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Introduction

For the great majority, pregnancy and childbirth should be a positive and happy experience that
culminates in a healthy mother and baby. This means, however, that on those occasions when things
do go wrong, the effects are even more devastating than in other areas of healthcare. Maternity care
must reconcile these dual aspects in order to be safe, effective and responsive. When it does not,
the consequences may be stark.

This Report details a distressing chain of events that began with serious failures of clinical care in
the maternity unit at Furness General Hospital, part of what became the University Hospitals of
Morecambe Bay NHS Foundation Trust. The result was avoidable harm to mothers and babies,
including tragic and unnecessary deaths. What followed was a pattern of failure to recognise the
nature and severity of the problem, with, in some cases, denial that any problem existed, and a series
of missed opportunities to intervene that involved almost every level of the NHS. Had any of those
opportunities been taken, the sequence of failures of care and unnecessary deaths could have been
broken. As it is, they were still occurring after 2012, eight years after the initial warning event, and
over four years after the dysfunctional nature of the unit should have become obvious.

This Report includes detailed and damning criticisms of the maternity unit, the Trust and the regulatory
and supervisory system. In view of the progress that is now undoubtedly being made in all these
areas, the necessity for this Investigation to lay bare all of this may perhaps be questioned, both by
Trust staff (who undoubtedly feel beleaguered) and by others. There are two reasons to resist this
view. First, although the signs of improvement are welcome, they are still at an early stage and there
have been previous false dawns in the Trust; this emphasises the importance of understanding fully
the extent and depth of the changes necessary. Second, there is a clear sense that neither the Trust
nor the wider NHS has yet formally accepted the degree to which things went wrong in the past and
admitted it to affected families; until this happens, there is little prospect of those families accepting
that progress can be made.

These events have finally been brought to light thanks to the efforts of some diligent and courageous
families, who persistently refused to accept what they were being told. Those families deserve great
credit. That it needed their efforts over such a prolonged period reflects little credit on any of the
NHS organisations concerned. Today, the name of Morecambe Bay has been added to a roll of
dishonoured NHS names that stretches from Ely Hospital to Mid Staffordshire. This Report sets out
why that is and how it could have been avoided. It is vital that the lessons, now plain to see, are learnt
and acted upon, not least by other Trusts, which must not believe that ‘it could not happen here’. If
those lessons are not acted upon, we are destined sooner or later to add again to the roll of names.

BILL KIRKUP CBE
March 2015




Executive summary

1. The Morecambe Bay Investigation was established by the Secretary of State for Health to
examine concerns raised by the occurrence of serious incidents in maternity services provided by
what became the University Hospitals of Morecambe Bay NHS Foundation Trust (the Trust), including
the deaths of mothers and babies. Relatives of those harmed, and others, have expressed concern
over the incidents themselves and why they happened, and over the responses to them by the Trust
and by the wider National Health Service (NHS), including regulatory and other bodies.

2. We have carried out a thorough and independent investigation of these events, covering the
period from 1 January 2004 to 30 June 2013. The Investigation Panel included expert advisors
in midwifery, obstetrics, paediatrics, nursing, management, governance and ethics. We reviewed
15,280 documents from 22 organisations, and we interviewed 118 individuals between May 2014
and February 2015. Family members of those harmed were invited to attend interviews and Panel
meetings as observers.

3. Ourfindings are stark, and catalogue a series of failures at almost every level — from the maternity
unit to those responsible for regulating and monitoring the Trust. The nature of these problems is
serious and shocking, and it is important for the lessons of these events to be learnt and acted
upon, not only to improve the safety of maternity services, but also to reduce risk elsewhere in NHS
systems.

4. The origin of the problems we describe lay in the seriously dysfunctional nature of the maternity
service at Furness General Hospital (FGH). Clinical competence was substandard, with deficient
skills and knowledge; working relationships were extremely poor, particularly between different staff
groups, such as obstetricians, paediatricians and midwives; there was a growing move amongst
midwives to pursue normal childbirth ‘at any cost’; there were failures of risk assessment and care
planning that resulted in inappropriate and unsafe care; and the response to adverse incidents was
grossly deficient, with repeated failure to investigate properly and learn lessons.

6. Together, these factors comprised a lethal mix that, we have no doubt, led to the unnecessary
deaths of mothers and babies. We reviewed cases, including all the maternal deaths and deaths
of babies in the period under investigation, using a validated method, and found 20 instances of
significant or major failures of care at FGH, associated with three maternal deaths and the deaths of
16 babies at or shortly after birth. Different clinical care in these cases would have been expected to
prevent the outcome in one maternal death and the deaths of 11 babies. This was almost four times
the frequency of such failures of care at the Royal Lancaster Infirmary.

6. These problems did not develop overnight, and the first sign of their presence occurred in 2004,
when a baby died from the effects of shortage of oxygen, due to a mismanaged labour. Serious
incidents happen in every health system because of the nature of healthcare, and no blame should
be attached to staff who make mistakes. It is, however, vital that incidents are properly investigated,
in order to identify problems and prevent a recurrence. The investigation in 2004 was rudimentary,
over-protective of staff and failed to identify underlying problems.
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7. Between 2004 and the end of 2008, there was a series of further missed opportunities to
identify problems in the unit. Between 2006 and 2007, five more serious incidents occurred that
showed evidence of problems similar in nature to the 2004 incident; investigations followed the same
inadequate process and failed to identify problems. At this time, the failures of working relationships,
approach and clinical competence affecting the maternity service must have been clear to senior
and experienced unit staff, but we could find no attempt to escalate knowledge of this to the level of
the Trust executives and Board.

8. A cluster of five serious incidents occurred in 2008: a baby damaged by the effects of shortage
of oxygen in labour; a mother who died following untreated high blood pressure; a mother and baby
who died from an amniotic fluid embolism; a baby who died in labour due to shortage of oxygen;
and a baby who died from unrecognised infection. All showed evidence of the same problems of
poor clinical competence, insufficient recognition of risk, inappropriate pursuit of normal childbirth
and failures of team-working, as seen previously. Initial investigation was again deficient and failed to
identify manifest problems.

