position to care for seriously ill children in need of high levels of supervision, or to
detect and respond to the condition of deteriorating children, lay at the heart of
matters that we were asked to exanmne.

2.16 Against that background, we turn to the subject of levels of staffing on the ward, prior
to the creation of a dedicated HD unit.

3 Applicable Guidance
3.1 There were no mandatory requirements for levels of nursing staff at this time. The
most widely used gui dance f o servicel at thid tineerwéassfoundin the Royal
Coll ege of NWrDeifnni hRCN)téasd fing | evels for ch
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3.2

3.3

3.4

3.5

3.6

servicesd(2003) .5 This set out what the RCN viewed asappropriate levels of staffing
for vario u s ¢ h iséndcesdneld@dig intensive care, high dependencyand specialist
and generalwards.

For general wards, the guidance set ait an indicative baseline ratio of registered nurses
to children/young people , taking into account distinct requireme nts for care:

1 For under 2 years: 1:3

1 For other age ranges during the day 1:4, and during the night 1:5

The RCNb gjuidance also looked at appropriate staffing for sp ecialist wards and
departments:

1 1:3 in specialist wards;

1 1:2 for high dependency patients;

1 1:1 for children in intensive care.

The guidance however stressedthat on a daily basis nursing staff must reflect the
needs of the children and families on the unit, rather than being pre-determined by the
number of beds, or the level of care each bed vas designated as providing.

The RCN6 guidance stated that the nursing establishment should allow for a shift

supervisor who would co-ordinate the operational and clinical management of the

ward alongside delivering care to a small caseload. Healthcare assistants educated to
the level of S/INVQ3 with additional sp ecific skill and competence-based training could

provide support to registered nurses as part of the nursing team.

Ms Carol Williams (an Independent Healthcare Consultant) identified all ward s in
BRHC as &pecialistdin the benchmarking report that she completed for the Trust in
October 2012. In a literature review 6° previously written for the RCN in January 2012,
Ms Williams wrote:

G&pecialist hospital services

Thereisarangeofguidane avai |l able relating to specialis
including childrends oncology and cardiac nut
specific about the number of nurses required. In the case of oncology and cardiac

guidance, readers are eferred to the RCN staffing guidance of 2003 (NICE, 2005, NHS

Specialised Services, 2011). This specifies the following, using oncology as an example:

A thirty -three per cent of patients require 1:2 ratio of nurses to patients (HD care)

A the remainder require one nurse to three patients

A a shift supervisor and nurse practitioners/specialists are additional to the bedside
establishment.

59Royal College of Nursing, 2003. Revised in 2013.

60 \W/i

I'l'iams, Carol (2012): O6A background report on nurse staffing i1
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Evidence from discussion with senior and specialist nurses suggests that these figures
may now be insufficient with a higher number of children in specialist hospital wards
falling into the HD category, in some cases up to 50 per cent. This information is not
always supported by evidence gained from using workload and dependency tools, but
is often based on professimal judgement and feedback from staff. Due to the
requirement for a nurse to patient ratio of 1:2 for children falling into the HD category,
there is a need for objective workload measurement to support professional
judgement, especially where staffing requirements are increasing in specialist services.
Therefore, it is recommended that further workload measurement is required in
specialist services over a period of time (minimum four weeks) to demonstrate the
need for higher nurse: patient ratios where acuity is high. Tools such as Paediatric
Acuity and Nursing Dependency Assessment (PANDA) tool may prove useful in this
settingé é6

€ . The information above demonstrates the lack of clear guidance relating to nurse
staffing which is applicable to allofthe s er vi ces providingdchildrend

37The Reviewbs Expert s heoondision thdtthage issadackefecldar wi t h  t
guidance onlevels of nursing staff.

38The RCN6s conclusions were refreshed tedut not
guidance further emphasised that the level of dependency of the patient was equally
important and should be determined as part of the process of setting the level of
nursing staff required .

4 Nursing Staff on Ward 32
4.1 The Review asked theU H B &Chief Nurse how she assuredherself that nursing staff
levels were appropriate in the Trust and on Ward 32 in particular. She told the Review
that, broadly speaking, assurancerelied upon:
1 the RCN guidance;
1 an annual review of the funded establishment and staff in post (called re-basing
the budget)st,
guidance on minimum levels of staffing for each ward;
feedback from the Heads of Nursing ona regular basis;
reporting on @uality indicators 6such as pressure sores or infection control;
feedback from patients/famili es through surveys and complaints;
reporting of i ncidents;
visiting the wards herself and feedback from other Directors through their visits
to check on the safety of patients

=A =4 =4 =4 -4 A

61 The Chief Nurse told that the Review that the budgets had been rebased in late 2009. The Conroy review had then taken the
place of rebasing in 2011
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4.2 The Chief Nurse told the Review that establishing minimum levels of staff for each
ward was one of the recommendations ofa report of the Audit Commission in 2009,
which benchmarked staffing against other hospital trusts. ®® The minimum levels of
staffing for each ward, which included Ward 32, were set by the Ward Sister, the
Matron and the Head of Nursing Women6éand Chi |l drendés Division

4.3 The Head of Nursing Womenb and Chi | dr ehigblighte® thevfacsthabtimere
were no mandatory levels for nursing staff for the care of children in England over the
period of the Review. We have already referred to the R
commented that it had a number of limitations. Setting a ratio of nurses to patients
was a relatively crude approach as it didnot necessarily reflect the number of hours of
nursing that each child actually needed. She noted that there were no nationally
accepted tools to measure acuity and dependency,to aid decisions about levels of
nursing staff levels for children over the period 2010 to 2014. This led to a reliance on
the professional judgement of the senior nursing staff, from Ward Sister to Matron to
Head of Nursing, to ensure that appropriate numbers of staff were in place or to raise
concerns when called for. 63

4.4 We looked at the data regarding the funded establishment® for Ward 32 in 2010/11, as
well asinformation provided by the Trust to the CQC in August 2012. During 2010 and
2011, the funded establishment for Ward 32 was:

1 three registered and one unregistered member of staffduring the day on Monday
to Friday; and
1 two registered and oneunregistered member of staff overnight and at weekends.

4.5 A Trust-wide Review of staffing was carried out in 2011 by Ms Margaret Conroy. For
Ward 32, this Review recommended a small increase in thelevel of staffing to enable
the Ward sister to be supernumerary or supervisory (but a very small decrease in the
skill mix from 82. 7% to 81.3% registered nurses). We were told that in 2012 following
this review, changes to the shift patterns were introduced, the6 up | i f t forsuch al | ow

62 The main findings from this report by the Audit Commission were that in comparisontogroupof si mi | ar Trusts, UHB®E
nursing staffest abl i shment was 6 f ai bhlevels of ank staffaepyedand the sickeesswateroe6% wasg

above the national average. The eport suggested that there waspotential to achieve £56m of efficiency savings by revising the

trust 6s nestadishmegt. Bhé Repolt was influential in triggering the further review of levels of nursing staff carried

out in 2011.

8] n tédhek Pdrbound report on nurse staffing in childrenosheaeed young pc
for triangulation of methods when undertakingwo r k f or ce pl anningd, including:

A professional judgement of experienced nurses

A benchmarking with other services; and

A the use of tools to measure patient dependency or acuity art
She noted that guidance provided a useful summary ofte s e t ool s, 6but few of these have been d

and senior nurses have reported that to date few of the tools use:q

64 That is, the numbers of each band of Registered Nurses, Health Caré\ssistants andWard clerks that are considered
necessary to run a particular hospital Ward.
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matters as leave and sickness cover was reduced from 23% to 21%, the nursing
establishment on Ward 32 was increased by0.74 whole time equivalents (WTEs) and a
post of supervisory Ward Sister was introduced, i.e., a nurse in a leadership role who
would not be expected to have drect responsibility for the care of patients on the ward.

4.6 On 18th April 2012, an email was sent by the Matron of Ward 32 which indicated an
intention to increase the staffing with dmmediate effect6to:
1 four registered and one unregistered member of staff during the day on Monday
to Sunday; and
1 three registered and one unregistered member of staff overnight

4.7 Shift patterns were said to have been changed to free nursingresources.

4.8 A timeline provided to the Review by the Trust suggested that these changes were
imple mented earlier, in January/February 2012 . The submission made by the Trust to
CQCin August 2012 also recorded that this pattern of staffing was in place by that
date. We questioned whether these changes were in place as early as Janua /
February 2012, given the date of theMat r onds e mai).l SéefOmapterl11l,20 12
paragraph 1.147 1.16, where we suggesthat the picture was, rather, one of a gradual
increase in the nursing numbers during the first part of 2012.

4.9 Further changes in the nursing establishment took place following the CQC inspection
and the creation of dedicated HD beds. These developments areconsidered further
below, in Chapter Fourteen.

5 The Model of Careon  Ward 32: The Outreach Team and  &lexing 6Staff

5.1 The discussion of nursing numbers above relates to the funded establishment onWard
32. However, the Trust pointed out that it also supported nurses on the ward by
means of the Outreach Team, and by dlexingdnumbers as needed (i.e., responding
flexibly to th e needs for nurses)

5.2 The Trust told us that the dischargeofachildf r om Pl CU t o t hewaedhi | dr en
followed a clinical decision by the PICUS ®am, including a consultant cardiologist , and
agreement by the ward. For a further 48 hours, the child would be monitored by a
specialist Outreach Team and, for the r emaitheré wauld loef t he
additional review by the Outreach Team, if requested to attend. Children would be re-
admitted to PICU if required.

5.3 The Nurse Consultant (PICU/H DU), Ms Haines, told us that the Outreach Team
consisted of experienced middle-grade nurses whohad a background in intensive care
and qualifications in intensive care, emergency care or high dependency care. The
Matron for Paediatric Critical Care, Mr Booth, told us: 6 | think we recognis
the wards there were children with a higher acuity and more junior nursing staff or
inexperienced nurses and doctors, junior doctors, needed the support of somebody
who was more au fait with nursing childrenwith t he hi gher acuity or de
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54 TheOutreachTeam served the whol e o fThete wald kehonel dr e n 6 s
member of staff on duty for the site for 24 hours, 7 days per week. So the word deam6
referred to staff who performed this function g enerally; it was not a reference to there
being a number of staff on duty at any one time.

5.5 The Review was advised by its Expert Panel thatt was common for hospitals to have
an Outreach Team, oruse the Outreach model. The modelwas developed in hospitals
in response to reductions in junior doctorsd
method of supporting ward staff through the use of those with specialist skills and
expertise. Furthermore, in the relatively small environment of the Children 6 s Hospi t al ,
there should have been an opportunity for the members of the Outreach Team to forge
effective relationships with ward staff.

5.6 We were told that the staffing on the ward was also 6 f | eupwamdisbaccording to the
number of children and levels of acuity on the ward, by bringing in additional members
of staff to supplement the basic nursing establishment. Additional nurses could be
drawn from other wards, i f |l ess busyBanfkrbo ifr, wotr froee agereyo | of 6
nurses. This process was maaged by senior nursing staff on a dayto-day basis. The
aim was to ensurethat additional skills and capacity were brought to bear when acuity
or activity on the ward required.

5.7 The Head of Nursing explained that rosters were planned six to eight weeks n advance
so that if there were gaps these could be addressed byhe use of agency orBank staff.
All rosters were signed off by the Ward Sister and the Matron. Although the funded
ratio of nurses to patients was on average oneto-four on Ward 32 (see @ove), on a
day-by-day basis the level of patient acuity and dependency was actively assessed by
the Ward Sister. If those ratios needed to change due to patiens Beeds andoccupancy
of beds, this would happen in discussion with the Matron and the Site T eam.

5.8 Nursing staff described how the Trust had a day duty team (comprising a clinical site
manager, duty matron and duty manager) and a night duty team (comprising a clinical
site manager and on call manager). Twice a day, the clinical site manager, theduty
matron and duty manager would meet to discuss the occupancy of beds, nursing staff
levels, activity on the ward and the acuity and dependency of patients. Various ward
rounds and scheduling meetings enabled them to assess needs and gapa staffing. If
there was a gap, the site team expead the ward staff to take responsibility for
addressing it in the first instance. The next step was for the sister to refer it to the
clinical site team manager and duty matron. If it could not be resolved by rededoying
appropriate staff fr om a Bank eragencyhstaff Would bedr en d s
used. The Review was told thatBank staff are generally nurses employed parttime by
the Trust who will work occasional extra shifts through the Bank. The Trust also aimed
to use the sameagencynurses congstently.

65 Bank nurses are staff registered with the Trust on their staff bank to provide temporary cover where there is a short-term
increase in work or a short term shortfall due to vacancies. Many bank staff are already employees and register with the bank if
they are willing to do additional shifts.
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5.9 It was apparent to the Review that the funded establishment for Ward 32 before the
changes noted in April 2012 contemplated a nursing ratio of one nurse (registered or
unregistered) to four patients duri ng day time hours, and a little under one nurse to
five patients overnight and at weekends, if all 16 beds were occupied. As regards
registered nurses only, and again on the basis thatall 16 beds were occupied, the ratio
would have been one nurse to 5.3patients during day-time hours and one nurse to
eight patients overnight and at weekends.

5.10 If three registered nurses had been present (during the day), this would have meant

that the RCN guidance wasadhered to only if:

1 no more than 12, rather than 16 beds were filled;

1 there were no children under the age of 2. The RCN) guidance suggests that
children under 2 need care at the ratio of 1 nurseto 3 patients, rather than 1 to 4;

1 there was little or no use of the cubicles onWard 32. Cubicles require higher
l evels of nursing attendance, because the
the patients are more isolated (even if linked by monitors to the central nursing
station, as were patients in Ward 32); and

1 staff were not over-stretched by meetingthene e d s aovérd & thtee ldd er s 6 .

5.11 Overall, and even leaving aside thequestion of whether some children on the ward had
higher dependency needs or presented additional challenges to nurses because they
were not cardiac patients, it appeared that the extent to which the RCN&6 guidance
would be met must have depended heavily on the ability of theward to supplement or
6fl ex 6 ioha dadytbasks.f Heavygreliance on increasing the number of staff
through deployment of Bank and agency staff to meet routine needs (rather than to
address vacancies, absence or sickness) is not consistent with providing an appropriate
quality of care.

6 High Dependency Care

6.1 Staffing levels of 1:4 or 1:3, recommended in the RCN6 guidance in 2003, applied to
@eneraldwards. But children may require closer nursing attention because of their
particular needs (for example, because their fluid balance needed careful attention and
recording). Or they may fall within a more formal category, that is, childr en who need
digh dependency cared

6.2 Suchchildren were defined in the guidance produced by the Paediatric Intensive Care
Society inCildmuemeof20tlDe Or  tThedPkCE guidandelsdt ouahi | d 6 .
range of circumstances in which children might require close monitoring and
observation, while no longer needing to be nursedin an intensive care environment. If
children requi red what was described as6 L e wédare, the guidance recommended
that 1 nurse should be allocated to 2 patients; or 1 nurse to every patientnursed in a

6As wel | as in the RCNO6s 2003 ¢6Defining Staffing Level sbo.
67 Quality Standards for the Care of Critically lll Children i Paediatric Intensive Care Society 5th Edition December 2010
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6.3

6.4

6.5

6.6

6.7

6.8

cubicle. Thus, if any children falling within the terms of that element of the guidance
were to be on Ward 32, agreater level of nursing staff was required.

As with the other publication s , Pdui@aBiag was just that - guidance only. The fact
is that there were no nationally mandated standards for levels of nursing for children.

Some parents in contact with the Review said that they were told that their children
would receive high dependency care onWard 32. This was in the period before a high
dependency unit was established on theward in 2013.

We heard from patients that there was mention of a high dependency unit, and they
were given assurances by staff that their child would be cared for in a high dependency
bed but that their experience was that on return to Ward 32 the provision of nursing
care was not enhanced

Support for the suggestion that parents could have been told that high dependency

care would be provided on Ward 32 was provided by two members of staff. In

particul ar, the Nurse Consultant (PICU/HDU) toldusthat it was a dhbti kel y
parents would be told this:

&@. because | think that when a child is gettdi
transfer (from paediatric intensive care unit) , they are less acute in their illness. They
are likely or possibly likely to be cared for by a slightly less experienced nurse.
Therefore, that slightly less experienced nurse may not understand the nuances of
using terminology like high dependency. Although in their m inds they're not incorrect
in what they're saying, because from an intensive care point of view they have been
in intensive care and they've moved, steppeddown t o a hi gh dependency

She considered tha the use of the term was wrong when referring to the acuity of a
child who is ready for transfer to a ward area, however, as it did not necessarily mean
that these children were highly dependent patients who fell within the PICS guidance:

@ his is one of the real concerns that there is nationally about this terminology of high
dependency. So they were not wrong in using that terminology, but how that is
interpreted by those families would be perhaps very different to the way | would

interpret it because of my deeper understanding of those terms. 6

During the period of the Re v i eTarniiss of Reference we heard that there were
consistent attempts made to secure a dedicated high dependency unit for the
Chil drends Hospital as a whol e.