9. The 2008 incidents, however, did signal unmistakably to the Trust executives and Board that
all was not well with the unit. A letter from a consultant obstetrician set out concerns raised by one
of the incidents to the clinical director and medical director, but failed to prompt any documented
reaction. A complaint arising from another incident that was felt likely to generate adverse publicity
was reported to the Board, and an external investigation was commissioned. Although this was
based only on written statements and clinical records and therefore missed some important points,
it did unequivocally identify systemic failings for the first time.

10. Many of the reactions of maternity unit staff at this stage were shaped by denial that there was
a problem, their rejection of criticism of them that they felt was unjustified (and which, on occasion,
turned to hostility) and a strong group mentality amongst midwives characterised as ‘the musketeers’.
We found clear evidence of distortion of the truth in responses to investigation, including particularly
the supposed universal lack of knowledge of the significance of hypothermia in a newborn baby,
and in this context events such as the disappearance of records, although capable of innocent
explanation, concerned us. We also found evidence of inappropriate distortion of the process of
preparation for an inquest, with circulation of what we could only describe as ‘model answers’.
Central to this was the conflict of roles of one individual who inappropriately combined the functions
of senior midwife, maternity risk manager, supervisor of midwives and staff representative.

11.  We make no criticism of staff for individual errors, which, for the most part, happen despite their
best efforts and are found in all healthcare systems. Where individuals collude in concealing the truth
of what has happened, however, their behaviour is inexcusable, as well as unprofessional. The failure
to present a complete picture of how the maternity unit was operating was a missed opportunity that
delayed both recognition and resolution of the problems and put further women and babies at risk.
This followed the earlier missed opportunities to identify underlying problems in 2004 and 2006/07.

12. By the early part of 2009, there was clearly knowledge of the dysfunctional nature of the
FGH maternity unit at Trust level, but the response was flawed, partly as a result of an inadequate
flow of information through professional and managerial reporting lines. Clinical governance systems
throughout the Trust were inadequate. The 2008 incidents were treated as individual unconnected
events, and no link was made with previous incidents. Inappropriate reliance was placed on poor-
quality internal investigations and, in one case, on a report on cause of death prepared for the
coroner. Supervisor of midwives investigations were flawed, relying on poor-quality records that
conflicted with patients’ and relatives’ accounts. An external review of the governance of the unit
was carried out. Although tangential to the underlying issues, this identified the dysfunctional nature
of professional relationships in the unit.
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13. At the same time, in early 2009, the Trust was heavily focused on achieving Foundation Trust
(FT) status, and this played a significant part in what transpired. As part of the application, the Trust
listed its current serious untoward incidents, and declared 12, five in FGH maternity services. This
alerted Monitor, which informed the North West Strategic Health Authority (NW SHA) and the newly
formed Care Quality Commission (CQC). Monitor deferred the FT application, pending a response to
its concerns about the Trust’s maternity services.

14. A member of NW SHA staff questioned whether there was a gap in understanding of the five
2008 incidents, and whether they should be investigated. These were the right questions, but in
implementing what became the Fielding review, the Trust not only shifted the emphasis away from
what had happened and onto current systems, but also instructed Dame Pauline Fielding not to
investigate the incidents. Despite stating that the review had not re-examined the incidents, the
Fielding Report unwisely stated that they appeared “coincidental rather than evidence of serious
dysfunction”. This was easily misread as a finding of the review, and was widely misunderstood as
a result.

15. The review report was produced in draft in March 2010, but what was described as minor
redrafting took until August 2010 to finalise. It contained significant criticisms of the Trust’s maternity
care, including dysfunctional relationships, poor environment and a poor approach to clinical
governance and effectiveness. The report was given very limited circulation within the Trust, and
was not shared with the NW SHA until October 2010, or with the CQC and Monitor until April 2011.
Although we heard different accounts, and it was clear that there was limited managerial capacity to
deal with a demanding agenda, including the FT application, we found on the balance of probability
that there was an element of conscious suppression of the report both internally and externally. This
was a further significant missed opportunity.

16. The NW SHA adopted a developmental approach to Trusts in its region, and was significantly
less effective at intervening when problems emerged. This shaped its dealings with the Trust, and
it accepted assurances that there were no systemic problems and that action plans were in place
following the governance review and the external investigation of the most high-profile 2008 case.
Crucially, it also accepted the view that the 2008 incidents were ‘coincidental’ and it erroneously
regarded the Fielding Report, when it finally received it, as confirming this view. This view formed the
basis of the NW SHA's briefing, including to the Department of Health (DH). Had it adopted a more
‘hands-on’ approach, it is likely that both the implementation of action plans and the unconnected
nature of the incidents would have been challenged. This was another missed opportunity.

17. When Monitor suspended the Trust’s FT application in 2009, it looked to the CQC as the
arbiter of clinical quality, including patient safety. The CQC, a new organisation at that point, adopted
a generic approach to utilising its staff, many of whom were from a social care background, and
its North West team had little experience of the NHS. It referred the Trust to the central CQC office
for a potential investigation into the maternity incidents. The CQC investigation team declined the
referral, principally on the grounds that the five incidents were deemed unconnected on the basis of
superficial information on cause of death, but also because it was not thought that there were systemic
problems. Had the investigation progressed to the next stage of information-gathering, it would have
become clear that both assumptions were mistaken. This was a further missed opportunity.

18. Nevertheless the North West CQC team still had concerns about the Trust and gave it a ‘Red’
risk rating, which kept the FT application suspended, and Monitor told the Trust that the rating had
to be ‘Green’ to restart the application.
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19. Atthispointin 2009, the Parliamentary and Health Service Ombudsman (PHSO) was considering
a complaint from James Titcombe, the father of Joshua, who had died in 2008 as a result of infection
that was missed for almost 24 hours in FGH, despite clear signs. The Ombudsman formed the
correct view that this constituted clear evidence of systemic problems in the maternity unit, and that
the CQC was better placed to investigate this than the PHSO. What followed was a series of failed
communications between the PHSO and the CQC — and, more significantly, within the CQC — which
led the PHSO to believe that the CQC would take robust action and that a PHSO investigation of
the complaint would add nothing significant. With hindsight, a CQC investigation would not have
addressed Mr Titcombe’s concerns, which calls into question the linking of the Ombudsman’s
decision not to investigate with the CQC'’s intentions. This was another missed opportunity.