A number of factors lay behind this. There was a plan for the centalisation of
specialist paediatric services (CSP) in Bristol witht he Chi |l drenb6s Hospita
was for neurosurgery, burns and trauma services to transfer from Frenchay Hospital.
There was already a high dependency unit in Frenchay and this would reed to be re
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provided in the Childrenb6s Hospital. This w
provision as regards the other paediatric servicesinto sharp relief.

69 I n addition, <clinicians at the Childrédaebdbs Hos
PICU, patrticularly in the absence ofaHDU. The PI CU i n the Childrend
tocareforsei ousl y il 0 | nothdr gartsmhthe Iredionemight bevwcared
for in high dependency units in District General Hospitals. The absence of such a unit
at the Childrendéds Hospital meant a reduced c
critically ill children from across the region. As a result of these concerns, the Clinical
Director of the PICU sought agreement that the working group looking at the provision
of high dependency care associated with the CSP should be extended to cover alhe
needsforhi gh dependency in the Childrendés Hospita

6.10 In its response to the Safe and Sustainable selhssessment, the Trust had referred to
plans to develop a dedicated HDU, i f t h e c h ifor chndiacrtareexpanded.v i c e s

6.11 There were, therefore, attempts to persuade commissioners to fund a HDU for the
Childrenés Hospital, prior to the hBQCisi nspec:
considered in Chapter Fifteen.

6.12 Here, we considerwhat happened prior to that point: the extent to which children with
higher care needs were cared for onwWard 32.

6.13 In their review of cardiac services carried outin March 2008, Dr Michael Godman
(paediatric cardiologist) and Mr Roger Mee (Cardiac Surgeon) noted thatthe extent of
the cardiacward6 s c a p a c i thigh demendpncyccare ngéegled assessmerfé

6.14 The Trustaccepted that children needing O6higher I
n e e dverd, at times, nursed on Ward 32. However, there was debate about the
extent to which children who would have been recognised as requi
within the meaning of the PICS guidance were nursed on the ward, i.e., children
needing nursing care at the ratio of 1:2 or even 1:1 in a cubicle. We waex told that if
chi |l dr e nhigh depehdedcy they were ¢ i | | in the i npiteinsi ve ¢
PICU. Nurses in PICU told us that they provided high dependency care in PICU,
referring to children who were no lo nger ventilated but remained in PICU.

6.15 We accept that PICU did provide high dependency caré?®, but the question is whether it
provided all such care. The suggestion that all children who needed high dependency
care remained on PICU was not consistently reflected in the contemporaneous
documentation provided to us, including:

68 The review of cardiac services by Mr Godman and Dr Mee noted that:Additional work is required to determine whether high
dependency non-ventilated patients can be accepted from the PICU without compromising the admission of patients for cardiac
catheterisation or pre-operativelyd

69 This is supported by the data supplied to PICANet, which showed that a substantial proportion of the care provided on PICU
was high dependency care, or advanced high dpendency care, under the PCCMD$criteria.
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6.16

6.17

6.18

1 The selfassessmentsubmitted in April 2011 by Dr Davis on behalf of the Trust,
t o t he South We st Specialised Commi ssi on
Dependency Care. This declared norcompliance with two nursing standards for
HD care. There was a recognition by the authors that children requiring HD care
could at times be nursed on general wards rather than remaining in PICU; and
that, if so, the levels of nursing care could fall below that mandated by the South

West standards.
1 A paper to the Divisional Quarterly Review of July 2011, which described @
strong view from the clinical teams within

a High Dependency facility, and, as a result, the anount of high dependency care
that is being provided on the general wards is a key clinical and financial issue 6A
finance paper submitted to the same meetingr ef erred to Ol ncreas
acuity requiring 1:1 and 1:2 nursing support on general wards eg.. ..long term
ventilated children expected to stay at least 6 months each; earlier ardiac
discharge from PICU e.g.inotrope therapy;and mor e i npati endt. chemo
It linked high expenditure on the cost of Bank and agency nurses to the fact that
dhe dependency of patients on theward areas is potentially well above the levels
of dependencyt hat t he wards are staffed for. 6
1 Information collected by Dr Caroline Haines regarding the levels of patients 6
dependencywhileon t he chil drenbés wards, in 2011
1 The Standard Operating Protocol for children in receipt of inotropes on the
cardiac ward (April 2011). This set out the need for augmented care when
children receiving such drugs were on the ward and specified a nursing ratio of
1:3.

In relation to the information gathered by Dr Haines, we were told that the Trust had
been seeking to document the extent to which children with a need for higher
dependency care were present on its wards. Staff began work in 2008 to develop

systems for collecting data fo r t he 6Paedi atric Critical Ca
(PCCMDS)0 By 2011 this work had progressed toallow a pilot study across the
Childrenés Hospital. T hmatiemsoneekling yhighedepredehcye v i d e n ¢

care being nursedoutside PICU.

For exampl e , on the 14t h July [Rwld df,all iapatiénssmba ps ho't
dependency was undertaken at the Childrenoés
number of inpatients and categorised their levels of dependency. It noted the patients

who, variously, required 1:1 nursing, 1:2 nursing, 1:3 nursing or 1:4 nursing. On this

date, over 30% of all inpatients (excluding patients in PICU) required 1:1 or 1:2

nursing.

The data indicated there were 17 patients onWard 32 on that day. Of these, 2 were
said to require 1:2 care and 15 to require 1:3 care.

70 Paediatric High Dependency Data Collectioni Health Related Groups (HRGs) i Report on Pilot Study At Bristol Royal
Hospital for Children, July to September 2008, Haines, C. & Marriage, S. (2008)
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6.19 A more lengthy processof collecting data took place between March and October 2011.
A report was produced on the 9th of December 2011 The overall findings were that
Ward 32 had the highest percentage of adnissions that had, for more than four hours
during the admission, required interventions that met the PCCMDS criteria. The
figure for Ward 32 was 46%,; the next highest was 36%(with the remainder of wards
below 14%). Ward 32 also had the highest proportion of days of care of children under
the age of one yeamwnho fell within the PCCMDS by a substantial margin: 810 days over
the period, out of 1265 days across all age groups on thavard. This compared to the
next highest ward with 160 days for under one yea olds, out of 518 days across all age
groups.

6.20 The Review was told that the Paediatric Critical Care Minimum Data Set6 PCCMDS
definitions of high dependency that were used were in fact, those used to inform
Health Related Groups (HRG) whereby patient s 6 condi t i ohhis dataessete code
was aligned to the PICSstandards for Level 1 care, but had within it two categories,
HRG 1 and 2. These HRG codes were accountingbased standards, used by the
Department of Health for financial payments to Trusts .

6.21 As such the Trust considered that the codeswere not designed to provide a definitive
clinical statement that a child needed high dependency care. An example providedby
the Trust was of a patient on oxygen and oximetry and, specifically in relation to
cardiac services, monitoring through an ECG. Such a child would fall within the HRGs
definitions for high dependency care, but his or her inclusion would not in all cases be
supported by the medical assessment of the child as being acutely unwell or regiring
high levels of nursing care. Thus when the Trust reported this data to the CQC in
August 2012, Itiswoctonetimgtmat tleediggesh proportion of triggered
high dependency activity on the cardiac ward relates to continuous ECG monitoring. It
is estimated that 50% of this activity within the cardiac wardr el at es t o oO6nor mal

care that iis part of the day to day special i
Review was told by medical and nursing staff in the PICU and cardiac service that
many of the children identified by these cri:i

acuity needsd and not as 0 hi, thdreforkewasetimtteen cy . 6
data referred to in 6.19 abovehad to betreated with some caution.

6.22 The Review heard from a number of clinicians that some of the definitions within the
PCCMDS also changed over time because it became apparent that there were groups of
patients who were being identified as high dependency wten they were not.

6.23 It was further suggested that this view of the ill -defined nature of high dependency care
was confirmed by the Royal College of Paediatrics and Child Health(RCPCH)r epor t 6 s
OHi gh Dependency iClairnree ftoor NDowoketr @BLaTThe report
stated:-

dhe term HDC [high dependency care] has historically been used to mean different
things in different hospitals. A child who is not critically ill may have been classified as
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requiring HDC based solely on a requirement for additional nursing resources. W hilst
many of these children will continue to require enhanced nursing supervision they

should be differentiated from the group of children who are critically i 174 6 .

6.24 Th e RCP €gdod advocated a change in terminology: i.e., moving away from the
term high dependency care or HDU to a description of different levels of critical care.
Levels 1 and 2 would be used to describe activities which would previously have been
described as high dependency care. For the child who requiresa considerable input
from staff but who is not critically ill ,t he t erm &édhi gh nurse depender

6.25 We accept that there was confusion surroundi: i
dependency cared during this period. el t cou
children who were not critically ill but needed considerable input from staff. We
consider that the reported use of the term to parents by staff probably did, at times,
reflect that confusion, and led to parents being confused

6.26 We also accept that alarge part of the activity described by Dr Haines on Ward 32
referred to patients receiving continuous ECG monitoring, which was not the most
challenging category of patient from the point of view of a specialist cardiac ward.
Ne v er t hteel child sindergding close postoperative observation with ECG and
pulse oxi metry and isane & the gemel exampleg giverdin the 2010
PICS6standards of a child needing devel 16care. The Review considered that the
inclusion of such a child in the standards carried some weight when assessing the level
of nursing need on the ward.

6.27 Furthermor e , the 2010 st aposttaperatie patients Whodneed clase
monitor i ng for mo r e fwshwvathmn its defindions, ds avellras those on
&PAP ornoni nvasi ve \rethoseiwhcaneaded vasoactive drugs to support
arter i al pressure .or cardiac outputd

6.28 In its Expert Case Review, as well asin its more general review of evidence from the
Trust, the Expert Panel saw examples of paients whose needs,after surgery, plainly
required é6close monitoringé for more than a f
on the ward, since they were generally subject to hourly observations. Dr Hai nes 0
work logged a high number of patients in receipt of vasoactive drugs or inotropes.
Incident reports were a further source of evidence on this matter.

6.29 The Review also took note of the development of the programme to operate on
hypoplastic left heart syndrome at this time. Whilst the numbers of p atients operated

71Section 1.15. see, equally, section 2.6:4DC is a term which is used correctly to describe the child who is critically ill
requiring enhanced observation, monitoring and intervention but also is used to describe the child who is not critically ill but
requires additional nursing care for other reasons. An example would be the combative child after a head injury requiring close
supervision, or the child who is receiving a number of intravenous medications which require preparation and checking. Whilst
these are situaions which will impact on the staffing levels required on a Ward they are not relevant to a discussion about care
of the critically ill child outside PICU, and need to be considered using a different approach.d
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upon was low,2 these were challenging procedures on very young babies who would
need prolonged post-operative care. A small number of such patientswere capable of
having a disproportionate effect on the levels of nursing care required.

6.30 The Reviewwas told by a number of membersof staff that at this time the only patients
on inotropes and vasoactive drugswho might be cared for on Ward 32 were neonates
on low levels of a vasactive drug called-pr ost agl andi n, and ttbhe 6 oc
with cardi omyopat hy singk ootropa;theyarsght aemadine dn it fom a
weeks or months. It was said that the understanding that these were the children who
were suitable for transfer was well-understood and embedded in practice on Ward 32.
In relation to the care of babies on prostaglandin, it was pointed out that the ward had
long experience of these children.

6.31 Notwithstanding such views, as a matter of principle,t he Revi ewds Expert
not persuaded that these were good reasns for arguing that such patients were not
6hi gh de paient.e The Badelconsidered that a child on inotropes was a very
sick child and, furthermore, one who was always potentially unstable or whose clinical
state could change very rapidly. Prostaglandin carried with it a risk of apnoea. Such
children were reliant on the drugs given, and any failures in their delivery could have
rapid and devastating effects. Staff would need to checkinfusion pumps every hour
and blood pressure taken at least every 2 - 4 hours. Children on vasoactive infusions
were defined as needing high dependency care under the 2010 and 2014PICS
standards, without further categorisation, and the Review felt that this was the
appropriate approach.

6.32 A copy of the Trust 6 s c | i ni cdmndtropg Quideiadsifon Paediatric Cardiac
Wardbdated April 2011 was made available to the Review. We notedhe reference to
the need for patients trans f er r ed f r om P | Ragmodypamiballyvsebleb e e n 6
with no escalation of cardiovascular or respiratorysupport i n the precedini
t chavé definitive central venous access and if required, additional intravenous access
for other | NOtbdonnpsée arhdnd t wo i nohissuggested agent
that a wider category of patients than those described to the Review(paragraph 6.30)
could be approved for transfer. We recognise that we were not in a position to carry
out checks such as a comprehensive check of clinical records to resolve this point. But
we did see evidence in incident reports or CDRs of the presence of at least a small
number of patients on inotropes who were not
than one inotrope.

6.33 Theclinical guideline al s o r ef er r e chave mursihghstaffing levels sufficeent 6
to support 1-to-3 pati ent . c dhmeeReviewa hoted that this represented a
departure from t he PICSguidelines and that in early 2012, when it was reviewed by
the Clinical Lead for PIC, Dr Davis, he amended it to specify levels of1:2. The Review

72 According to the NCHA data, there were 3 Norwood procedures in 2014-15; 3in 2013-4; 7 in 2012-13; 2in2011-12; and 3 in
2010-11, in theBRHC.
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6.34

6.35

considered that this later approach was better supported by the available professional
standards.  Furthermore, it seemed more realistic in the light of the significant
requirements for monitoring patients set out the Guideline, includin g hourly
observations.  Patients admitted to the ward under this Guideline needed, in the
judgment of the Expert Panel, high dependency care.

More generally, the debat e about whet her patients were
6higher n u rastimasghadrae airdo$ wWnreality to it. Both sets of patients

clearly demanded a higher level of nursing attention, such that levels of staff based on

the needs of patients ona generalward woul d be too | ow. The
experts considered that, for example, a child on vapotherm would not necessarily be
considered a high dependency patient. But the use of vapotherm suggested at least a
degree of heart failure or respiratory compromise , and the need to monitor the child

carefully during a period of recovery from surgery. Furthermore, as the Panelsaw in

one of its Expert Case Reviews, using apotherm meant that staff had to monitor and

maintain another piece of equipment, all of which took time.

We noted also the views of medical staff, as repoted to the CQC in September 2012,
that they O6cur rWard 32 gouldospe iwighworeedhild dm snotropes but
not sever al 6lorsootdasonsef resoededeancidents, from October 2010 to
August 2012, when more than one patient on inotropes was noted to be on theward.
This can reasonably be expected to be only a proportion of such instances, given also
the numbers of patients on vasoactive infusion recorded in the HRG data collection
exercise.

7 Clinical Leadership of High Dependen cy Care
The standards setint he Sout h West Specialised Commi ssi
High Dependency Care in the region alsoi ncl uded a st aadedicatdd requi r

7.1

7.2

7.3

|l ead clinici anwith @sponsiily far eemseridg, for example, the
availability of trained and suitably skilled staff. In the self -assessmentin response to
these standards, the authors identified the fact that this standard was not met in UHB
(although clinicians from PICU were actively seeking to develop HD services).

Thesefassessment of compliance with standards
findings from the SW 6 Review of High Dependency Servicesdid not require formal
acceptancethrough the processof governance within the Division, although Dr Davis

gave a pesentation upon theworkt o t he Chi |l dr endKis fandhatut i v e
the self-assessment then fed into the work done to develop the bid for HD fecilities that

was presented to @mmissioners in early 2012.

It appeared to the Review that fuller consideration should have been given to this self

o

R

f

G

assessment by the Chi |fdlowed ldysthe Bppantment iofvae Gr o u p

dedicated lead clinician, as the standards required. More fundamentally, the Review
was concerned that the fact that declared non-compliance with standards was not
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linked to any need to assess the risk presentd by the existing arrangements nor to any
specific action to be taken.

8 Professional Discretion and Objective Measures

8.1

8.2

8.3

8.4

8.5

8.6

We have set out at some considerable length the information which we received about
numbers of patients and levels of acuity, numbers of staff and the ability of staff to
respond to patient needs. We have done so partly because there appears to be no
consensus as to whether theward6 s st af f i n g tomeestheanekdsqiiad itse
patients, even though well over three years has elapsed since the CQC made its
judgment on the care delivered on Ward 32 in September 2012.

We have reflected on the difficulties of reconstructing a definitive picture of the s taffing
on the ward, and its adequacy, given the absence of mandatory minimum levelsof staff
and the complex variables at play: that is, the constantly changing mix of patients, their
age and acuity, which had to be set against not merely the numbers of &ff present but
their experience and skills.

It was apparent that, against such a background, there was a heavy reliance on
professional judgment and discretion. We do not doubt the sincerity and good faith of
all those staff made those judgments. But we do consider that they needed better tools
to be developed,so asto make them. When a system is operated solely on the basis of
responding to the needs of the moment and on the use of discretion, there are no
objective criteria by reference to which performance can be measured and staff held to
account. Indeed, what is operated is an@d hocbapproach rather than a system.

The national nursing leaders to whom we spoke stressed that research strongly pointed
to the fact that good care was notmerelyapr oduct of 6t he right
(with staff feeling supported), an open and learning culture, and good leadership. It

numb

was I mportant to recognise that the O6numbersé

for example, there was an overreliance on Bank and agency staff with limited
knowledge of the ward and its regular staff, or the specialty in question.

We sought to explore the extent to which tools or information had become available,
since late 2012, to assist in determining and meeting the needs of patients on a
paediatric ward.

It was apparent that nationally there has been much focus upon the issue oflevels of
nursing staff, from around that point in time. December 2012 saw the publication of

&ompassion in Practice) the ChiefNur seds nati onal strategy

care staff. The Report of the Public Inquiry into Mid -Staffordshire NHS Foundation

Trust (the Francis Report) was published

levels of staffing was refreshed in 2013. In November 2013, the National Quality Board
(NQB) published andé®veoareatsiumgvmcG sesaomtf16
core expectations for providers and commissioners. One of those expectations was
that d@vidence-based tools are used to infom nursing, midwifery and care staffing
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8.7

8.8

8.9

8.10

capacity and capability§ tools were to be used in conjunction with professional

judgement and scrutiny. We l earnt t hat t he

refreshed, to include t hecarée mpd pemmatientadayb on o f
approach to recording levels of staffing, which is to be put in place from May 2016 with
further testing and review over the summer.

From April 2014 all hospitals have been required to report and publish the numbers of
nurses, midwives and care staff working on wards. This requirement follows the
recommendations of the Francis Report, which called for greater openness and
transparency in the Health Service. Levels of saffing on wards are now recorded daily.
The information is not merely available to providers and commissioners but is
published online. Tr u s badé ardBrequired to review levels of staffing and their
adequacy in public meetings every 6 months.

Clearly, there is now thus a much greater level of transparencyabout whether or not

wards can deliver the planned nursing establishment. Systems for measuring and
reporting are stild]l evol vi ngcare hoOra perpatrent| y a
d a \yaé a single consistent way of recording and reporting the deployment of staff in
in-patient wards or units, together with the outcomes of care provided to patients, is

being implemented.

Information about levels of staffing alone does not, of course, address thequestion
whether or not the planned levels are adequate, gven the mix of factors determining
the need for care that we have described @ove. We noted that the RCNd spdated
guidance on levels of nursing staff (2013) does not define the levels in a prescriptive
fashion. The guidance stresses the importance of he use of evidencebased tools
combined with professional judgment and refers to a number of sources of standards
and tools. In relation to specialist wards, such as cardiac wards, it notes that at least a
third of patients on specialist wards should be classified as requiring high dependency
care, although in some areasof award this may be as high as 50%. If children meet the
criteria for high dependency care, the relevant standards should be mef3; if they do
not, the minimum standard is 1:3 registered nurse: child. The professional assessment
of standards for specialist wards must be supported by use of a suitable toolfor
measuring acuity.

Nationally, a validated tool for measuring acuity has been developed for adult wards,
the Safer Nursing Care Tod. It was based on the work of the Association of UK
University Hospitals (AUKUH). At a national level, work is close to completion on a
paediatric version of the Safer Nursing Care Tool. K has been validated through work
with 10 hospital trusts over the last 18 months. We heard that the publication of this
tool was expected bysummer 2016. It will be available for use by hospitals to support
the assessment of staffing needs on paediatric wards, using datafrom surveys to be
collected in eachward about the patients @cuity/dependency.

73|.e., the Paediatric Intensive Care Society Standards (2010)
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8.11

8.12

Health Education England has been developing speciakourses, based on dearning, to

support Ward Sisters in (for example) the proper use of tools such as ttose discussed.
Given the keyrole in leadership of Ward Sisters, we felt that such courses would be an
important resource. We were also told that work was being carried out to strengthen

professional networks through which advice could be sought. Given the continued
emphasis placed on professional judgment, this too seemed important.

We noted that, despite some earlier work in this field by bodies such as NICE, the
trend had been away from s eeki nlayelstobnursing fevels. e
There were a number of reasons for this. There was limitedresearch to support the
wor k. Further more, there was a conce
Omaxi mumdé ones; al so, t hat a n sheftraptemteors from
factors such as training, teamwork and leadership. As a result, work continued to
refine sources of information that help to measure outcomes (i.e., whether good care is
being provided), such as surveys othe experiences ofboth patient s and staff.

9 Staffing Data from UHB

9.1

9.2

The Review noted that as a result of the requirement to publish levels of nursing staff,

Omi ni

rn t h
on nur

monthly data from UHBis nowav ai | abl e onl i ne afthkleeehodb ws t he

staffing) of individual wards such as Ward 32, measured against the planned
establi shment, toget her ws$ Qhief Nargewhea reqused.f
See further Chapter Fourteen.

In relation to tools relating to acuity, the Review was told that from 2013, staff at the
BRHC had been developing aCare Levels Tool for children with cardiac conditions,
based on the Associationof UK University Hospitals Acuity/ Dependency Tool which
was first launched in 2007. As the original work was based on adult critical care,
further work and adjustments were made to ensure that the BRHCO €are Levels Tool
was appropriate for infants, child ren and young people. As a result of this work, we
were told that the Childrentés Hospital
planning of future requirements for nursing. Such a tool may, of course be replaced by
the national tool described at paragraph 10.10 above.

10 Conclusions
10.1 We haveset out a picture of the patient numbers and needs on Ward 32, together with

staffing levels, prior to the CQC inspection of September 2012 and the changes which
followed it.

10.2 There is evidence to suggesthat Ward 32 was potentially the ward with the highest
level of patient acuity, compared with othersi n t he Chi | drTeed0 3 r Hespst

own data collection shows that there were a significant number of children who
required augmented levels of nursing care onWard 32 during this period .
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10.3

10.4

10.5

10.6

10.7

10.8

There was confusion surrounding the term O&hi

careb6 during this period. I't could be
were not critically ill but needed considerable input from st aff. On occasion, gaff use
of the term probably reflected that confusion. We accept that because of this, it is
likely that, on occasion, the term was used to describe the care onward 32, as some
parents reported to us.

The demand for nursing care on Ward 32 was further increased by the fact thata large
percentage of its patients were babies or very young childrenwith cardiac problems,
who needed high levels of attention, and the fact that there were alarge number of
small rooms or cubicles on the ward. Nurses and medical staffalso had to respond to
t he needsward &t ttehned ed s 6caradnidacdnopnat i ent s
therefore, more diverse and less familiar.

Overall, there was evidence that suggested thatWard 32 was under heavier pressure
than other wards, because of the circumstances of its patients.

At the time, there was a heavy reliance on professional judgment and discretion in
order to assessthe numbers of nurses needed We do not doubt the sincerity and good
faith of all those staff made those judgments. But we do consider that they needed
better tools to be developed,to support them to make them.

In recent years, much work has been done on ensuring safer nursing levels. Validated
tools for measuring patient acuity have been developed, with a tool for paediatric
patients soon to be available. Trusts are now required to put information in the public
domain about staffing levels in each hospital ward.

We endorse the importance of this work. We emphasise the importance of the early
use of, in particular, a nationally recognised paediatric staffing tool for acutely ill

children. When available, this should be utilised, together with the professional
judgement of senior nurses responsible for the care of the patiert, to review the basis
of the current nursing establishment on the cardiac ward.
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CHAPTER ELEVEN: MANAGING LEVELS OF STAFFING

1 Matching Numbers  of Nurses and Patient s 8leeds, 2010 - 2012

11

1.2

1.3

1.4

15

The Matron and the Consultant Nurse for Critical Care and High D ependency told the
Review that it was recognised thatWard 32 was a very busyward. This was due to the
numbers of admissions for day cases, admissions from PICU,dvard attendersdand
children who did not require cardiac care, as well as the proportion of children who
were under two. It was also, the Review would add, due to the acuity of patients, as
discussed above.

Against that background, it i s appar wanet
complex matters. There wasa considerable number of variables that affected the need
for nursing cover, as has beenset out above. They would have required constant, daily
attention and OMardégggdmi andy the ditey manabees, through the
mechanisms described in Chapter Ten.

Staff wereask ed about t he aWadrd 32 staffing dhey iete eadadantt
that it worked effectively . Mrs Hazel Moon, Head of Nursing Womens and Children
Division, told the Review that staffing was daken into account on a day by day basié
She explainedthat @ome of the children that would be on the wards could deteriorate
by the nature of their condition 6and the best way to deal with this on a day to day basis
dvould be determined by the site manager, the matrons, the nurse in charge as to what
needed to be flexed in terms of staffing, in terms of patient acuity changes. That's
when nurses from other wards may have been drafted in to give that level of suppor
A nurse on Ward 32 was able to tell the Review that if it was necessary due to pressures
on the ward, dve'd flex our staffing and we'd look at what else we'd got going ordand
this was a manageable system.

The Review sought to examine all the evidace in its possessionto assesswhether the
staffdos vi ewsthawg ithe exjeni o twhichithe dsystem which we have
described above worked in practice. There was no straightforward source of evidence.
Whilst examination of ward diaries and staffing rotas gave a reasonable picture of
staffing, there was no consistently available informati on regarding occupancy of beds
numbers and the age and acuity of each patient in each bed. Furthermore, these were
factors which would have altered from hour to hour.

However, the examination of ward diaries and rotas, matched when possible with
inform ation about reported incidents, did convey an overall impression of patterns of
staffing on the ward. The Review conducted a detailed study of the period from 16
December 20117 30 April 2012. It also looked at data in March 2010, April and 14
July 2011, by way of comparison.
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1.6

1.7

1.8

1.9

1.10

1.11

As set outin Chapter Ten, during this period the funded establishment consisted of:

1 three registered and one unregistered member of staff Monday to Friday
daytime; and

1 two registered and one unregistered member of staff overnight and at weekends

It was apparent that these levels were generally achieved, sometimes with the
assistance ofBank or agencystaff.

At night-time, there were usually either two registered nurses and one healthcare
assistant, or three registered nurseson duty. There were a few nights in which the
levels at night were lower. For example,in the period from 16 December 20117 20
April 2012 there was oneoccasion when the two registered nursespresent needed help
from PICU. There was a number of occasiOns when there were only two nurses
present; or one nurse and an HCA or a nurse and HCA helped by a member of
Outreach. There was evidence of what appeared to be longerm sickness affecting the
continuity of staffing at night in February and early March 2012, in particular.

During the day shifts, again there were usually three registered nurses and quite
frequently four (and, very occasionally five) on the ward, including at weekends. If
there were three nurses, they were usually supported by a lealthcare assistant, but this
was less likely whenthere were four nurses. Again, there were a number of gaps or
exceptions or occasions when there was referene to support from another ward, but
these were relatively infrequent.

Some of the occasionswvhen there were gaps were the subject of incident reports which
gave an insight into the levels of need on theward. For example, onein mid -February
recorded that the levels of staffing at n i g tubhsafed eTheee wére two trained and
one untrained member of staff for a night shift. One of the trained members of staff
was new and the second was meant to besupernumerary (not having specific duties),
for the purposes of training. Only one member of staff was trained to give intravenous
medications. There were 13 patients onthe ward; 2 on Vapotherm requiring hourly

observations, 2 on nasal cannulae oxygen requiring hourly observations, and two
others requiring observations as a result of other needs.

Another incident report related to a day shift, when levels of staff were said to be
@nsatisfactory for the dependency level of patients and amount of patients on the
ward. 6A description of the acute needs of the children on the ward was set out,
togeth e r wi th the i IFdr@menadtof ther dayt theawtard was at full
capacity of 18 beds filled when theward is meant to only open to 16 beds, for the rest of
the day all 16 beds were filled. In the afternoon a junior staff nurse was in charge
alongside 2 Bank nurses as the staff rostered to wak were off sick. The shifts had gone
outtoagency but had Asaresulptieesnwerd saitl to bedfailuves in the
ability of nurses to carry out duties such as observations, timely medication and feeds,
as well as respogaine.ng t o parentsd con
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1.12 It appeared to the Review that, overall, scrutiny of nursing numbers to April 2012
showed that the wardd feaders were generally able to maintain the numbers at the
level of its funded establishment (using Bank or agency staff to make up numbeis when
there was sickness). Furthermore, the ward was moving towards having four, rather
than three, registered nurses on duty during the day, on a fairly regular basis.

1.13 However, these numbers had to be set against the background of both numbersof
childr en and their needs on theward. The concern raised by the Expert Panel related
to the fact that, when the level of staffing were set in the context of the information
about numbers of patients, their age and acuity, as well as factos such as ward
attenders and the use of cubicles, the levelsof staff appeared consistently low. The
Paneltook the view that this was not merely a busy environment, but a pressured one.

1.14 Analysis of the ward diaries for January to April 2012 suggested that just over 25% of
shifts across this period were staffed at thehigher levelssetouti n Mr Bo o bfh 6 s
18 April 2012 (4 nurses plus 1 health care assistant (HCA) on Early and Late shifts and
3 nurses plus 1 HCA on the nightshift; see paragraph 53 of Chapter 10).

1.15 From the rotas for Ward 32 provided to the Review, there appeared to a marked
increase (@bout one-third) in the numbers of shifts which met the augmented ratios in
April 2012 when compared to March 2012, with the caveat that the increase wa almost
completely in Early and Late shifts rather than at night. There wee further increases
in the number of shifts being staffed at the specified ratios in May and June. But
despite these increases, in May, June and Julya reasonable proportion of shifts did not
meet the staffing ratios which were to be put in place dvith immediate effect 6from mid -
April 2012.74

1.16 We were told that the role of Ward Sister was supervisory from April 2012. However,
rotas and ward diaries at the time show that the Ward Sister was still doing regular
clinical shifts in July 2012. Establishing a supervisory Ward Sister was one of the
recommendations that the CQC made following its unannounced inspection of Ward
32 on 5 September 2012. We therefore doubt whether this change was fully
imple mented earlier, notwithstanding what we were told .

€ Mme

117 The Reviewbds teemei oédrief et en thedemandsenthewhet her

service, and whether the service had the capacity to meet those demands in a manner
which was safeand of an appropriate qual i ty. 6

1.18 The most appropriate sources of guidance or recommendations appeared to be the
RCNO guidance of 2003 and the PICS standards of 2010. Even looking only at the

74 \We recognise that there is scope for argument upon the exact positionfrom day to day. But we note that the CQC commented

as a result of its inspection: o6During our visit on 5 8gptemb
August 2012. These rotas showed a number of occasions when the number of registered nursesn duty was bel ow t
planned number. There were nine early shifts i.e. 7.30 am- 2 pm when the staffing level was three registered nurses and one

health care assistant. On a number of late shifts i.e. 1.30 pm 8 pm there were recorded to be tworegistered nurses and one
health care assistant on dutybo.
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RCNO guidance for general wards, it appeared to the Review that there was evidene
that, on a reasonably regular basis, these standards could not have been met on the
cardiac ward, in the period to April 2012. We were concerned that, for example, three
registered nurses were not adequate to cover a 1édedded ward which, even when not
full, would have had many patients under the age oftwo. When additional factors
such as the effect of higher acuity are also taken into account, the Review felt that the
nursing levels would have fallen below the recommended appropriate levels, on a
reasonably frequent basis, and that there was a clear risk of harm as a result.

1.19 The picture of a ward under pressure was consistent with the picture formed from the
Expert Case Reviews It was apparent that staff worked hard to ensure that (for
example) hourly observations were generally carried out. There was concern, however,
t hat t hey | aacnkde ds ptahcee 66 ttiomer ef | ect theagoncérnsend s ;
expressed, in spring 2012, about the staffé sbility to identify children who were
deteriorating.