20. Towards the end of 2009, it was clear that the North West CQC’s concerns about the Trust
were declining, and the Trust’s risk rating was reduced from ‘Red’ to ‘Amber’ on the basis that the
2008 incidents were unconnected and that action plans were in place. In December 2009, the
CQC was still signalling that it would use the registration process to ensure robust action by the
Trust. All NHS providers were required to register with the CQC from April 2010, and where there
were significant concerns, this was made conditional on further action and inspection, as happened
with 22 Trusts out of a total of 378. By March 2010, however, there had been a striking change of
approach, which coincided with the arrival of a new North West CQC head, and the Trust was put
forward for registration with only minor concerns. Although this was challenged by the CQC’s central
registration panel on the grounds of the recent significant concerns, the regional team maintained
that the problems were being addressed. On the basis of this poor appraisal of the position, the Trust
was registered without conditions from April 2010, another missed opportunity.

21. The CQC reduced the Trust’s risk rating to ‘Green’ in the following month, and the FT application
process restarted. As the application had been deferred in 2009, rather than rejected, the Trust did
not go through the quality assessment newly introduced by the DH in the aftermath of the Mid
Staffordshire affair, and the DH received legal advice that it should not intervene, as the application
had already received the Secretary of State’s approval in 2009. Monitor approved the Trust for FT
status in September 2010. This was another missed opportunity to ensure an effective assessment
of service quality.

22. Four events in 2011, partly interrelated, changed this position and brought the significant
problems in the Trust unmistakably to wider attention. First, the CQC and Monitor obtained the
Fielding Report, which confirmed the existence of systemic problems. Second, the coroner’s verdict
in the inquest into the death of Joshua Titcombe was strongly critical not just of the failures of
care, but also of the dysfunctional relationships between staff groups, of the collaboration between
staff in preparing their evidence, and of the loss of a significant observation chart. Third, a police
investigation was commenced, and subsequently widened, to examine other deaths. Fourth, other
families came forward in response to the police investigation, revealing that many more families had
been affected than had been thought.

23. The result was a significant upturn in the external level of concern in the Trust, and an intense
period of intervention from 2011 into 2012. Monitor deemed the Trust to be in breach of its terms
of authorisation as a Foundation Trust, and commissioned two major external reviews. One was
critical of dysfunctional clinical working, the other of inadequate and ineffective clinical governance.
The CQC also reviewed the Trust, and the NW SHA called a ‘Gold Command’. The outcome, from
mid-2012 onwards, was an almost entirely new senior management team in the Trust, and a new
approach.
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24. \We found welcome signs of significant recent improvement in the Trust, including its maternity
services and governance, and we believe that external systems are much better placed to detect
failed services and to intervene, including particularly the CQC. Nevertheless, significant progress
remains to be made in our view, and it is essential that change is sustained and built upon.

25. Our conclusion is that these events represent a major failure at almost every level. There were
clinical failures, including failures of knowledge, team-working and approach to risk. There were
investigatory failures, so that problems were not recognised and the same mistakes were needlessly
repeated. There were failures, by both maternity unit staff and senior Trust staff, to escalate clear
concerns that posed a threat to safety. There were repeated failures to be honest and open with
patients, relatives and others raising concerns. The Trust was not honest and open with external
bodies or the public. There was significant organisational failure on the part of the CQC, which
left it unable to respond effectively to evidence of problems. The NW SHA and the PHSO failed to
take opportunities that could have brought the problems to light sooner, and the DH was reliant
on misleadingly optimistic assessments from the NW SHA. All of these organisations failed to
work together effectively and to communicate effectively, and the result was mutual reassurance
concerning the Trust that was based on no substance.

26. We found at least seven significant missed opportunities to intervene over the three years from
2008 (and two previously), across each level — from the FGH maternity unit upwards. Since 2008,
there have been ten deaths in which there were significant or major failures of care; different clinical
care in six would have been expected to prevent the outcome. We have made recommendations for
both the Trust and the wider NHS that will, if implemented, ensure that the lessons that are clear are
acted upon to reduce risk and improve the quality of maternity and other services.




CHAPTER ONE: Investigation findings

Dysfunctional maternity unit

1.1  The maternity department at Furness General Hospital (FGH) was a dysfunctional unit, to an
extent that damaged its ability to provide safe and effective care. The problems fell in five principal
areas.

1.2 First, the clinical competence of a proportion of staff fell significantly below the standard required
for a safe, effective service. Essential knowledge was lacking in several important aspects, local and
national guidelines were followed inconsistently, and we discovered repeated instances of failure to
apply basic principles of maternity and paediatric care. We found clear instances of substandard
clinical practice amongst midwives, obstetricians and paediatricians. This particularly included, but
was not limited to, failures to recognise warning signs in pregnancy, in labour and in newborn babies
that should clearly have signalled problems. On other occasions, warning signs were recognised
but were not acted on appropriately. Some of the examples of failures of care that we saw in clinical
records and heard about from staff were both shocking and saddening.

1.3 Second, the working relationships between different groups of staff were extremely poor.
Maternity care requires close multidisciplinary working, particularly between midwives, obstetricians
and paediatricians, to ensure a good outcome for both mother and baby. We found that none of
these groups were able to work effectively together, with repeated instances of failure to communicate
important clinical information about individual patients. We were told that there was a “them and
us”! culture in the unit. There were instances when clinical care was compromised in this way by
the handover of one staff member to another and by the move to another phase of care, such as
following delivery. Clinical records were extremely poor and often written in retrospect (sometimes
several days later), also jeopardising the necessary transfer of vital information. As well as individual
care, poor working relationships hampered the development of the unit. Multidisciplinary meetings,
whether to discuss clinical policies or to examine poor outcomes, were difficult to arrange, took
place infrequently, and were often poorly attended by one or more staff groups. NHS staff have a
professional duty to work together effectively for the benefit of those they are caring for, and we were
dismayed to hear the extent to which obstetricians, midwives and paediatricians had allowed the
breakdown of personal and interdisciplinary relationships to jeopardise care.