2 Documented Events from March 2010 to September 2012

2.1 We examined the documents provided by the Trust to seewhether what they described
was consistent with the impressions about levels of staffing formed from the ward
diaries and staffing rotas discussed above.

3 Autumn 2010

3.1 An untoward incident took place on Ward 32 in autumn 2010. A child on inotropes
was given the wrong rate of infusion for 24 hours. The child was not harmed, but an
incident report acknowledged the potential for harm. ltstated O Poor staffing
mix regularly place patients and staff in potentially vulnerable situatons 6 ( emphasi s
added).

3.2 The incident was fully investigated, including a root cause analysis. The immediate
cause of the incident was a failure to follow the Medicines Code, but low staffing and
the high acuity/dependency of patients, thereby increasing the workload were said to
be contributory factors. It appears that, at the time, there were 13 inpatients on the
ward. There were four patients receiving inotrope infusions (two of whom were
described asdnstabled and two patients on vapotherm. There were three registered
nurses present, but one of them had only been a team member for 4 months and one
was a newly qualified staff nurse who had not completed an dntravenous study dayd
and was not authorised to administer intravenous medications. Both junior nurse s
required support.

3.3 As a result of this incident, the need to update the clinical guidelines concerning
inotropes and to carry out a risk assessnent of arrangements for staffing was
identified.

“Theseareme di ci nes which change the force of a heartés contractions,
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3.4 Four more incident reports were made during December 2010 that related to low levels

of staffing. Two of these statedthat levelsofst af fi ng were O6unsafeb.

high level of acuity on the ward, nursing staff unable to perform hourly observations
and drugs given late. A further 7 incident reports were filed in January 2011.
Thereafter there were no further reports until 24th of April 2011.

3.5 We were told by the Trust that the procedure was that any event relating to safety and
staffing was followed up by a Matron and discussed with the Ward Sister/ Charge
Nurse to ensure that referral to the appropriate person took place.

4 Ward 32 - Draft Risk Assessment

4.1 A draft risk assessment was producedin January 2011. It noted that its origins lay in
the incident in autumn 2010. It discussedthe needsby way of nusing for those children
on inotropes or on Vapotherm. It stated: dPatients receive inotropes post operatively
to increase the blood pressure and support the heart; inotropes are commonly used in
intensive care units where patients are nursed with 1:1 ratio. Patients are more likely to
be nursed using Vapotherm which allows the delivery of high flows of gas at body
temperature with close to 100% relative humidity.... Both procedures require a higher
level of nursing care. The recommendation is that patients being nursed with inotropes
and/or Vapotherm should be nursed on a 1:3 ratio. Currently the nursing staffing
provision for Ward 32 means that nurses are not able to monitor patients being
managed using inotropes safely. It also means that theward is not in a position to
comply with Royal College recommendations of nursing children und er the age of 2 on

a 1: 3 ratio. o

4.2 The draft also recognised t hat O6out | i er-6ardipcaconditonstard thgi t h
Gvard attenderbs er vi ces further i ncr ewasdeatlenderastah s o n
significantly add to the patient numbers and further dilute the staffing and increase the
demandsonnursingst af f . 6

4.3 Various controls were said to be in place to reduce the risk to patients. They included
actions such as the review of patients on a weekly basis in meetings regarding
admissions; weekly reports on nurse staffing provided to the Head of Nursing
Womené6s and Chi | ad enooaragingdBankissff to work on Ward 32.
The next steps in relation to staffing were listed as: recruiting new staff; filling deficits
in staffing which had been identified; bed meetings to include planning for increase s in
workload and booking Bank staff in a timely manner to reduce the risk of their not
being available if late requests were made. In addition, there was reference to seeking
to i mprove the nursesd competence by seotat
their knowledge and experience, 6as planned
specialist nurses to supportWard 3 2 st af f 6.

4.4 The risk assessment referredonly the one incident of October 2010. It did not refer to
the other incident reports filed between from December 2010 - January 2011.
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5 The Trust -wide Review of Nursing

5.1

5.2

5.3

54

55

5.6

During the course of 2011 a Tust-wide review of levels of nursing staff across UHB was
commissioned. It was carried out by Margaret Conroy of Conrane Consulting. At the
same time the Trust also carried out analysis of shift patterns across the Trust.

The Conroy review formed a 6ébackdropbd to ever
was an expectation that it would address the various areas of difficulty. While it was

being conducted, there was an understandable reluctance to tackle any but minor

issues.

Mrs Hazel Moon told us: 6any changes to any nursing esta
[were] put on hold until that review was completed. It was anticipated, at the time
that there could be many nursed that might ne

Mr Booth spoke in similar terms: SodConroy came in and then | think every time you
alluded to talking about staffing and skill mix it would be well the trust is engaging

this external Conroy to do a skill - so we need to see whattheott c o me of Mt hat i s
lan Barrington , Divisional Director for Women 6 and Chi | dr etwldasth@ter vi ces
there was recognition that there was an increasing level of dependency on thewards

across theChi | drends Hospital and it was expected

consider that. In the event, it did not.

We felt that, from the perspective of childrenin t he Chi |l drends Hospital
Review was a 6émi ssed oppordar,micléayniedtoensifen er e we
that its findings were properly informed by professional nursing advice and capable of
commanding support and acceptance fronvitthe nnurheesthil «
Hospital. Judging from the reactions to the Conroy Reviewbs r ecommendati on
respect of PICU (where recommended reductions in staff were not accepted nor
implemented) and by the fact that it did not engage with the case for higher levels of

nursing staff to recognition ofthe s peci al i st ¢ ar es,thisdid wohoccurd r e n 6 s
The result was that at an early stage,st af f at the Childrends Hosfy
further reviewofnur si ng, designed specifically for the

The reasons for the failure to ensure that the perspective of paediatric nursing was
clearly reflected in the Review are not wholly clear. We heard that Ms Conroy was
advisedbyastee i ng group, on whithomheheu€CBebkadr erasce
as well as financial officers, wereappropriately represented. So there wasa structure
for these matters to be debated. Yet, given the outcome of the Review, ve can only
conclude that the voi ceitwdscompaativelyhvedk.dr ends Hos

76 This perspective was reflected in the minutes of the Cardiac Clinical Governance Group meeing on the 6th of September 2011
where it Wad32Ristk#dsessinerd (update): No change to establishment and waiting on Trust recommendation for
standardi sed shiftso.
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5.7 We recognise that in response to the need for more specialist asessment of the
Chil drenos Hospital, a further review of nu
subsequently commissioned, and reported in late 2012 (the &Villiams Report §.

6 Progress of the Risk Assessment of Ward 32

6.1 The Review saw fromthe minutes of the Cardiac Clinical Governance Meeting on the
8th of March 2011 that Ward 326 ®ard Sister (Ms Midd elburg) had met the Head of
Nursing of the Chil dr en &g Thel miaupes teelid thatthe di s cu
@epartmentbéwas @urrently under spent on staffing. Asthey havenét requestec
the Head of Nursing assumes that the department is running at its appropriate
benchmarked statuso. I't was anticipated that
the Divisional Ma n a g e me ncision®o whetder it woulddaonc h 6 f or

A

the risk register. o

6.2 In the event, the draft Risk Assessment was first presented to the Divisional
Management Teamd sMeeting. We were told that this was the first stage for
consideration of any risk assessment. The team wuld consider if the document was
completed to the necessary standard and ready for submission to the Divisional Board.
The minutes of the Divisional Management Teamd seeting on the 16.03.11 record that
the issues raised wereregarded ascomplex:

&ard 32 Staffing i HM. Patient Safety incident i RCAT staffing levels cited as part of
the RCA. Increase patients on complex treatment regimes. 1:3 staffing level
recommendations, currently 1:4 and 1:5/6 at weekends. Long debatei need for
strategic viewregarding st eer for this type of issue. b

6.3 The minute noted that the Head of Governance (Ms Sherriff) was to seek the opinion of
lan Barrington and Dr Jacqueline Cornish, Head of Di vision for
Chil drends Services.

6.4 Mrs Sherriff and Mrs Hazel Moon,He ad o f Nursing Womenés and C
told the Review that following the discussion, it was felt that further work was needed
on the Risk Assessment e.g.to quantify the impactsof t he O6out |l ivead pati e
attender s er viimeaswes eguldrly taken ehlehcastaffing and influence
the care of patients. Mrs Sherriff said that she explained, by email, to Dr Alison Hayes,
as Governance Lead for Cardiac Servicesthe need for further work . She alsotold us
that she discussed the risk assessment with Dr Cornish and Mr lan Barrington , to
ensure that they were aware of the concerns being raised andts current status. Mrs
Sherriff recollected that the responsibility for taking forward the draft risk assessment
was delegated tothe Patient Safety Team, whose members attended the Cardiac
Clinical Governance Group.

6.5 The Review wasgiven undated information with no named author that set out further

information in relation to this risk assessment. It contained information about the level
of dependency of patients when the incident of autumn 2010 occurred, together with
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information on non -cardiac patients and the @vard attendersé It set out the number of
occasions in the period Octobe to January 2011 when the wardd gequests for
additional staffing were not filled (20 requests for trained staff were unfilled and 15 for
untrained staff). Finally, it referred to t he CQ® sstandards regarding staffing,
indicating that compliance was at risk.

6.6 Dr Cornish noted that if any risk assessmert was judged to be incomplete or needed
further work, it would be sent back for further work . This assessmentvas not return ed
for further consideration . Her perception was thatWard 326 s needs wenge | ess
than others in the Division and she highl i ght ed pressures on other
that in one month on my own unit in stem cell transplants we had more low staffing

incidents logged than cardachad had in the whole year. 6 I n
was on a serviceto manage the risk, in conjunction with the site team, as her own unit
had done.

6.7 Mr lan Barrington told us that it was recognisedthat there was an increasing level of
dependency on the wards acrossthe @i | dr e n 6 s Ithatst pastexpéctedatmatd
the Conroy review would consider that, although in the event it did not. He also told us
that he accepted that, with hindsight, the risk assessment should have returned to the
Divisional Management Team. He added that that he felt the risk may have been
thought to be mitigated by virtue of the Trust-wide review of nursing being carried out
by Ms Conroy; perhaps because of that i might not have been included on the risk
register.

6.8 Like Dr Cornish,he was of the opinion thatWad3Rere we
that stood out from the general concerns about how hard everyone was working in the
clinical areas. 0

6.9 Dr Hayes told us that she sent an email to Mrs Sherriff referring to Caroline Haines's
work logging the acuity of patients and the fact that this work could be built upon for
the risk assessment. But she remembered being toldat a later date by the Head of
Nursing Womends and Chi |MisrHazeldvoon,Dhatvthe sisk assessment
was closed, or that it had been dealt with, and that she queried this.

6.10 The persped i ve t hat the risk had been 6éclosedbd w
Cardiac Clinical Governance Group on the 7th of August 2011". In relation to Ward
32, the minutes stated: Not getting any more staff. Went t
put on the risk register as all wards could have this risk. The group are not happy with
this as there is a real risk and are disappointed at the escalation procedure. Caroline
Haines is collecting data but dependent on people filling out forms. Trying to
standardise shift patterns; may have to change to release more staff without
recruitment (5 on days, 3.5 at night and 4 on

77The Review noted that there had been no meetings or no notes of meetings ofhe Cardiac Clinical Governance Group between
April and August 2011.
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6.11 Mrs Hazel Moon said that she met the Ward Sister regularly and supported her in

7 Cardiologists6 concerndgWareé ar ding staffing

7.1

7.2

7.3

identify ing how best to manage the ward. Her view was that mitigating the risk s
relating to Ward 32 relied on the whole hospital® gorking as a team to manage the
daily workload, with nurses being moved as required. Her view was:6 My r e c o |
was that there wasn't risk in terms of on a day to day runni ng of the ward. The risk
was more around the changing needs of patients and the desire, | think, to develop
with the high dependency unit which | believe was being recognised at the time or
was certainly talked about at the time, around those requirements . On no - it was

busy, there were challenges someti mes but

The Review noted that incidents regarding low levels of staff continued to be loggedin
2011, with 2 incidents logged in April, 4 in May, 1 each in June and July and 3 in
September. These reports indicated that there were children with higher than usual
needsin the ward when staff were short.

The incident report for the 16t of September 2011was particularly concerning. It
stated:

@Arrived for shift as Outreach Nurse for the Children's Hospital. Advised by the Site
Manager for the day shift that | would have to work on Ward 32 for the night shift as
there was only 1 nurse and one HCA working forthe night shift. On arrival to Ward 32
handover was given... The acuity on the ward was extremely high with 3 patients with
chest drains, 1 patient on inotropes, 2 patients on Vapotherm, 3 patients requiring
facemask oxygen and a number of patients havirg been discharged from PICU within
the last 48hrs. At this time there were 15 patients on the ward € From the start of the
shift it was very difficult to provide a safe and satisfactory standard of care to the
patients on the ward. Not all patients who required hourly observations had these
carried out and some of the basic care needs were not met such as the changing of a
patient& nappy when this was waiting to be done. Also some patient medications were
not given at their prescribed time. | had been informed that a request for agency has
been refused by the duty manager saying that the backup plan of using the Outreach
Nurse was an acceptable one.é .the remainder of the hospital was left without the
delivery of an Outreach service and the patients on the Outreach service list had not
been reviewed overnight6.

Dr Tometzki, Consultant Cardiologist, told the Review that he had raised the issue of
staffing on Ward 32 with Dr Cornish and Mr lan Barrington . He sentan email to them

on the 19th of September 20L1.It read as follows:

&Vard 32 is brimming with complex patients despite having a quiet week of cardiac

ecti

on

catheter admi ssi ons. é | am not sure how much

the cardiologists are very nervous that the nursing levels are smply too low. There
appears to be long term staffing issues of those with cardiac skills (maternity and sick
leave | understand) such that the situation is not likely to change in the near future.
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7.4

7.5

7.6

Last week | met with the cardiac liaison nurses and ward nursing staff who raised

concerns directly with me. Add to that it appears that [Dr] Garrett continues to provide

psychological support to the nursing staff. We have instituted a short weekly ward
meeting on Fridays to di sc amsésudsiplastrpto moki ous wi
ahead at workload for the ward in the coming week(s). | hope that will help since we

might be able to jiggle day cases in particular.

I have had a parent in the last few weeks mention that when they were inWard 32 they
constantly had to chase staff to give medication. They appreciated they were busy but
felt the level of staffing was inadequate though they were appreciative of their care all
thesame.These incidents with the t eaendifficutmw/ Uns af
defend if and when a failure occurs. Do you a

We asked Dr Tometzki what happened as a result of his email. Hesaid that he was told
that people had been working on addressing thematters raised and that there had been
meetings earlier in the year to review the concerns. He was also told that there was
work to improve systems such as improving the processesof discharge to strengthen
the capacity of the ward to admit patients .

Mr lan Barrington told us that he asked Mrs Hazel Moon to investigate the maters
raised in the email and to talk to Dr Tometzki, after which Dr Tometzki told him he
was much clearer about the situation. Dr Cornish also noted that the Head of Nursing
had been asked to look into the matters and that, as reported back to her, Dr Tometzki
appeared satisfied with the actions being taken.

Mrs Hazel Moon told us that there was only one occasion throughout the whole period

of time when one of the senior staff nurses contacted her aboutlevels of staffing on

Ward 32 on a particular shift. She said thatdiscussed the issues withthe nurse. She

also referred to the meeting with Dr Tometzki. They 6t al ked t hrough what
been doing. That seemed to satisfy [him] but | don't recall at any other point it being
escalatedtomeashé ng unsaf e. And had it | would have

8 Appointment of the Matron of Cardiac Services

8.1

8.2

In September 2011 Mr William Booth took on the role of Matron of Cardiac Services as
well as continuing in his role as Matron of Critical Care. M r Booth told us that prior to
taking on this additional responsibility, he was unfamiliar with Ward 32 and did not
know the staff in depth. He therefore chose to work clinical shifts on Ward 32 to enable
him to observe the care on theward and gain a picture of the profile of patients. Mr
Booth said he felt very aware of the expectation that the Conroy review would consider
skill mix and establishments but he wanted to form a view as Matron.

The Trust noted that Mr Booth acted as the Ward Si st er 0 swhemb&entéok the
role of Lead Nurse for Cardiac Services (see Chapter Twelve From the information
available to the Review, it does not appear that Mr Booth was briefed on the draft Risk
Assessrrent of early 2011, or included in the discussions that arose as a result of Dr
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Tomet zki O0s emai | ofMr SBptod mMlbesr a2@bi.nt ment
opportunity to examine the management of discharges from PICU to Ward 32 (and any
necessary readmissions), as well as what support PICU could provide toward 32 for
complex cases. But, in our view, the absence of a full discussion of the concerns that

had been raised meant that he was not as aware of the demands on thevard as he
could have been.