1.4 Third, midwifery care in the unit became strongly influenced by a small number of dominant
individuals whose over-zealous pursuit of the natural childbirth approach led at times to inappropriate
and unsafe care. One interviewee told us that “there were a group of midwives who thought that
normal childbirth was the... be all and end all... at any cost... yeah, it does sound awful, but |
think it’s true — you have a normal delivery at any cost”.? Another interviewee “... was aware that
there were certain midwives that would push past boundaries”.® A third told us that there were “...
a couple of senior people who believed that in all sincerity they were processing the agenda as
dictated at the time... to uphold normality... there’'ve been one or two influential figures who’ve

T Joan Moorby interview.
2Lindsey Biggs interview.
3 Joan Moorby interview.
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perpetrated that... sort of approach and... there’s nobody challenging...”.* Whilst natural childbirth
is a beneficial and worthwhile objective in women at low risk of obstetric complications, we heard
that midwives took over the risk assessment process without in many cases discussing intended
care with obstetricians, and we found repeated instances of women inappropriately classified as
being at low risk and managed incorrectly. We also heard distressing accounts of middle-grade
obstetricians being strongly discouraged from intervening (or even assessing patients) when it was
clear that problems had developed in labour that required obstetric care. We heard that some
midwives would “keep other people away, ‘well, we don’t need to tell the doctors, we don’t need
to tell our colleagues, we don’t need to tell anybody else that this woman is in the unit, because
she’s normal’”.® Over time, we believe that these incorrect and damaging practices spread to other
midwives in the unit, probably quite widely. Obstetricians working in the unit were well-placed to
observe these lapses from proper standards, and it is clear that they did, but seemingly lacked the
determination to challenge these practices. This in turn represents a failure to maintain professional
standards on their part.

1.5 Fourth, advice to mothers that it was appropriate to consider delivery at FGH was significantly
compromised by a failure to assess the risks properly. Neonatal paediatric services at FGH were
staffed and equipped to provide a restricted range of neonatal care, but not to deal with more pre-
term babies who needed more intensive forms of care. Whilst we recognise that there will be rare
occasions when a mother arrives too advanced in labour to be safely transferred, it is clear that this
was used as an excuse to deliver at FGH many other women whose babies were manifestly at too
high a risk for this to be safe. Further, when babies were born who were very likely to need a high
level of neonatal care, either as a result of this policy or through problems in labour or delivery, FGH
paediatricians often adopted a ‘wait and see’ approach. Such babies may be relatively well during
the first hours of life but then deteriorate rapidly to the point where highly intensive care is required:
as a result of the ‘wait and see’ approach, this necessitated difficult emergency transfers of very
sick babies which could have been prevented had transfer been arranged immediately and effected
within the first few hours.

1.6 Fifth, the response from unit clinicians to serious incidents was grossly deficient. In maternity
care, as in other areas of clinical practice, it is essential that incidents where something has gone
wrong are properly looked at to determine what happened, what was the root cause and what
can be done to prevent recurrence. This must be done across all relevant staff groups using a
multidisciplinary approach, particularly when care depends on close team-working as in maternity
services. The approach in the FGH unit fell far short of requirements. Investigations were almost
always unidisciplinary, and were often carried out by the same senior midwife. Many reports that we
saw were extremely brief, failed to identify key failures of care, and showed evidence of adopting an
inappropriately protective approach to midwives. In those instances where other staff groups were
involved, it seemed that defensive ‘blame-shifting’ behaviour predominated, and there was little visible
dissemination of lessons learnt afterwards. Although some of the incidents involved outcomes that
would be regarded seriously in any maternity unit, including maternal deaths, intrapartum stillbirths®
and neonatal deaths” of apparently healthy term babies, the overall approach to investigating and
learning lessons could only be described as rudimentary and flawed.

1.7 Any one of these serious problems would jeopardise the ability of a maternity unit to offer
safe and effective care. Together, they constituted a lethal mix that we have no doubt led to the
unnecessary deaths of mothers and babies, as we have set out in Chapter 3. We systematically
reviewed care in 233 pregnancies, including all of the stillbirths, neonatal deaths and maternal deaths

4Judith Kurutac interview.

5 Judith Kurutac interview.

8Intrapartum stillbirth: delivery of a baby that has died during the course of labour, past 24 weeks of pregnancy.
"Neonatal death: death of a baby within the first 28 days of life.
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in the Trust over the period covered by the Investigation, together with other serious incidents drawn
to our attention by families who contacted the Investigation. Of these, 63 showed features of concern
prompting a full clinical review, as a result of which we found 20 instances of failures of care at FGH
that were significant or major, associated with three maternal deaths, ten stillbirths and six neonatal
deaths. In 13 of these we found, in the words of the validated investigation method, “suboptimal care
in which different management would reasonably have been expected to make a difference to the
outcome” B including one maternal death, five stillbirths and six neonatal deaths; the prevalence of
these serious failures of care was four times that at Royal Lancaster Infirmary (RLI).

Delayed problem recognition

1.8 The FGH maternity unit did not become unsafe overnight: problems of this sort take time to
develop. By the nature of maternity care, on the great majority of occasions the outcome is a healthy
mother and baby without the need for significant intervention, because pregnancy and childbirth
are inherently normal physiological processes. The safety of maternity units depends on their level
of vigilance to detect risk and deviation from the norm, and on their taking effective action when it
is found. Population trends in childbirth such as rising maternal age, obesity and diabetes mean
that the inherent risks have increased, but even so, tragic outcomes fortunately remain relatively
uncommon. Nevertheless they are devastating when they do occur, emphasising the importance
of scrutinising every occurrence to see what has gone wrong and to ensure that it is not a sign of
underlying problems.

1.9 The first event that should have triggered concern was the death shortly after delivery of a
normal, term baby, Elleanor Bennett, in 2004, after she was born in very poor condition due to severe
shortage of oxygen in labour. However, the investigation that was carried out was rudimentary,
protective of the midwife involved, and failed to identify the shortcomings in practice and approach that
led to inadequate monitoring of a high-risk pregnancy and a lack of necessary obstetric assessment
and intervention. Follow-up after this investigation recorded only that “having examined the notes of
this lady I do have some concerns about record keeping throughout her antenatal, intrapartum and
postnatal period...”.° Had an effective multidisciplinary investigation been carried out, it is likely that
the early stages of dysfunctional relationships and inappropriate risk assessment would have been
identified and could have been addressed, as the case shows several of the features that would
become familiar later, including poor assessment of risk and failure to monitor adequately. If this had
been done in 2004, it would not only have reduced the likelihood of unnecessary loss of babies and
mothers, it could have corrected the poor risk assessment and unsafe practice at an early stage,
before inappropriate attitudes and behaviour had become more deeply embedded into day-to-day
practice and influenced others on the unit.