9 Reviews of Incidents and Deaths, Winter 201171 Spring 2012

9.1

9.2

9.3

9.4

9.5

Between the latter part of 2011 and April 2012, the Review identified four deaths of

chiidrenand one serious incident in respect of
(CDR) and or other investigation s subsequently identified levels of staff and a failure to
spot a deterioration i n a c¢ hi | dandVard 82nad contiibotory factors. The
earl i est initial investigations into these

followed by Child Death Reviews or other forms of investigation between April and
October 2012.

The Review noted that this period coincided with the winter pressures on PICU and
reduced staffing on PICU due to the controls on vacanciesin place during 2011. In
Ward 32, a number of incident reports related to the dependency of patients and levels
of staff were logged during these months. Two were logged in December 2011 andhree
in February 2012. A further three were generatedin March 2012, albeit all related to
the same day.

On the 2nd o f February 2012, t h e sn@iinical tGevernancd t he

meeting record that the risk assessmentrelating to Ward 32 was discussed. The
following day, the Head of Governance emailed the patient safety officer, asking her to
revisitand Orevived the risk asseebmmdsnibcludng t he
the appointment of the Matron for Ward 32 and the new Ward Sister. If concerns were

still identified, the Head of Nursing should be involved.

On the 7 of February 2012 the minutes of the Cardiac Clinical GovernanceGr ou p 6 s

re

meetin g r e ¢ \Wardd3@ Staffiag - HDU Report from CH flags that Ward 32at r i s k 6.

This was a reference to the report of the pilot study regarding high dependency care
completed in December 2011. The minutes also refer to taking forward the
development of the cardiac HDU with commissioners, alongside further work on the

risk assessment relating to staffing in conjunction with the Matron and Head of

Nursing. They record that a recent bid to the Vacancy Control Panel for additional
staffing was rejected. The Ward Sister was to take action to reduce workload by
reducing the 6éday attenders. 6

The Ward Sister told us that she met the Matron and Head of Nursing in February
2012 to discuss her concerns aboutlevels of staffing. She told the Review that the levels
were increased to four trained and one untrained members of staff during the day and
three trained and one untrained overnight, seven days per week from the middle of
February 2012.
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9.6 However, the minutes of the Cardiac Clinical Governance Group o the 3rd of April
2012r eported that funding had been o6verball yoé a

&taffing T The Ward 32 nurses feel that the site team do not always listen to them when
they are talking about transferring patients back from PICU. JH is trying to g et the site
team to be proactive about requesting second line agency whenWard 32 staffing is
unsafe. JH and SB are to meet with William Booth to discuss staffing concerns and
develop an action plan. SB confirmed that funding had been verbally agreed for
additional staff but she had not received the funding in her budget; and also that
amendments to the shift pattern should also help in the resolution of the problem. 6

9.7 We commented more generally at 1.14 and 1.15 aboveabout the timing of the
implementaton of t he changes outlined in Mr Boothos

9.8 The minutesoftheChi | dr enés Go v e rontha5 ef AGilRodthat tvhich e
the Head of Nursing referred to a planned meeting about staffing on 17 April stated:

6Car di ac TaThale h&slbé&b a high amount of both pressure and dependency
over the last month. There have been sick children being moved back to the wards
from PICU which has led to a higher number of incidents being reported. This has been
due to a high demand on PICU beds. We have also been asked to take patients from
London and Liverpool. All of the beds are being staffed. .€ .The staffing levels are right
for normal patient dependency. The higher dependency levels are still to be decided.
These concerns have beemaised. Ward 32 has vacancies available which can hopefully
go to advert quickly. A staffing risk assessment for Ward 32 was completed following a
high risk incident in October 2012 [this was a typographical error and should read

A

2010] and has beenongoingsi nce t hat date. o

9.9 Child Death Reviews for two children whose deaths had takenplace in winter/spring
were written in April and May 2012. One CDR identified as a concernthe recognition
of a chil doés Wheal32 another natédithatrthe patient was discharged to
thewardr e q u i rveryhdgh lavel @f supportéand shortly needed to be re-admitted
to PICU. Only as regardsone of the deaths was a question of staffing identified as
possibly contributing to the outcome, but both CDRs had identical entries in relation to
concerns overstaffing:

d’he following measures have been implemented with immediate effect to address
these concerns:

1 It has been agreed to staff theward during the seven days period to 4 Registered
Nurses ( RN6s) erachpiactiltonet(NA),eagd ad might a ratio of 3
(RNd6s) +@Q ( NA)

1 Short falls on the off duty will be put out to the Nurse Bank and Agency well in
advance to increase fill rate succesO

1 Changes to shift times have been made to the nursing rota which will utilise the
available nursing resource more efficiently O
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1 The ward nursing staff rebasing exercise, findings to be released shortly, will
hopefully address some of the shortfall O

1 As long term high dependency children are identified e.g. on long term inotropes
or complex fluid regimes, an additional request will be made to enable 1:2
nursing for HDU patients (PICS Standards June 2010) O

1 Improved communication and collaborative working between PICU and Ward 32
to clearly identify the nursing needs of infants and children on discharge from
PIC. The impact of moving the more highly dependent child from PICU to Ward
32 must be viewed in the light on the impact of both areas and this may result in
delay transfers and impact on the eledive cardiac surgical programme

1 Patient data will be collected to identify levels of dependency on Ward 32 and
feed into work being undertaken across the hospital to look at the future
provision of high dependency care O
Action: Monitor and audit Ward 32sta f f i. nbg é

9.10 These actions were identical to those recorded in an email sent by Mr Boothto the
wardé staff on 18 April 2012 (presumably as a consequence bthe meeting held on 17
April).

10 Identifying the Deteriorating Child

10.1 An important element of the retrospective analyses of incidents or child deaths in
winter 20117 spring 2012 was t he tdiie the ideotfficationf od ithe u r e
deteriorating chil dé.

10.2The analyses contained a number of threads, including weaknesses in systems for
defining darly Warning Scoresdfor the individual child and in identifying signs of
deterioration and the need for review by senior doctors. Even whensuch review was
requested, there were concerns that it was difficult to trigger or secure prompt review
from doctors in response to any concerns that were identified, or that doctors did not
take heed oft h e n gonceraess Dhe weaknesses identifiedwere in our view serious
and persistent. They cut across nursing and medical teams,involving a failure both to
6voiced and to O6hear 6 c on Uldmately, theyhletto theer e bei
development of a substantial programme of work , both to improve the Paediatric Early
Warning System (PEWS) and communication between medical and nursing teams on
Ward 32. This work is further described in Chapter Fourteen.
103 The Reviewbds expertséd study of i ndividual ct
further dimensions to the situation described above:
1 The numbers of specialty trainees in cardiology were limited (as they were in any
cardiac centre in the country). Medical cover wasalso provided also by those
who were attending in cardiology as part of a more general paediatric training,
who might need greater levels of support and overdgght by the on-call consultant
paediatric cardiologists who retained overall responsibility for medical decision -
making on the ward. Whilst acknowledging the demands on those consultant
cardiologists who provided cover, the Review felt that there was a need for
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greater presence or oversight by senior cardiologist decisiorrmakers on the ward.
1 The most common response to concerns about
response to Early Warning Scores suggesting a need for review, was to seek the
advice of a nurse from the Outreach Team. An Outreach Team was a proper
person to contact, under the PEWS system. But the Review fdlthat the choice
of adviser had not helped to integrate nursing and medical care, or to foster
closer communication between the two teams.

11 The benchmarking study of the provision of high dependency care

11.1 During the period 2010 to January 2012, the Operational Manager for Cardiac and
Intensive Care Services, Ms Hernandez (who was a formerly award Sister on Ward
32) obtained a schdarship from the Florence Nightingale Foundation to undertake a
benchmarking study of the provision of high dependency care in a ward environment
for children with congenital heart disease. The aims of the study were to critically
evaluate the current pathway for cardiac children requiring high dependency (HD) care
in Bristol, benchmark and compare the approach to suchcare in other centres in the
UK and USA, as well asassesing the resources required to implement any changes to
the pathway in BRHC. The intention was to use the information gathered to inform
the development of services in BRHC.

11.2 The context for the work was the impact of HD care on the throughput of the PICU and
planning for a potential increase in the number of procedures to be undertaken in
Bristol , if selected to provide services following the Safe and Sustainable Review.

11.3 The work reviewed six hospitals in the UK including the BRHC and six in the US. The
study found variable approaches to the provision of HD care across the UK andthe US.

11.4 We were told that the Report was completed in January 2012. It described current
arrangements and issues regarding the provision of HD care within BRHC. It stated:

6There are currently no specific highadepend:«
Hospital for Children and Paediatric high dependency care and care for chronically ill

children requiring Long Term Ventilation (LTV) support is often provided at the

expense of other services because members of staff are moved from the area they are

working in to care for high dependency/LTV patients.

There are children who require high dependency care for general paediatric/surgical
conditions, in addition to specialist services who because of the lack of appropriate
facilities are admitted to the Paediatric Intensive Care Unit, the only area within the

hospital where such care can be currently provided safely.

At times there is the potential that these high dependency admissions may adversely
affect PICU bed availability for children elsewhere in th e region who require intensive
care, and potentially impacts specialist service provision such as the cardiac
programme. 0
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115 The studynot ed t hat 6children who requirward hi gher
environment do not currently attract an increased t ariff relating specifically to high
dependency, and as such the current managemen
referenced the proposal put to commissioners for a 6 bed medical HDU to be funded
from April 2012.

11.6 It also made reference to the current level of pressureto move patients through PICU
qgui ckl vy, dvarek rmandgingga varikbke but nonetheless significant proportion
of cardiac children with HD requirements, with a nursing workforce that is not
currently properly resourced to do sobd.

11.7 The statement that the Paediatric Intensive Care Unit was the only area within the
hospital dvhere such careli.e., high dependency care] can be currently provided safelyd
raised serious concerns with some of the families who contacted the Review They felt
that the care of children needing such care had been compromised and that the
position was one which was known and acknowledged within the Trust.

11.8 The Review discussed the report with Ms Hernandez and the intention behind these
statements. She told the Review that the statements reflected the position that those
children who met the commissioned criteria for high dependency care, were cared for
in PICU; that this group of patients were distinct from those who had increased
nursing needs or digherddependency or greater acuity; some of these might be on the
wards, outside PICU. We have previously discussed the confusion around these terms
in the previous Chapter.

11.9 We felt that the report was further evidence of the fact that there was6a vari abl e b
nonetheless significant proportion of cardiac children with HD requirements 6 on a
ward that was not resourced to provide care on such a basis. But we noted, more
generally, that the work on this report was not finished until early January 2012. It
appears to have been used, if at all, to inform the thinking around the bids for a high
dependency unit which were pursued at that time. It does not appear to have been
presented or discussed in any formal governance structure. Overall, the report seemed
to the Review to add little to the information contained in material such as the further
risk assessment which is discussed below.

12 A Further Risk Assessment i dligh er Dependency Ne ed s 6
12.1 A further risk assessment(numbered Risk Assessment1901) concerning the model of
care across the whol e wab setouten tiehoih lofdFebeuarg s Ho s p
2012. This noted the ORisk of a reduction in
hospital when the number of children with higher dependency needs exceeds the level
pl anned and Thketdacumeatdtatdddhat.clildren @vith highly dependent
needsd (a broad term) are currently managed across the whole hospital dvith the
nursing staff supported by outreach team. Whilst this model is functional fo r a small
number, when the ratio of highly dependent patients increases nursing resources are
pull ed in fr om soréstlte in anaadh®asysted of Tdliviering care to a
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cohort of patients who have high dependency requirements and who require a high
level of monitoring, intervention and nursing ratio. This results in frequent reductions
in total bed base, reliance on temporary staffing and an inherent risk of compromised
cared The risk was said to bedigh§ although steps to manage it were séout, both by
deploying staff and through discussions with commissioners.

12.2 The risk was included in the risk register for the Womené &and Chi | dr ends

dated 28 March 2012.

12.3 The Review was told that Risk Assessment 1901 was put in place to supporthe bid to
commissioners for a high dependency unit. It wasset out at the same time as the steps
to strengthen the provision of care on Ward 32, discussed above were being
developed.

12.4 In March 2012, the Divisional Management Board noted that the bid for high
dependency funding had not been successful. In early May, it noted that Dr Fraser had
proposed @ short life working group, to model our beds against current pathways. Over
the next 2 years this will form our discussion with local/Welsh commiss ioners.6 The
next meeting, in early July noted the &hanging picture of patient complexity - long
stay complex patients prevalent in hospital. Longer term planning needs to
acknowledge this changing picture. Short term pressure remains the issued

12.5 Placing this issue on the Divisional Risk Register was an important step forward in
raising the profile of the concerns. It is plain that the issue of securing commissioned
high dependency care wa receiving much attention, in spring 2012. What we saw less
of, was evidence of rigorous scrutiny of the risk assessment within the Divisional
processes ofgovernance. Specifically, we did not see disussion of the efficacy of the
steps being taken to mitigate the known &hort term pressures. In our view, the need
for discussion and assurance uponthese stepswas increased when it became clear that
the bid for high dependency funding would not be successful in the 2012/2013 funding
round.

12.6At a Trust level, the risk was listed as one of sixdisks newly escalatedto the Corporate
Risk Registerdin the paper upon the Corporate Risk Register for the Board meeting on
30 April 2012. In this paper, it was described as dRisk 190171 Lack of sustainable
model of service delivery for children with high dependency needs.6 The minutes of the
meeting do not record any specific discussion of this risk, although others were the

Di

subject of detailed discussion by QualteandBo ar d.

Outcomes Committee in March 201278 and the Management Executive in June 2012.

12.7So far as we were able to see, it was not picked up for further or more detailed
discussion by the members of the Trust Board before September 2012. With the

8 |In response to a query relating to Risk 1901, the Assistant Director of Governance and Risk Management directed the

Commi ttee to the action being taden by the Womends & Childrenés
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benefit of hindsight, it is easy to see that as a result Board members were unprepred

for the findings of the CQCb6s inspection. B
would have signalled that Risk 1901 needed closerscrutiny and attention at Trust
Board level.

13 Conclusions

13.1 The most appropriate sources of guidance or recommendatons on levels of nursing
staff were the 2003 RCN6 guidance and the 2010 PICSstandards. As regards the
nursing establishment in the light of numbers of patients, their ages, ther need for
specialist care andthe increasing acuity of patients, the Review felt that the levels of
nursing care would have fallen below the recommended appropriate levels on a
reasonably frequent basis, and that there was a clear risk of harm as a result

13.2 The picture of a ward under pressure was consistent with the picture formed from the
Expert Case Reviews. It was apparent that staff worked hard to ensure that the
children received proper attention, so that (for example) hourly observations were

generally carried out. There was <coanccer n, h
spacebdb to reflect on trends in the clinical S
illustrated by the concerns expressed, in spring 2012, about the extent of the nursing

staff membersd ability to identitngg children w

13.3 There were a number of opportunities to take stock and assess the adequacy and safety
of the model of care onWard 32, prior to the CQCO wisit of September 2012. In both
early 2011 and 2012, there were attempts to secure funding for high dependeny beds
in the BRHC. But the focus of the Review was on whether there had been attention
paid, not only to the desirability of improvement, but to the adequacy and safetyof the
existing model of care, whilst awaiting the support of Commissioners and before any
changes could be introduced.

13.4 By late 2011, there was information available in the form of the draft risk assessment
for Ward 32 (January 2011). This, together with d etails of incidents relatingto 61 owé or
unsafe staffing on the ward, and the expressions of concern voiced by members of the
Cardiac Clinical Governance Committee, and in Dr Tometzk s @mail of September
2011, further suggesed the need for review.

13.5 By April and May 2012, a number of incidents had prompted further consideration,
both ofthest af f 6 s a b i | dhildren whase coreliton gas idetegorating and
of the adequacy oflevels of nursing staff. Steps to increasethese levels were outlined
in an email from Mr Booth in mid -April 2012.

13.6 Critics of the hospital mightask wh et her t he steps set out in t
t o o | A= toevi@ether or not too little was done, it seemed tous that the steps set out
in the email were reasonable ones, particularly when linked to the further steps
outlined in the investi gations or CDRs which followed shortly thereafter. The Review
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noted, however, that the intention had been to audit these changes. This does not
appear to have occurred. The Review considered that this should haveiaken place at
the time, as planned. In its absence, there was a dearth of information about exactly
when the changes described took effect, and their efficacy. We felt that this mirrored
the lack of attention, at a Divisional level, to assuring the effectiveness of steps to
manage the risks ddailed in Risk 1901.

13.7 Perhaps more complex was the issue of whether such stepsver e 6t oo | at ed,

they could or should have been taken more quickly. We have noted events of concern

in late 2011/early 2012. But it took a few months for clinic ians to gather together the
relevant information, and for a review to take place; post mortems might also need to

be carried out. We felt that, rather than focus sing on this period of time, our primary
concern remained the failure to complete a proper risk assessment in late 2011. It was

at this point that an effective evaluation of the risks on Ward 32 could, and in our view
should, have been carried out.
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CHAPTER TWELVE : GOVERNANCE AND LEADERSHIP

1 Management and Governance of the Women 0andChild rends Division

11

1.2

1.3

1.4

15

1.6

1.7

1.8

1.9

Clinical governance is the system of assurance and scrutiny in relation to clinical
guality and safety in NHS organisations.

The systems of clinical governance i6randt he <c¢hi
Chil drendés Di ards $oithe Mrused rBdardwpreva significant focus of the
information requested from the Trust and our discussions with the Trusté staff. Our
terms of reference rthe gpeiatioreaf reposing ol the s i der 6
information within the Trus t at , and bel ow, the | evel of the

The Division of Womendand Chi |l dr ends SsxDivisionserstheWwrass. one of
Managerial and clinical responsibility for each Division rested with t he &6 Head of
Di vi s i onepbried diréctly to the Chief Executive. The Head of Division led the

executive managementof the Division and was accountable for the clinical, operational

and financial performance of the Division.

Dr Jacqueline Cornish was Head of Division for the Womenéand Chi |l drenés Di
from 2005 until March 2013. Dr Cornish maintained a clinical position as Consultant

in Paediatric Stem Cell Transplant and was additionally Director of its Transplant Unit.

Her role as Head of Division was allocated four sessions per week (the equivalentof 2

days per week).

The Head of Division was supported by a team of staff in various clinical and
managerial disciplines who reported to her. Those most relevant to the Review were
the posts of Head of Nursing, Divisional Manager, Clinical Governance Lead and the
Lead Doctor for Paediatric Intensive Care and for Paediatric Cardiac Services.

In summer 2 01 3, the structure of al | follbveng @nr ust 6s
external review of their efficacy. New posts of Clinical Chair and Divisional Dir ector

were created. The Clinical Chair had responsibility for the governance, maintenance

and improvement of standards of clinical quality and professional leadership

throughout the Division and chaired the Divisional Board, while the Divisional

Director h ad responsibility for business planning and operational delivery.

Dr Bryony Strachan was appointed Clinical Chair and Mr lan Barrington Divisional
Director.

The role of Lead Doctor was replacedby that of Clinical Director.

Throughout the period covered by the Review the business of the Division was
overseen by the Divisional Management Board, chaired by the Head of Division and
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latterly by the Clinical Chair. Relevant Committees reporting to the Board were the
Childrenbés Execut i QulityQesoramcetConemétteeand t h e

2 Leadership of Clinical Governance at the Levelofthe Chi | dr ends

2.1

2.2

2.3

24

2.5

2.6

2.7

Cardiac Service
The business and governance of each service wasarried out through a &6 b usi

meetingd and a 0 gd eaehr spexialty eThenGavernanae gstoup for

ness

chil drendéds cardiac services was the Cardiac G

There were four medical roles with responsibilities for governance below the Head of
Division. These were:

1 Lead Doctor of PIC and Paediatric Cardiac Services

1 Clinical Lead for Cardiac Services

1 Clinical Lead for Paediatric Cardiac Surgery

1 Governance Lead for Cardiac Services

The O6Lead Dokaser IConsultaatsn Paediatric Intensive Care, from 2010
until May 2013. He was succeededby Dr Sale, Consultant in Paediatric Anaesthesia(in
the new role as Clinical Director), until July 2014, when Dr Jenkins, Consultant in
Paediatric Anaesthesia and Intensive Caretook up the role.

We note that the Lead Doctor/Clinical Director played a prominent role in developing
the structures and the methods of clinical governance whereby key incidents in the
Chil drends Hospital were scrutinised.

ensuring detailed investigation of all deaths of children, through the Child Death
Reviews.  Futhermore, in April 2011, he and Dr Sale produced substantial new

guidance (the 6Risk Management Pr ot groupd 6) , de

with responsibility for c 1 i ni c al governance in the Chi

The Clinical Lead for Paediatric Cardiac Surgery was Mr Parry. This was a role created
in June 2011, and was subordinate to the Clinical Lead for Cardiac Services.

There was inconsistent information regarding who held the other roles over the period
2010 to 2014. We were initially told that the Clinical Lead for the Cardiac Service was
Dr Tometzki, from 2006/7 until January 2012 , when the role was transferred to Dr
Hayes, a fellow Consultant Cardiologist. But the minutes of the Cardiac Programme
Board in July 2011 record that Dr Tometzki had resigned from the role of Lead
Clinician; the role was handed over to Dr Hayes by midOctober 2011.

However, the Trust also told us that Dr Hayes was absent due to ilthealth from
February to September 2012 andthat during that time Dr Tometzki covered the role
informally, until Dr Hayes resumed it and continued in post until December 2014
when, once again, Dr Tometzki took it on from January 2015.
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2.8 The Trust told the Review that the Governance Lead for Cardiac Services from 2008
until January 2012 was Dr Hayes. From January 2012,it passed temporarily to a
newly appointed consultant cardiologist, Dr Walsh, until Mr Parry, Consultant Cardiac
Surgeon, took it up from June 2012 onwards. Mr Parry was also the Clinical Lead for
Paediatric Cardiac Surgery, from June 2011, from when the post was established,
onwards.

2.9 Documents examined by the Review indicate that there was, however, a gap in filling
the role of Governance Leadin late 20117 early 2012, and concerns about the ability of
the Cardiac Governance Group to function effectively as a result?

2.10 Despite the absence of a Governance Lead, the Review noted that meetings of the
Cardiac Governance Group did take place in September and November 2011 and in
February, April and May 2012. That said, the meeting in May 2012 had no medical
staff in attendance and there was, in general, no consistent attendance by any member
of medical staff.

2.11 The Review hasdrawn attention to this situation in some detail because the period
from late 20117 mid 2012 appeared to it to be a key period, during which the cardiac
service was under great pressure.

2.12 We note that in his review of risk management and the safety of patients produced in
May 2011, Mr Derek Hathaway commented that challenges remained in geting
medical staff to participate fully in the reporting and investigation of incidents and
RCAs; he noted comments by staff about the tme taken to carry out such work. Dr
Hayes told us that the work of Governance or Clinician Lead often took up more tim e
than the session allocated to it in her job plan, or that of Dr Tometzki. The Bristol
Public Inquiry had recommendedthat 6 Wher e <c¢l inicians hold mana
extend beyond their immediate clinical practice, sufficient protected time in the fo rm
of allocated sessions must be made available for them to carry out that managerial
role.d It was apparent that securing O6suffici
a challenge.

2.13 Challenges in securing medicd engagement and leadership inclini cal governance were

not , and are not, unique to the Childrenbds H¢
medi cal staff O6pitched iné and sought to addr
Review that there was an absence of cleatwor sustained leadership at this important

point in time.

2.14 In 2013, the Trust took action to support clinicians in cardiac services and to develop
skills in leadership. In 2011, it is apparent that as Lead Doctor, Dr Fraser was aware of
gaps in the structure of governance and tried to take steps tocausethem to be filled.

79 See the minutes of the Cardiac Governance Group on the 7th of August 2011, and the minutes of the Quality Assurance Group
on the 20th January 2012 and the minutes of the Cardiac Programme Board of the 21st February 2012 and 13th March 2012
which document concerns.
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Dr Cornish also offered mentoring and informal support to leaders in the Cardiac team
over this period; proportionately more than to any other of the 35 clinical services in
the Division, she told us. It was apparent that, therefore, the problems of engagement
and leadership were recognisedand attempts made to addressthem. But the Review
remained concerned that that there was a heavy reliance on the Patient Safety Team, in
the absence of more comistent clinical engagement.

3 Team -working and clinical leadership

3.1 The Review heard that the Trustd s | e a\deeerawdnei op concens about how well
those providing cardiac services operated as a team, andabout the strength of clinical
leadership. Theseconcerns were noted following investigations into events which took
place across 2012. They led to the development of a formaplan to develop the team
and team-working in April 2013.

3.2 The matters identified were, in summary:
1 an absence of strong cinical leadership, both nursing and medical;
1  insufficiently robust or systematic methods of communication and handover
between clinicians, for example in ward rounds or at the night-time handover;
1  poor standards of clinical documentation;
weaknesses in thesystemsfor referring on or escalating clinical concerns;
1 weaknesses in teamworking and support for colleagues, whether between
members of the medical team (senior or more junior), or between nurses and
members of the medical staff.

=

3.3 These concernsrelated in the main to the cardiology team and Ward 32 although there
were some matters regarding handover from PICU to Ward 32, the functioning of the
JCC and the relationship between the cardiology service overall and the hierarchy in
the Women6 and Children 6 s Di vi si on.

3.4 The observations contained in thesei nvestigations are consi sten
analysis of the position from 2010 i 2012, based on its reviewof documents and
discussions with staff. We referred at in section 10 of Chapter 11, for eample, to the
support that the Review perceived wasneeded by specialty trainees providing middle
grade staff cover on theward.

3.5 ltis, however, important to place the concernsin the context of the pressures on the
service as whole. Theseressuresincluded:
1 the high demands placed on the cardiology team, who were described by a
seni or cl i ni ciunderrésoucced aftilo@ks t a = t,@nd kadirdy
to manage a number of departures and alditions to their number;
i pressures on the nursing team;
turnover in Nnursesd® | eader s
1  the financial pressures onthe Womenband Chi |l drendés Division

=
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3.6

As indicated above steps were taken, starting in 2012 and continuing into 2013, to
address thesematters.

4 Leadership of Nurses on Ward 32

4.1

4.2

4.3

4.4

4.5

4.6

4.7

4.8

The Review heard from anumber of members of staff that Ward 32 had not had stable
leadership over the period 2010 to 2014, and this was felt to have had an impacton the
care provided.

d don't think that's been helpful at all because there's been a lack of continuity of a
stable senior nursing figure on Ward 320 . (Mr Boot h)

ol think one of Wwdrdewaptha thd rnsisg leadership ki vary

quite a lot through this period and that had its issue s , I think. 6 (Dr Haye

The usual structure for staff is to have aWard Sister who reports to a Matron who has
responsibility for a number of wards. The Matron then reports to the Divisional Head
of Nursing.

The Review was told that the Matron who was in post from June 1999 left in
September 2010 and theWard Sister left in July 2010. Ms Middelburg , who was until

then,a Si ster on PICU was then appointed as 06l
for Ward 3206 Sheheld this post until January 2012.

The Review found that it was unclear who filled the role of Matron from September
2010 until September 2011. The outgoing Matron believed that she handed over to the
Matron for Critical Care , Mr Booth. He told us that Ms Middelburg went to Ward 32.
She was promotedup to an 8A post, a matron post: 6 sée would run Ward 32, have
responsibility for the cardiac nurse specialists and there wouldn't be a matron covering

her but | woul d s up p oMrBooththerefofe wasirermentdri st ance.

In September 2011, Mr Booth himself took up the role of Matron for C ardiac Services
and Critical Care.

In January 2012 the role of Ward Sister was taken over by Sarah Britton until August
2012 when the role reverted to Ms Middelburg . In August 2013 Sarah Britton returned
to the post after a period of leave. The postholder changed again in July 2014 with Zoe
Trotman taking up post.

The inescapable impressionwas that Ward 32 had suffered from the lack of strong and
stable leadership for some time.

The changes in the leadership of nurses on Ward 32 weakened the relationship
between medical and nursing staff. In addition, the absence of aWard Sister whose
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role was supervisory rather than dands-onéuntil a point during 20128 meant that that
it was more difficult to attend the ward rounds and to ensure close working with the
medical team. This coupled with the busy nature of the ward, inconsistency in the
timing and approach to ward rounds by medical staff, meant that there was limited
input from nursing staff to ward rounds during the period 2010 to 2012, as well as
reduced feedback to nurses from other members of the care team.

4.9 The availability of a senior nurse to meet senior medical colleagues and regularly
discuss care of the patients is critical for developing the team and sharing
accountability for setting and mai ntaining standards.

5 Oversight by the Cardiac Clinical Governance Committee
5.1 The terms of reference of the Cardiac Governance Grouf! set out that it was expected
of this Committee:
1 to reflect on governance and patient safety issues as they arise within catiac
services
1 to provide encouragement and leadership with regard to clinical governance in
cardiac services
1 to regularly review and discuss the patient safety incidents in cardiac services
1 to risk assess issues that are assessed as being a risk to safetythin cardiac
services
1 to ensure that lessons are learnt and disseminated to all staff
1 to monitor compliance with all of the above .

5.2 In April 2011, alongside the review of corporate governance in the Trust, new guidance
entitted the 6 Ri sk Manaog ®emenhtd Was i ss udeadn db yChtiH ed r Wo i
Division. This set out the responsibilities of the groups charged with governancealong
with a recommended standard agenda and terms of reference.

5.3 The document setout the expectation that that each clinical governance group would
be the primary forum for all discussion and action relating to clinical governance, the
safety of patients and risk management within a speciality. It would take over the work
previously undertaken in the @atient safety forum§ which would cease in its current
form. Clinical governance groups were expected to meet on a planned and regular
basis. Specific objectiveswere to ensure that clinical teams took responsibility for all
risk assessments and RCAsrelating to their speciality, including responsibility for
actions arising from risk assessments and RCAs.

5.4 At the beginning of the period covered by the Review, documents showed that the
Cardiac Governance Group met 5 times in 2010 and 4 times in 2011. Regular monthly
meetings were in place from June 2012 onwards. From such minutes, it was clear that

80 See the discussion in section 1, Chapter 11.
81 Document presented to the Group in February 2010.
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the Group did discuss incidents, risk assessments and RCAs at most meetingsand
followed up whether required action was taken.

5.5 However, the Group struggled to push the draft Risk Assessment for staffing on Ward
32 (January 2011 to an effective conclusion. It failed, for example, to pull evidence
together from a variety of sources to inform the assessment of isk.

5.6 The draft Risk Assessment was prompted by an error with an inotro pe infusion in
October 2012. The risk assessmentreferred only to this one incident.

5.7 The next meeting of the Governance Groupwas on the 8" of March 2011; the minutes
record that the risk assessment is dscussed. However, no reference wa made to the
eleven incident reports raising concernsover staffing, made between October 2010 and
the meeting in March 2011. Nor was information presented to analyse the level of risk
relating to unfilled shifts , after the service had requested, but not secured additi onal
staffing.

5.8 Further incident reports concerning low levels of staffing continued to be made: two in
April, three in May, one in June and three in September.

5.9 We appreciate the difficulties of later relying on short written minute s as a source of
information. But, on their face, the minutes give no assurance that consideration was
given to the 6ful |l 6wapda tittmay be the faseahatalhpgresenton t he
were well aware of the situaion and discussions were not recorded However, the
issue was,at least in part, how the risk was presented to the Divisional Management6 s
team. Ensuring that all the available information on the wardd s | estafing was f
gathered together and formally recorded formed part of making that case.

5.10 In addition, the Review noted that the classification of risk in the draft risk assessment
was questionable. The risk assessment forWard 32 records the residual risk score
after the i mpact of mitigating actions 1is ta
effect i veness @ititis arguable that $hé residual risk was higher, because
the section of the form relating to the 6 ef f ect i v e n e stated ¢ht theont r ol
effectiveness of the mitigation was dowd Plainly, this was a draft document only and
subject to review and correction. But it needed to be properly finished.

5.11 The Review felt that our observations were consistent with the findings of a review of
the culture of patients éafetyi n t he Chil drendés Hospital c ommi
Chair and Divisional Director in May 2013. This recorded, amongst other things,
comments that staff were put off reporting risks because they were unsure about what
should be reported, and in categorising and grading risks.

5.12 The next meeting of the Governane Group after the 8" of March did not take place

until 7t of August 2011 when thenotes of the meeting record that incident s report were
6not di.sTheuminstesmithe meeting on the 6" of September 2011 record only
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5.13

5.14

one incident being discussed, this was an incident from July concerning the
competence of a health care assistant sent to support theward who had only been in
post a short time.