1.10 This opportunity in 2004 was missed. There were, however, further signals that all was not
well with the unit, had serious untoward incidents (SUls) been examined in any depth. Five incidents
in 2006 and 2007 showed significant features of concern, including a stillbirth and a neonatal death,
and a case that was not reported as an SUI or investigated. Moreover, it must have been abundantly
clear to all those working in the unit at that time that relationships between midwives, obstetricians
and paediatricians were fractured, as several interviewees admitted to us frankly, and the experienced
clinicians amongst them must have known that this was both unsatisfactory and dangerous. We were
disappointed to find that there was no systematic attempt to warn those in more senior positions
in the Trust, whether managers, nurses or doctors, and there was no documentary evidence of
concerns being raised at this time.

8 Draper ES, Kurinczuk JJ, Lamming CR, Clarke M, James D, Field D. A confidential enquiry into cases of neonatal
encephalopathy. Arch Dis Child Fetal Neonatal Ed 2002;87:F176-F180 doi:10.1136/fn.87.3.F176.

9 Letter from Denise Fish to Marie Ratcliffe, 8 March 2004.
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1.11 Eventsin 2008 demonstrated unmistakably the effects of deficient clinical skills, dysfunctional
relationships, poor risk assessment and failure to appreciate the significance of incidents involving
disastrous outcomes for mothers and babies. Five serious incidents occurred in the FGH maternity
unit, including two maternal deaths (following one of which the baby also died), an intrapartum stillbirth,
a neonatal death from sepsis, and a baby damaged by the effects of shortage of oxygen (hypoxia)
around the time of birth. The care in each case was seriously deficient, as was clearly evident from
examination of the clinical records as well as from the accounts of clinicians involved. Investigation
of the first four of these incidents was inadequate and flawed. The first, in which a baby survived the
effects of perinatal hypoxia but with damage, does not seem to have been logged as an untoward
incident or investigated. The second, a maternal death, was thought to have been unavoidable,
although there was clear evidence of raised blood pressure during pregnancy that was inadequately
followed up. The third, a pregnancy which ended in the deaths of both mother and baby, Nittaya
and Chester Hendrickson, was again thought to be unavoidable due to its cause, an amniotic fluid
embolism, but there were serious deficiencies in the preceding care likely to have contributed to both
deaths. Following the fourth incident, poor investigation into the events surrounding the intrapartum
stillbirth of Alex Davey-Brady failed to identify deficient assessment of risk, lack of action in response
to slow progress in the first stage of labour, inadequate monitoring of the baby during labour and
failure to manage evident problems in the second stage of labour. It was not until an external review
of the death of Joshua Titcombe from sepsis following prolonged rupture of the membranes and
maternal illness, prompted by James Titcombe’s complaint in November 2008, that any investigation
showed unequivocal evidence of clinical failure.®

1.12 Yet there had been unequivocal signs of clinical failure in cases going back to 2004, including
the cluster of five that occurred in 2008, that were evident on any competent review of the records,
as we found. The failure to discover these problems or to enquire into the poor interpersonal
relationships that afflicted the unit raises serious questions about the diligence and conduct of the
clinicians involved in those cases and of the professional leads who knew of the cases.

Response following 2008 events

1.13 By the end of 2008, it must have been obvious to experienced staff within the maternity
unit that there were serious problems. Regrettably, however, the response remained shaped by the
dysfunctional nature of the unit. The previous pattern of inadequate, defensive internal investigations
was initially replicated, treating each incident in isolation, but two events should have made it clear
that this approach was significantly flawed.

1.14 First, following the intrapartum stillbirth of Alex Davey-Brady in mid-2008, an obstetric
consultant, Prabas Misra, wrote a letter identifying some of the deficiencies that had contributed to
the disastrous outcome, drawing a parallel with the early neonatal death in 2004 of Elleanor Bennett
and warning that in his view further tragedies would ensue unless action followed.'" His letter was
addressed to the Clinical Director, Ibrahim Hussein, and copied to the Trust’s Medical Director, Peter
Dyer, and others. He did not receive a reply, and we could find no evidence that his concerns were
taken seriously, acted upon or investigated: a meeting did subsequently take place to discuss the
midwifery report of the incident, but none of the matters that he had raised were alluded to in the
record of the meeting. We heard two different versions of the origin of the letter: either Mr Misra wrote
it in an attempt to bring problems to light, or he was prompted to do so by Mr Hussein, who wanted
concerns about the unit’s functioning placed on record. In light of the lack of any documented
response or recorded action following the investigation meeting, it cannot be said to have been
effective.

0 External Investigation into Serious Untoward Incident At Furness General Hospital: Baby Joshua Titcombe (Chandler,
Hopps and Farrier), 2009.

" Letter from Prabas Misra to lbrahim Hussein and others, 2008.
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1.15 Eight months after the letter was sent, it was discovered in the clinical records during the Trust’s
preparations for the inquest into Alex’s death, and the flawed 2004 investigation was unearthed. The
Trust’s director of nursing wrote at the time: “/ have it on good authority that the midwife concerned
(who was also involved in the [2008] incident) was referred for fetal monitoring training as part of her
developmental support and JP [Jeanette Parkinson, Maternity Risk Manager and Senior Midwife] is
attempting to find the relevant documentation to evidence this.”'> We found no evidence of referral
for any training at this stage, and correspondence following the rudimentary investigation in 2004
mentions only a general need for improved record-keeping.'® Sadly, there were marked similarities in
the failures of care in the 2004 and 2008 incidents, including particularly failure to monitor the fetal
heart effectively.