Whilst t he Review found the incident report for the 16" of Septembea 2011 particularly
concerning, see Clapter 11, section 7.2jt was shortly after this that Dr Tometzki wrote
to the Head of Division and Divisional Manager regarding his concerns about staffing
levels. We have set out inChapter Eleven, sections 7.37.6 what staff have told us of
what followed.

Apart from these exceptions regarding reporting incident s and risk assessment relating
to Ward 326 staffing, once the regularity of the meetings was addressed along with a
better level of attendance from mid-2012, the information received by the Review
suggestedthat the Cardiac Governance Groupfulfilled its function properly.

6 Divisional Consideration of Ward 326 Risks

6.1

6.2

At the Women6and Chil dr en s hBre wares broaadiyathree roateseby ,

which concerns relating to the standard of care on Ward 32 might have reached the

Divisional leadership of the Womendand Chil drenbés Division,

information seen by the Review relating to the period from late 2010 i early 2012.
One route was the draft Ward 32 risk assessment, another was through the incident
reports relating to shortages in staffing or poor skills-mix on Ward 32, and the third
was through the concerns raised directly by clinicians. We have described eachof
these. We also noted that the issue of risksrelated to high dependency carewas raised

j uc

by a paper, ¢ligh Dependency Carr i n t he Chi | d¢ongderédsby the spi t al

Divisional Quarterly Review in July 2011

We consider now what happened as regards the information which reached the
Divisional Management structure through each of these routes

7 Ward 327 The Draft Risk Assessment

7.1

7.2

We reflected that the history of the draft Ward 32 Risk Assessment showed that
systems of governance were undefrdeveloped. Once a draft Risk Assessment had been
presented to the Divisional Management Team, it should have been followed up. There
was a clear failure on the part of that Team to ensure that the draft document was
brought back for further discussion, and that a clear and properly documented decision
relating to it wastaken by the Divisional Management Board.

The minutes of the Divisional Management Teamd seeting suggest that it was thought
that the issues raised by the draft Risk Assessment werecomplex. Yet, degite the

recognition that a  Oed,tthe assue gid oot receive wh@ direch s

attention of the Head of Nursing nor the Head of Governance, but was delegated to the
Patient Safety Officer to pursue with the Ward Sister. The delegation was on the basis
t hat the draft n ehatdtieedissué fdentifiedhire the mvinoteskod the
discussion was of a different order.
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7.3 Even acceptingthe need to develop the draft further and the fact that the Patient Safety
Team were in a good position to liaise with the Cardiac Clinical Governance Group to
do this, there was an absence of clear guidance or leadership on the steps that needed
to be taken, and by whom. At the time, there was work being done on the changing
patterns of need i n t heDr@8dned Thisshodicshavdbesepi t al |,
used to strengthen the Risk Assessment. If the level of risk was in doubt, it could have
been further assessed, with closer scrutiny of incidents on theward and of the levels of
requests for staff that had gone unmet. As it was, supplementary information to
support the risk assessment was provided andthe risk of not complying with CQQ s
regulatory framework was raised, but the draft was not re-presented nor discussed by
the Divisional Management Group or Board.

7.4 The absence ofexplicit follow-up or a clear decision on the draft Risk Assessment
created a situation in which staff at the level of the ward, including those sitting on the
Cardiac Clinical Gover nanc percévedtheisignalthatnd el t  o6r
changes would be made to the undelying establishment of staff; whilst those with
positions of leadership assumed that the Cardiac Group had not pursued the
assessment as they were satisfied withthe current steps being taken to review and
support nursing staff.

7.5 We noted that in the repor t of the review of ri sk manage
Hospital in June 2014 carriedoutby Ann Ut | ey, it was observed
strong discipline around risk assessments and there is a sense that when risks are too
tricky or a n cntified then ¢ha nafutal défalt setting is to delay or
abandon the risk assessment.® (page 15). Thi
the risk assessment forward 32.

7.6 The Trust told us that, since 2012, a new risk management and reporting systemhas
enabled the tracking of draft risk assessments at all levels, and there is regular review
of such 6pendingé risks by the Divisional pat

8 Concerns by Staff

8.1 We have noted how Dr Tometzki raised concerns aboutlevels of staff in Ward 32 in
September 2011 The Head of NursingWomendand Chi | dr ewaéaskedio vi si on
speak to him.

8.2 The Review felt that the email from Dr Tometzki should have prompted re-
consideration of the earlier draft Risk Assessment and its progress, or lack of progress.
The email was, in part, an expression of concern about the message received by the
Cardiac Clinical GovernanceGr o uméeat i n gWward 32wodld nét be getting any
mor e st aff 6 .tousthatlthe reaporseta the email focussed on provding
reassurance to Dr Tometzki, rather than any real analysis of the concerns that he had
rai sed or the adequacy of thevadurrent Omitiga
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8.3 Such a review, at this point, could have provided the opportunity to react before late
2011, andbefore the likely e f f e winterpr ed sur esd on PI CU made sp
yet more precious resource.

9 The Case for High Dependency Care in the C
91 I n July 2011 a paper regarding High Wapendenct
presented to the Divisional Quarterly Review Meeting with the Trust Executives. The
Chief Nurse and Director of Corporate Development attended the meeting along with
the Head of Division, Head of Nursing and Divisional Manager. In the paper the
positio n regarding high dependency care is described as follows:

60For some time, there has been a strong view
Services that the absence of a High Dependency facility and, as a result, the amount of
high dependency care that is being provided on the general wards is a key clinical and
financial issue. High dependency care on ward areas requires greater nursing
intervention, consumes more resources and can impact on length of stay. This is
currently not recognised, except for the high dependency outreach team funded

through a block contract. o

92 The report goes on to say 060On the 14th July 2
levels of all inpatients was undertaken at the Bristol Royal Hospital for Children (see
attached). This snapshot captured the number of inpatients and categorised
dependency as those patients who required either: 1:1 nursing, 1:2 nursing, 1:3 nursing
or 1:4 nursing. On this date, over 30% of all inpatients (excluding PICU patients)

A

requiredl:lorl: 2 nursing. 0

9.3 The data indicated that of the 17 patients onWard 32 on that day 2 required 1:2 care
and 15 1:3 care. The recommendation was to pursue with commissioners a local tariff
uplift for high dependency care. The papers for the October meeting show that a
decision was made to put forward a bid for a 4 bed HDU 82

9.4 It appears that the discussion at the meeting focussed on securing funding for
development. As set out in the minutes circulated in October 2011, a decision was
made to put forward a bid for a 4-bed High Dependency Unit. This resolution was
followed through in the commissioning bids for the financial year that followed.

9.5 This step was clearly an important one. But what appeared to usto be missing, were
guestions about how the existing risks revealed by the paper were being managed, or
whether such mitigation would be affected by the further decisions taken at the
meeting, to manage costs. The papers implied that, to the extent that higher
dependency care was being provided, it was bang achieved through the increased use
of Bank and agency staff. Butit was also apparent that the Division faced a challenging

82 There was wide attendance, including from Ms Lee, Ms Alison Moon, James Rimmer, Paul Mapson (Director of Finance and
Information), Dr Cornish, Mr Barrington and M rs Hazel Moon
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9.6

9.7

9.8

9.9

9.10

9.11

financial situation. In response, a number of initiatives aimed at financial recovery
were approved in principle. 8 These included aban on agency staff, with exceptions to
be approved by the Head of Nursing or Head of Division.

In those circumstances, the Review felt that, first, there was a need for formal

assurance that existing levels of care provided for children with higher dependency

needs were sufficient and safe, and second, that they would be not compromised by the
financial measures agreed at the meeting. The mechanism for both would have been a
formal risk assessment. Without such an exercise, there was a dangethat the effects

of the financial initiatives which had been agreed would not be properly assessed or
understood.

In making this assessment, the Review bore in mind that the discussion at Divisional

level followed closely on the presentation of the draft Ward 32 Risk Assessment. Its

existence was known to the leadership of the Womerd sand Children6é s Di vision
(although not to those of the Trustd Executive who were present).

The Review felt that there was a failure on the part of those attending this meeting to

identify or address these wider issues. It felt that the course of events at this meeting

wasan il lustration of a theme | ater noted in 1
proactive approach to risk management is required ...66 and 6Thtecommonl y he
view is that the hospital is not good at proactively recognising clini cal 8 i sks. 6

Concernsregarding acuity were highlighted again in December 2011, when theresults
of the study on high dependency care were reported. This showedhat Ward 32 dealt
with particularly heavy demands. There were poor rates for meeting the needs for
Bank staff across the Division85 Reports on the reasons for using Bank and agency
staff were showing an increasing proportion of use was due to clinical needs rather
than sickness or short term cover, between November 2011 and June 2012.

Overall, the Review considered that the information available should have prompted a
re-assessment of risk associated with the model of care both for the cardiac service and
fortheChi |l drendés Hospital as a whol e. Il nstead
until spring 2012, focussed on the development of a bid for funding to local
commissioners.

We have seen how, in February 2012, a risk was formally noted with regardto the
absence of high dependency car e i n t he Chi |
assessmentnumbered 1901. (See Chapter Eleven). We haveommented that this risk
assessmentdid not generate further scrutiny of the adequacy ofthe mitigating steps

that were in place.

83 Trust staff pointed out that cardiac services were protected from a number of these measureswhich we accept. However, our
concern was thepotential effects of the constraints on the use of bank and agency stdfon the Ward.

8 BRHRisk Management Review (2014), pages 4 and 15.

.85 See the workforce report to the Divisional Quarterly Review meeting in January 2012.
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10 Monitoring 6 Lo w Gaingk 6 No OiRcaenms 2010 -1012

10.1 The third source of documented information about levels of staffing on Ward 32 were
the electronic incident forms filled in by staff which mentioned low levels of staffing,
poor skills-mix or a lack of safety on theward. One feature of thesereports was that
they were classified as o6l ow riskd or 6no ha
reported Ohigh r i s kwhichowere aueomatically geportad cta thee nt s
Divisional Quality Assurance Committee and to the commissioners (as set out in
Chapter Three, para 4.7). We saw evidence of extensive investigations of sucltserious
incidents (see, e.g. the discussion of the error intheatre in 2011 at Chapter Seven, para
8.8), as well as of systems for monitoring matters on the Divisional and Trust Risk
Registers.

10.2 We sought to establish the systems for looking atdow risk dincidents.

10.3 We were told that the immediate response to unsafe events would be that each was
followed up by a Matron and discussed with the Ward Sister or Charge Nurse to ensure
that appropriate reference up through the systemtook place.

10.4 TheHo s p i ChieflNdirse (Ms Alison Moon) told us that the review of dow risk 6and
o harmadincidents was animportant aspect of quality assurance; it enabled any trends
or patterns to be identified. She told the Review that the policy regarding incidents
which was in place from 2008 - 2011 required each patient safety leadat Divisional to
review all its dow riskéand o harmaincidents on a quarterly basis, and to present this
to the Divisional Board. These patient safety leads were also members of the Trust
wide Clinical Risk Assurance Committee (subsequently the Patient Safety Group),
chaired by the Medical Director.

10.5 The Head of Governancetold us that monitoring dow risk6and do harm&incidents was
a responsibility delegated to the Clinical Governance Group for each service. A monthly
report was prepared by the Patient Safety Teamand circulated to the Governance Lead
for each specialty. She told the Review that the Divisional Quality Assurance
Committee would review serious incidents. In addition, there was a standing item on
the agenda for t he mont hly Chil drenbs Gover
incidents and a rotational requirement for the Governance Lead from each serviceto
report their key findings or concerns.

10.6 The final level of oversight in the Division was the Divisional Board. Meetings of the
Divisional Board were held roughly bi-monthly during 2011 but fell away in 2012 with
only 4 meetings being held, in January, May, July and November. From 2013 onwards
meetings were held monthly with very few exceptions.

10.7 The Divisional Board received a d&overnance and Performance Reportd at each
meeting, which included a report on incidents. However, the reports prepared during
2010 and 2011 were highlevel reports at Divisional level, indicating matters such as
the number of incidents according to their severity -mMesgesd 6aenoss
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Division). There was detailed information only about serious incidents . The cardiac
service attractedt he Di vi s i oafte;tion dly avhed there were high risk
incidents and RCAs.

10.8 The Review examined the report to the Divisional Board on the high risk incident
reported in October 2010 which initiated the risk assessmentof Ward 32. The concerns
recorded in the incident report regarding levels of staff were not included in the
information which reached the Divisional Board. In essence, no matters were
highlighted regarding staffing on Ward 32 prior to the CQC06 mspection in September
2012.

10.9 After examining the minutes of the Womené sa n d Chil drenbs Quality

Committeeandmont hl'y Chil dr en 0 s it SBanecto us dhatdhe moStr o u p
accurate summary of the position in 2010 i 2012 was that responsibility for assessing

dow riskbor o harméincidents was delegated to the Clinical Governance Group for

each service, assisted by the Patient Safety Team. However, we have commented
elsewhereon the weaknesses in the Cardiac Clinical Governance Group at the time.

10.10We noted that in late 2010, the Trust commissioned Mr Derek Hathaway to undertake
a review of systems for ensuring the safety of patients. In May 2011, Mr Hathaway

presented arepot entHatt Eertd B8af ety and . Rhisdéscribbd thea g e ment

system of electronic reporting of incid ents. He n ot thadlin some areaskstafibare
losing faith in the system and are not reporting the low risks and the near misses. As it
was painted out by others however they need to understand that most serious incidents
are the result of several muchl ess event s h aHemddad thatgheiTrast | | ne .
was talking to Divisions to encourage them to follow up on such trends, and noted a
campaign by the Chief Nurse on presaire ulcers.

10.111t is fair to say, therefore, that the risk of insufficient attention being paid to dow riskd
incidents, if reported, was not something highlighted to the Trust 6 kadership, in Mr
Hat h a wepgrtd sThe emphasis was on the need toensure that staff reported all
incidents, rather than concerns about the subsequentuse of the information.

10.12However, in the light of our review of the incident reports from Ward 32, we take the

view that there were weaknessesint he systems f or riskbh eorr edvn ce wh aorfr

incidents. Attention was concentrated on higher risk incidents , coupled with high-level
reports. If the delegation of responsibility to consider dow risk incidents to the Patient
Safety Team andclinical governance groupsof the various services was to be effective,
then it depended on those groups, in turn, discharging their responsibilities r igorously.
It also depended on effective oversight from the Divisional leaders, who needed to
detect and then challenge any failings or weaknessesat that level. We were not
satisfied that this occurred.
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10.13We would also concur with the assessment in theUtley report®8 that there is a risk that
staff may place undue reliance on the Patient Safety Team and do nothemselves take
responsibility for risk management.

10.14We understand that following the CQC inspection of Ward 32, the Trust changed its
policy and incidents of low or unsafe staffing were reported to Divisional and Trust
level governance committees. Heads of Nursing were required to review personally all
of the dow riskband o harmadincidents. In addition, following the recommendations
of the Mid Staffordshire NHS Foundation Trust Public Inquiry, there are now national
requirements for reporting on an y shortages in the nursing establishment.

11 The Reporting of  Incidents
11.1 We have discussed tle use made of incidents reportsthat related to staffing on Ward
32 or the skills-mix on the ward. But some parents also questioned the adequacy of
reports of more serious events involving their children . We heard concerns from a
small number of parents that particular event
reported as Opatient safety incidentsdt, under
therefore investigated as they should have been. These parents had seen traumatic
events such as a cardiac arrest on theward and were concerned that these were not
reported properly.

11.2 In relation to events on Ward 32 in early 2012, the Review saw evidence of:

1 a cardiac arrest on the ward requiring CPR and recourse to IV adrenaline. The
arrest followed shortly after the central venous line had been removed from the
child. There had also been an error a little earlier, in the manner in which
drainage pots had been changed. No incident report was filed, whether in
relation to the error regarding the drain pots, or in relation to the cardiac arrest;

1 a cardiac arrest on theward leading to emergency CPR and surgery reported as a
dpatient safety incident§ underthe cat egory of 6clinical ass
The incident was not reported by staff on Ward 32 (medical or nursing). It was
one of the PICUb <onsultants who took action to report it, when she was
concerned that no incident report had been filed after three days had passed.
Thereafter, aroot cause analysis was performed.