1.16 Second, Mr Titcombe’s complaint prompted concern by the Trust Chief Executive, Tony
Halsall, who ordered an external review of the case. This review, by an obstetrician, a midwife
and a paediatrician was based on the clinical records and the midwives’ accounts to the internal
investigation. The content of the report was shared with Mr Titcombe, who challenged several
aspects, and it became clear that there were significant discrepancies between the accounts given
by midwives and the record made by the Titcombe family shortly before Joshua died. When an
inquest was eventually held, the coroner was critical that the midwives had collaborated on the
accounts given in court and of the loss of the observation chart, as well as the clinical care.

1.17 Faced with the increased level of scrutiny resulting from external review and inquests, the
unit and its staff had a significant opportunity to make a clean break with the previous pattern of
defensiveness, denial and blame-shifting. That they did not do so is perhaps explicable in light of
the dysfunctional relationships that predominated, but it is deeply regrettable. In fact the previous
patterns of behaviour became more firmly entrenched, and led to some grossly inappropriate actions
that, we believe, constituted inexcusable derelictions of professional duty.

1.18 First, staff considered that there had not been failures of care and that they were being unfairly
criticised. This was most graphically illustrated by the comment made to us by an interviewee as
she left the room that “sometimes bad things happen in maternity — people just have to accept it”."*
Another said, with reference to the subsequent Fielding Report on clinical governance of the unit,
“well, some of the things that were accused [in the Fielding Report] | didn’t feel that was justified”.'®
When the Panel interviewed staff, some still remained unable to recognise that there could have been
failures of care in the 2008 incidents: we were, for example, told that there were “no specific practice
issues”'® on review of one maternal death and that the other had been “unpredictable, unavoidable
and we did not highlight any practice issues in that case”.' Our review readily picked up significant
failings in both.

1.19 Based on what we heard, we believe that staff reinforced each other’s view that the care
they were providing was acceptable, not sub-optimal. The midwifery staff were already a close-knit
group (we heard that off-duty midwives would drop into the unit just to chat), and it is clear that
in response to this perceived external threat they developed a ‘one for all’ approach, and in fact
described themselves as “the musketeers”.'® We were particularly concerned at the conflicts of
interest surrounding the position of maternity risk manager, who was also a supervisor of midwives:
we believe that she was part of the close-knit midwifery group of ‘musketeers’ and, as a former

2Email from Jackie Holt, 1 July 2009.

'8 Letter from Denise Fish to Marie Ratcliffe, 8 March 2004.

" Interviewee following cessation of interview.

18 Stella McDowell interview.

'6 Jeanette Parkinson interview.

7 Jeanette Parkinson interview.

8 Email from Jeanette Parkinson to Angela Peil, 19 April 2009.
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Royal College of Midwives union official had continued to act in a staff representative role supporting
individual midwives. She was central to deciding whether and how incidents would be investigated,
often by herself: “If there was any sort of serious incident or an incident where staff needed support or
| needed to start an investigation | would go to that site as soon as possible.”"® This inherent blurring
of roles was graphically illustrated in a letter following a medication error in 2007 to the midwife
concerned: “Jeanette Parkinson [Maternity Risk Manager] was present at the meeting yesterday
evening (10/1/07) and explained that she was there as your representative.”°

1.20 We do not believe that it is possible to combine roles in this way without a significant loss of
objectivity. Given the central role of the maternity risk manager in following up incidents and providing
assurance to the head of midwifery of safe and effective practice, in our view the remarkable conflicts
of interest inherent in a single individual combining the roles of risk manager, supervisor of midwives,
senior midwife and staff-side representative were unacceptable. We believe that this was significant
in the events that developed, not only in encouraging the group think amongst midwives that all was
well but also in promoting a view at more senior levels that there were no systemic problems in the
unit.

1.21 Second, the strong view amongst staff that they were being unfairly criticised on occasions
became overt hostility to those challenging this view. This underlying feeling was evident at times
from the approach taken by interviewees in responding to our questions, and was sometimes
apparent in email correspondence. The most notable example is an email from one midwife to
another concerning a Nursing and Midwifery Council (NMC) investigation that was entitled “NMC
Shit”.2" There is no excuse for committing such views to the record, but more important is the
underlying attitude it illustrates.

1.22 Third, we believe that this strong desire to protect the group led to instances of distortion of
the truth. The strongest evidence of this relates to the failure to recognise the significance of Joshua
Titcombe’s low temperature and to act on it. Any clinically qualified member of staff looking after
neonates should be aware that a failure to maintain temperature is a cardinal sign of infection in
a neonate, and Joshua was under observation for potential infection following his mother’s illness
and spontaneous rupture of the membranes. The account subsequently given by every midwife
involved, including to the inquest into Joshua'’s death, was that none of them knew that hypothermia
in a neonate could signify infection or should have resulted in an urgent paediatric assessment. It
is on the face of it extraordinary that not a single one knew this basic fact, and many experienced
interviewees expressed varying degrees of surprise and disbelief (one local supervising authority
(LSA) midwife said to us that a unit in which no midwife knew this would have been unique in her
experience??). Moreover, this was not the account initially given to the internal investigation, which
was that Joshua’s temperature had not been significantly low, and one midwife said at that stage
that she did understand that a low temperature would necessitate a medical assessment.® Only
when Mr and Mrs Titcombe presented a convincing account that Joshua had been significantly
hypothermic on two occasions, an account that was accepted by the midwives, did their version
of events change to a universal lack of awareness of the significance of neonatal hypothermia. This
represents a significant and regrettable attempt to conceal an evident truth, that a cardinal sign of
infection in a newborn baby was wrongly ignored.

1.23 Fourth, the strong reaction of those who felt themselves under wrongful criticism was allowed
to distort some of the processes of investigation that ensued. Again, the clearest evidence related
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to Joshua Titcombe, in this case the preparations for the inquest into his death. A meeting took
place to prepare the midwives who had been asked to give evidence. This would be entirely in order,
and appropriate, given that most would not previously have been involved in such a process, and
information on what would happen and what would be expected of them would be helpful both to
them and to the process. As part of that meeting, a solicitor working for the Trust’s legal advisors
presented a series of ‘difficult questions’ that she felt witnesses were likely to be asked. This would
be more controversial, but not in itself improper, provided that there was no general discussion of
how to respond, on which both documentary evidence and interviewees are silent. What happened
next, however, was clearly wrong: Jeanette Parkinson, the Maternity Risk Manager and Senior
Midwife, prepared a single set of what we can only regard as ‘model answers’ to the questions, and
circulated them to all of the midwives involved. This distortion of the process underlying an inquest
was picked up by the coroner, who commented on the similarity of the accounts that he heard from
different witnesses and the concern that this caused him.