11.3 In relation to the first event, because the child had, sadly, died a few weeks later, a
Child Death Review followed. One action that was agreedarising from that review was

to:

daunch systematic cardiac arrest audit with resuscitation led Root Cause Analysis

(RCA) of cardiac arrest calls in Bristol Chi |l
completed for all arrest calls and emergencies in the hospital, to ensure that all ardiac
arrestsareul |y reviewed and investigated. 0

8 Bristol Royal Hospital for Children, Review Of Risk Management System i April - May 2014, Ms A. Utley

164



CHAPTER TWELVE: GOVERNANCE AND LEADERSHIP

11.4 The Trustd minutes of a meeting with the family concerned in August 2012 recorded
that:

® after every unexplained <coll apse, there s
incident form completed. To date this had only happened on an adhoc basis, but is
now expected to be standard practice that this will occur.6

11.5 The minutes of the PICU clinical governance meeting of September 2012 record that
Any crash calls or cardiac deaths fhis may have intended to refer to arrests rather
than all deaths] should be being p u't on as c¢ | iAddg ofaHe adtionxs i dent s
arising out of CDRs in Aug ust 2012 n o tEagre patieat safety erdicalt o 06
incident form is completed for all ward cardiac arrests, to ensure all ward cardiac
arrestsareful 'y revi ewed aBy March A0d4 this actgpra wae shid t be
6 c | q with deference to all cardiac arrests in BRHC being reported via the critical
incident reporting system. We also saw evidence ofa PICU led audit of resuscitation
documentation at the BRHC.87

11.6 In another death of a child brought to its attention by parents that occurred in autumn
2013, the Review saw the incident reports that were completed when the child suffered
a cardiac arrest, first in a catheter laboratory and then in PICU. In both cases an
incident report was filed by staff, consistently with the policy set out above.

11.7 The Review was conscious of the fact that it saw only a small number of cases and it did
not carry out a general review of reporting on incidents relating to patients &afety.
With that in mind, we make the following comments:
1 We noted the evidence of action by PICU to improve the recording of crash calls
and arrests.
1 On the other hand, it was not clear how action had been taken to ensure that the
wardb s pr act i clmicabificiddnts lgad beangtrengthened.

11.8 We note that the Trust commissioned a number of external reviews aimed at
strengthening systems to assure the safety of patients and strengtherrisk management
in the BRHC in 2013 and 2014. Inparticular:
1 A review of the BRHC 6 ®atient Safety Cultured was commissioned by the
Di vi si onal Manager of the ;&til drends Servic
1 A Review of the BRHC Risk Management Systems took place n April i May
2014, led by Ms Utley.

11.9 In the review of the BRHC 6dBatient Safety Culture§ one of the themes noted was that
although staff wer e O p éaeré enolegar abootcwhat ¢ypebof t hey
incident shoul d be r(iepptientsalkty encddeny. R Juned2014, the

87 Clinical Audit Annual Report, 2013/14.
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review of Risk Management®r e p o r t d.idhitetl iIndetstanaling of what constitutes
a Patient Safety Incidentand howth es e i nci dents should he

11.10In the report from Ms Utley, it wa s also noted that: @here is confusion around the risks
related to safe staffing levels not helped by a difference of opinion in what constitutes
safe staffing. It is not clear if incident forms should be raised every time staff levels fall
below the safe leve or, if appropriate action had been taken to mitigate the risk, should
these incidents simply be reported to management. Similarly it is not clear where the
ownership for such risks lies. If for example the risk relates to a generic nursing
shortage should this risk be carried by the wards where the gaps exist or is this a

corporate risk that refuires a corporate

11.11Given the focus on safelevels of staffing since the Mid Staffordshire Public Inquiry , the

Review found it somewhat surprising that this confusion existed in 2014. More

pertinently, it felt that concernslay behind some of the debate that it had heard, about
the weight that should be placed by it on incident reports relating to low levels of

staffing, and whether they showed or did not show that action had been taken to
mitigate the risk. The Review felt that if more sustained attention had been given

either t o r iskd eavrihar@d @il rooyiodie devetoping the draft risk

assessmentof Ward 32, these matters could well have been detected and received
attention earlier.

12The Voice of the Chwithidthe@msis Hospit al
121 Despite the strides that had been made
the Review felt that there were weaknesses ind h e a thie wogds of children, or the

grade

sol u

by the

Childrenbés Hospital, We haveinoted,tfon example, dhatrthe Tr us t .

review of nursing carried out by Ms Conroy did not succeed in addressing the needs of
the Childrends Hospital

12.2 The survey of material about the care of children on Ward 32, and the effectiveness of
the mitigating steps intended to ensure the safety of children with higher dependency
needs on the wards, has demonstrated that there wererelatively few points at which
the concerns about these issueswere brought to the attention of Trust executives or
leaders.

12.3 We formed the view that the paper about securing funding for high dependency care
for childrends services, di scussed at t
raise questions abaut the management of existing risks.

12.4 We have also noted the existence of drisk 1901 which was placed on the Trust
corporate risk register. So far as we were able to see, it was not picked up for further or
more detailed discussion by the members ofthe Trust Board before September 2012.

88 Review of Risk ManagementSystems (April i May 2014), p10.
8 Page 12.
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12.5

12.6

12.7

12.8

With the benefit of hindsight, it is easy to see that as a result Board members were
unprepared for the findings of the CQC
papers which would have signalled that Risk 1901 needed closer attention at Trust
level. Without a fuller appreciation of the material that we surveyed in Chapter Eleven,

we can understand that there seemed little reason to question the @ction being taken
by the Womenb sand Children Divisioné (to which the Quality and Outcomes
Committee was referred, when it inquired about the risk in March 2012).

0s

We have considered how such a gap could have been bridged, and have discussed

issues such as review of lowharm or low -risk incidents.

The Report of the Bristol Public Inquiry included a recommendation that &ll trusts

which provide services for children as well as adults, should have a designated
executive member of the board whose responsibility it is to ensure that the interests of
children are protected and that they are cared for in a paediatric environment by

paediatrically trained staff. 6

The Trust told us, in relation to t his recommendation, that the Chief Nurse is the
defined executive lead for children and young people. In addition, the Head of Division

held a seat at the Trust Board, as well as having access to the Chief Executive when

needed.

The Review considered that the original recommendation had embraced awide vision,

i ns

looking to see that the voice of children, and now of the Children 6 s Hospi t al , v

heard within a large and complex organisation. We considered that the effective
implementation of this recommendation should be revisited and reviewed.

13 Conclusions

13.1

13.2

13.3

We heard that when the CQC raisedconcerns about the quality of care on Ward 32 in
September 2012, this came as a surprise to the senior leadership of the Trust. The
review of the information that was reported upwards does not suggest that reports or
warnings were ignored by the Trust executive. Rather,t h e R e vpinieny thes
information that was suggestive of the need to review existing risks remainedat the
level of the Division.

The fact that concerns about the staffing of Ward 32 were not referred to the Board
until after the CQCO sisit demonstrates clearly that they were not taken sufficiently
seriously. There was a continued need to st
Hospital within the Trust as a whole.

The Review noted evidence of, first, greater focus upon thestudyo f & li sWw 6 |

since 2012, and, in addition, a number of reviews examining patient safety and risk
management within the BRHC, in 2013 and 2014. It appeared that action had been
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taken to review the mechanisms by which matters to do with the safety of patients were
identified a nd reviewed throughout the BRHC hospital.

13.4 However, the evidence of the Review of Risk Management in 2014 was that work
remained to be completed to develop staffé sinderstanding of the nature of patient
safety incidents and how such incidents should be graded.

14 Recommendations
14.1 In light of the above, we recommend

(22) That the Trust review the implementation of the recommendation of the Kennedy
Report t hat a member of the Trustbés Execu
ensure that the interests of children are preserved and protected, and should routinely report
on this matter to the Board.

(23) That the BRHC confirm, by audit or other suitable means of review, that effective action
has been taken to ensure that staff possess a shared understanding of the nature of patient
safety incidents and how they should be ranked.
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CHAPTER THIR TEEN: THE C QC®& INVOLVEMENT

1 The Care Quality Commission 0 #spection

11

1.2

1.3

1.4

15

1.6

In summer 2012, the Care Quality Commission (CQQC was contacted by two families
whose children had di ed following cardiac operations
Hospital earlier in 2012. They expressed concernsabout hei r chi |l drenés car

The CQC made initial inquiries of the Trust about the cardiac service and the delivery
of care on Ward 32 in particular. The CQCsent an email to the Trust on the 15th of
August 2012, seeking information. On the 16" of August further discussion by email
and telephone took place to clarify timescales for the return of the information.

The Trust submitted a written response on the 20th of August 2012 with further
information submitted on the 24 ™ of August 2102 These set out how Ward 32
functioned from day to day and the model of care forproviding high dependency care.
The staffing establishment on Ward 32 was set out along with the ratio of registered to
unregistered staff. Information was also provided on the use of Bank and agency staff
over the preceding 7 months and on incident reports over the same period. There were
10 incidents reported of low/unsa fe levels of staffing, with 3 of the reports using the
wor d 6 un s debcapfion iofrihe indident. The document set out data on children
on Ward 32 who triggered a clinical score relating to high dependency during their stay
on the ward over the period from March to October 2011.

The document went on to state that the need for a cardiac high dependency unit was
part of the plans submitted under the Safe and SustainableReview which would have
been taken forward should the catchment area for the Bristol Centre have been
extended because of the closure ofother Centres. As thatreview had been delayed,dhe
Trust was working with commissioners to propose funding for a 4 bedded cardiac high
dependency unit on Ward 32. A proposal would be submitted as part of the next
commissioninground® The Tr ust 6econtiduedc ument

Ve have recognised that an interim solution is required. The senior members of the
team have been working on a virtual bed model, which would see a flexible group of
PICU trained nur ses open a PIC bed for a child requiring cardiac surgery and then
transfer that patient to the ward, managing them at the benchmarked high dependency
staffing levels. This model is in development, and has not yet been implemented,
however fundingrequiredt o i nvest in the trial of this moc¢

The document stated that high dependency carewa on t he Divisionbs ri
was graded as one of the Divisions 6top risks
member of the Trust& Executive Teamwas responsible for addressing the risk A copy

of the risk register was included in the report.

TheTrusthi ghl i ghted the pressures on Plwihtéer and th
2011 onwards which, unlike previous years, had not abated It recorded, in part, the
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changes instituted by Mr Booth in April 2012 (as set out in his email of the 18" of
April), in relation to the need for collaborative working between PICU and Ward 32, to
identify clearly the nursing needs of children prior to transfer back to the ward.

1.7 The Trust acknowledged that concerns hadbeen raised by the clinical team6r egar di ng
the levels of acuity experienced at times onWard 32. In combination with the clinical
incident reporting system, these concerns have been aknowledged and prompted a
number of Thelfadlawimpgechahges were listed:

1 review of high dependency activity across the hospital

1 improvement to ward funded nursing establishment and changes to shift
patterns

1 review of patients/ward acuity levels prior to discharge from PICU

improved monit oring capability within the ward

1 development of virtual bed model to include staff managing post PICU care on
the ward at Paediatric Intensive Care Society staffing recommendations as
required

1 commissioning negotiations in progress for formally funded cardiac high

dependencyunit

High Dependency Qperational Group developed

highly graded Divisional risk register entry for high dependency care

implementation of supervisory ward sister model

joint appointment of Matron for PICU and Lead Nurse for Cardiac Services to

improve communication and relationship between PICU and Ward 32.

=

=A =4 =4 =4

1.8 Viewed overall, this was a reasonably full and comprehensive outline of the key issues
relating to Ward 32, and was supported by data on incidents, staffs ftas and the work
by Caroline Haines on patients @cuity. The Review had some concerns that
developments which were, at the time, embryonic were given a rather more definitive
shape® However, it is apparent that the document enabled the CQC to decide
whether or not further investigation was needed.

1.9 On the 30t of August 2102 CQC requested a copy of the risk register and also whether
the operation policy for high dependency care dated 2 July 2012 was in place. The
Trust responded to this request on the 3d of September and also to a verbal request for
information about an incident which occurred in November 2010 on Ward 32.

1.10 Then, the CQC carried out an unannounced inspection of Ward 32 and PICU on 5
September 2012.

9% For example, thedocumentst at ed: O6A Hi gh Dependency Operational Group is in p
Intensivist,andthedraf t Oper ati onal Policy has been included for information
this group, in fact, took place on 7 September 2012.
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2 CQCO0 #spectio nof Ward 32, 5th September 2012

21 We heard some concerns from parents that t he
that staff were able to prepare for it. However, there was no real evidence to support
this suspicion and there seems little doubt that staff were shocked both by the fact of
the inspection and its findings. The CQC told us that under the methodology in place
at the time, Trusts were not normally given notice of any inspection. Inspectors would
however declare themselves once they arrived on ge. Providers could however infer
from the Commi ssionédés conduct when an inspec
warning notice had been issued, a further inspection would be likely to take place to
checkwhether compliance had followed.

2.2 It was true, therefore, that the Trust could reasonably have expected that follow-up
inspections would take place at a later date. But the Review received no evidence that
would have tended to suggest that when it inspected, it received anything other than
an accurate picture of the ward.

3 The Private Meeting  of the Board

3.1 After preliminary, informal feedback from the CQC about its inspection , a private
Meeting of the Board was held on 21 September 2012.0ne of the topics of discussion
was the CQ® mspection. This was the first occasion at which the Chief Executive had
been fully involved; he had beenon leave when the CQC attended A full briefing was
given to the Board6 smiembers.

3.2 We examined the minutes of the meeting with some care, given the importance of the
information that was presented to the Board. There was an extensive and detailed
di scussion of the care given to the c¢children
involvement, as well as of theimmediate measures that the Trust had taken to support
the ward. These included:

1 agreement with commissioners to bring forward plans for establishing a high
dependency unit for post-operative cardiac children;

1 as the Ward Sister was on maternity leave, a new senior experienced nurse with
experience of cardiac senices and intensive care had been put in place;

1 the nurse consultant for intensive care and high dependency and the matron with
responsibility in this area would have a timetabled presence every day onWard
32 to support staff and take skills training forwa rd;

i a process had been started to map the dependency of childrenagainst the
experience and training of staff.

3.3 Plainly, there was limited time between the CQCSH mspection and the Boardd meeting,
such that there was a focus on practical action. However, the Review noted that at a
Divisional level, quite extensive information already existed to show the scale of the
pressures onWard 32 which included acknowledgements of occasions when there had
been falings in the care provided. The material was recert, gathered together in a
composite CDR Action Log in August 2012 as well as in a key RCA written in June
2012. Although at the time, CDRs sat somewhat outside fomal processes of
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3.4

governance, there was still a widespread knowledge of these investigations at a
Divisional level. Yet only a part of this material was identified and reviewed by the
senior leadership prior to the private meeting of the Board of 21 September and then
the subsequent response to the CQC. The focus was on the material relating to the
two families who had contacted the CQC. Further relevant material was not identified.

The Board was assured thatits executive officers did not believe that levels of staffing
had contributed to poor care or to poor outcomes for families, as opposed tq on
occasions,a poor experience of care. This was ngthowever, the conclusion reached in
some of these documents. The CDRs and the RCAwhich have beenreferred to painted
a complex picture, but at a minimum they raised questions about the contribution of

low levels of staffing, as well as the ability of staff to identify deterioration in children ,
to the events which occurred. It seems to us that a more thorough discussion and
review of the history of concerns about staffing in Ward 32, and of the most recent
investigations into deaths or untoward incidents in the ward, would have contributed
to a fuller and more complete understanding of the pressures on that service and the
effectiveness of the measures taken to mitigate risks. It would have led to a more
gualified or nuanced discussion with the Board, and, thereafter, in the representations
to the CQC. It could also have better informed communication with some of t he key
families concerned.

4 Trust 60 Response to the CQC

4.1

4.2

4.3

4.4

4.5

The CQC bllowed its usual procedures by sending its draft findings, warnings and
notices to the Trustd sChief Executive, together with an opportunity to make
representations upon them.

The Review examined the Trustédés respmoidtse

was a robustresponse But the Review reflected that critical comment on draft findings
was a legitimate part of the process established by the CQC. The Trust was entitled to
challenge any factually inaccurate statements and to seek to persuade the CQC to
change its language or conclusions. Provided that it took care to ensure that its
response was also candid, accurate and complete, there was nothing unusual or
objectionable in exchange however much others might have disagreed with its
perspective. A good number of the points made were, indeed, accepted by the CQC.

In addition, there was limited time available between the date of receipt of documents,
and the time needed to respond.

The Review did have concerns, however, about the following & pect s of
response.

First, the letter from Mr Woolley of 10 October 2012 arguedthat the CQC was wrong to
gi ve O0si gnitdstaffsad@portedwcericegns abdutlevels of staffing on Ward 32.
It attributed the comments made by staff to the pressures that they were under at the
time. Mr Woolley repeated this theme in the letter he subsequently wrote to Sir lan
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