1.24 NHS staff have a duty to be open and honest in their dealings with the public, including
particularly in responding to untoward incidents, complaints and other instances where things have
gone wrong. This professional responsibility predated the legal duty of candour that has been placed
on NHS staff following the events at Mid Staffordshire. It is clear that staff in the maternity unit at
FGH failed to follow the duty of openness and honesty. There are reasons that may help to account
for why this should be, in light of the pressure of scrutiny on the unit set out above, but that in no
way excuses their failure to maintain the standards expected of all NHS staff and of registered
professionals.

1.25 Seen within the context that some staff were prepared to compromise the professional
standards expected of them and to conceal the truth, there were other disquieting events surrounding
some of the untoward incidents that we looked at that raise concern, including the disappearance
of key clinical records and the delayed completion of critical notes. Although we could not entirely
discount the possibility that these instances were coincidental — and clinical records, particularly
observation charts, frequently do go missing in hospitals — neither could we escape a significant
suspicion that their occurrence was convenient to those involved, given the evidence of willingness
to compromise standards of openness and honesty that we have set out above.

University Hospitals of Morecambe Bay NHS Foundation Trust response

1.26 Although there was evidence of systematic failings in the FGH maternity unit prior to 2008, it is
clear that none of it reached senior levels in the Trust, particularly executive directors and the Board
itself. Partly, this was due to poorly developed systems of clinical governance within the Trust which
meant that there was little formal oversight of safety or other quality matters in clinical services. It is
important to note, however, that in this the Trust was little different from many others at the time.
Partly, this was due to the nature of the service itself, in which, because childbirth is physiologically
normal in the great majority of cases, obvious markers of problems such as deaths remain rare even
when quality is poor; hence, high-level figures such as the perinatal mortality rate failed to signal any
problem.

1.27 Mostly, however, it was due to the lack of any discernible communication of problems by those
best placed to see the operation of the maternity unit at close quarters and its dysfunctional nature.
Critical in this were the positions of the relevant clinical directors covering obstetrics, maternity and
paediatrics,?* the head of midwifery and the maternity risk manager. The circumstances surrounding
each of those positions varied: for example, the doctor responsible for oversight of paediatrics was
mostly based at RLI and so was less well-placed to see problems at first hand, and the conflicts of
interest inherent in the maternity risk manager position have been described above. Common to all

2The exact titles differed under different organisational arrangements.
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three, however, was that they failed to communicate any concern about failing clinical standards in
the maternity unit to those to whom they reported at Board level. The clinical director at the time told
us that there was little he could do other than pass the message on: “But if you work with another
three consultants who will not undertake any responsibility [for tackling problems] then there is a limit
to what you can do. You can sit down with them. You can mention it to the Medical Director. You
can mention it to the Chief Executive.”?® There is no evidence to suggest that he (or anyone else)
mentioned it to either at that time, let alone raised it formally: the medical director told us specifically
that no concerns were raised with him. “The clinical director had certainly been in post for a number
of years. | didn’t particularly have any concerns about the way in which he managed that bit of what
he was expected. | met him on a regular basis, every month, and there were no concerns specifically
flagged up to me by him... | certainly didn’t get a sense that, although there were challenging
relationships, that they were actually detrimental to the service. | didn’t sense that at all.”?®

1.28 In late 2008, however, concerns certainly did surface to the level of Board executives. First,
Mr Misra’s letter of October 2008 about the failures of care leading to the intrapartum stillbirth of Alex
Brady-Davey was copied to the Medical Director, Mr Dyer. He told us that he had no recollection of
the letter but would have expected it to be followed up by the Clinical Director, Mr Hussein. Second,
Mr Titcombe’s complaint in November 2008 alerted the Chief Executive, Mr Halsall, who informed
the Trust Board at its next meeting that it carried the potential for adverse publicity.

1.29 Although there is no documentary evidence of any systematic review of the cluster of SUIs
in 2008, and no record that they were notified to or discussed by the Board, interviewees told us
that they had been considered, although by whom was unclear. The medical director was emphatic:
“Each of those incidents was fully investigated. I've got timelines here. Two of the incidents were
certainly subject to external review by a senior obstetrician, and they subsequently went to inquest
as well. They all, as far as | know, went through a mechanism called STEIS, which was the way in
which incidents would be reported up to the SHA. | was absolutely satisfied that they were properly
investigated, that we took external review when necessary, and that we acted upon those.”’ It was
clear to us, however, that there were significant flaws in each investigation. The internal investigations
followed the previous pattern of superficiality and protectiveness; one of the ‘external reviews’ was
a medical report for the coroner on the cause of a maternal death (and we were concerned at the
suggestion that the Trust would rely on either this or the subsequent inquest as a form of incident
investigation); and the external review of the last incident was restricted to case notes and written
statements. Even more significantly, however, it was clear to us that each of these incidents had
been looked at separately, but they had not been properly considered together. The question of
whether the incidents might be related and might signify underlying systemic problems in the unit’s
functioning was to become pivotal in how events unfolded.

1.30 At first sight, looking only at the summary outcome of each incident, the differences seem
clear: two maternal deaths from different causes, an intrapartum stillbirth, the death of a baby
from sepsis, and a baby damaged by shortage of oxygen in labour. Yet on closer examination, the
underlying factors show the same pattern: failure to monitor the condition of mothers and babies
properly; failure to recognise signs of clinical deterioration; failure to take effective action in response
to developing clinical problems; and failure to communicate effectively within and between clinical
teams. It seems to us, however, that excessive reliance was placed on the superficial differences in
outcome, and little or no consideration was given to the underlying human and behavioural factors
that lay behind those outcomes. The chief executive’s view was that there was no link evident at the
time: “/ was convinced that the circumstances were different, and there was a different reason for
them. You know, when you look back, five, six years later you can say well, actually, you know, were

25 |brahim Hussein interview.
26 Peter Dyer interview.
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they a symptom of the same type of — the same thing. But, at the time, | definitely believed that we —
we had worked out what had gone wrong, or what hadn’t gone wrong...”?® We asked the maternity
risk manager. “Do you want the honest answer? Depends what day you ask me.”?® On further
questioning, it was clear that she continued to rely on the clinically different nature of the outcomes
to emphasise the lack of connectedness between the incidents.

1.31 The response to the 2008 incidents,* then, was to take each one in isolation, based on an
assumption that remained tacit at the time that they were all unconnected. As we have seen, individual
investigations were patchy, and those carried out internally remained of poor quality, unidisciplinary
and protective of midwives. In the case of Mrs Hendrickson, reliance was placed on an independent
expert view given to the coroner that a maternal death was unpredictable and unavoidable based on
documented records, but this opinion was specifically directed at identifying the cause of death, and
even so highlighted deficiencies of care in labour; it was clear to us on looking further that there were
significant shortcomings in care before the event occurred and that different management would
reasonably be expected to have made a difference to the outcome, the death of both mother and
baby. Both this and the external review following the death of Joshua Titcombe®' were hampered in
relying on documents which, as we have seen, suffered significantly from problems of poor-quality
record-keeping, retrospective completion, poor investigation processes and inaccurate and changing
accounts; in one case an important part of the clinical record had gone missing.

Subsequent investigations

1.32 Nevertheless, some of the findings, even if only of the last-mentioned report,®? did confirm
the impression of the chief executive that all was not well in the maternity unit. He commissioned a
report into the management structures around the maternity unit® which, although slightly tangential
to the underlying clinical problems, did point to some of the relationship issues affecting the unit.
He also, we heard, took over dealing with some of the complainants and relatives personally: “We
had a problem when there was a lot of publicity about the unit. There was a major, major problem
with publicity. The Chief Executive, | think, took charge. | think he did everything possible except
sacking midwives. | think he was meeting relatives, compensating them, apologising... But he was in
charge.”®* We also heard that this left some maternity staff feeling let down that they had been unable
to meet bereaved relatives to give their view of what had happened.

1.33 In addition to Trust-initiated reviews, the supervisor of midwives system should have provided
further insight into the way that the maternity unit operated. This mechanism, intended to maintain
standards and ensure safety in midwifery practice, dates from the time when most midwives were
independent practitioners responsible for home deliveries, and as a result operated in isolation
from other clinical governance and professional regulatory systems. This caused friction when the
chief executive delayed the supervisory investigation pending completion of the Trust’s external

2 Tony Halsall interview.

2 Jeanette Parkinson interview.

%01t must be recognised that while four of the incidents are clear, there have been several different versions of what
constituted the fifth incident. Mr Hallsall believed that this was the neonatal death of a baby shortly after his mother had
died in labour, taking this as two separate incidents. Some external bodies thought that it was another baby with infection
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investigation into the last 2008 incident, but when it did take place it failed to identify shortcomings
that were evident from the external review. It was clear to us on the basis of what we heard that
this system suffered from all of the shortcomings of the Trust’s internal investigations (and was often
carried out by the same small group of individuals), and the external scrutiny by the LSA midwifery
officer that should have provided assurance that supervisory investigations were properly carried
out failed to pick up their inadequate nature. An external review of the LSA response was equally
ineffective at detecting the problems of investigation and response to problems.* We believe that
the supervisory system as applied in Morecambe Bay was slipshod, lacked objectivity and failed
repeatedly to identify the evident problems in the unit or alert others to them. Further, the LSA system
of oversight failed to assure the quality of the supervisory process and did not identify the conflicts
of interest that should have been apparent. We are aware that the LSA system has recently been
subject to review and that significant changes have been proposed. Although we have not looked
at the system except in the context of Morecambe Bay, this comes as no surprise to us given its
shortcomings there.®6

1.34 Events in 2009 became complex, and it is difficult to set out the events without putting them
in the context of the things that were occurring outside the Trust. Although the findings relevant
to these will be considered subsequently in this report, they will be set out briefly now. First, the
Trust was asked to submit relevant paperwork to Monitor in February 2009 in connection with its
application for Foundation Trust status. This included a required statement on SUIs, in which the
Trust identified 12, including the five maternity SUIs. Second, the Care Quality Commission (CQC),
which had been operating in shadow form, was established formally from April 2009, and was
consulted by Monitor on the potential significance of the cluster of SUIs. Although the CQC rejected
a proposal for an investigation of the maternity unit put forward by the regional CQC team, there
was sufficient concern that Monitor put the Foundation Trust application ‘on hold’ in May 2009, and
the CQC gave the Trust a ‘red’ risk rating the following month, indicating that it should have a high
degree of attention and scrutiny.

1.35 This is the context within which the Fielding review into the Trust’s maternity services was
commissioned later in 2009. The exact genesis is unclear from the documentation, but the most
detailed and convincing account we heard was from the former North West Strategic Health Authority
(NW SHA) nurse responsible for clinical quality, Angela Brown. She told us that in mid-2009 she was
aware of the cluster of SUIs and that they had been investigated independently, but felt concerned
that there was a gap in the investigations, that there may have been systemic problems, and “that they
haven’t gone far enough to pick up what those systemic issues might be... This was around, ‘Have
you understood everything that has happened that is important? Are you certain of that?’”" She
discussed this with Trust executives and suggested a further external review specifically addressed
to that question, proposing Dame Pauline Fielding, an experienced senior nurse and managet, to
lead it. In our view Ms Brown had asked exactly the right question and proposed a sensible way to
address it; that the Trust did not commission the Fielding review to do what she believed she had
suggested to the Trust was another significant missed opportunity.

1.36 Indiscussions, the Trust Chief Executive, Mr Halsall, and Nurse Director, Jackie Holt, put forward
the idea that the proposed review should shift its emphasis away from the previous incidents to what
should be done for the maternity unit to move forward, and how the Trust could gain assurance that
it was. Ms Holt’s view was that there was no point in a further look at the cluster of incidents: “/ think
there was a feeling that there had been an independent review, there had been a clinical governance
review, there had been the inhouse root cause analysis of incidents and that the Board needed to

% Independent Local Supervising Authority Midwifery Officer Report for North West Strategic Health Authority (Yvonne
Bronsky), June 2010.

%8 King’s Fund review of midwifery supervision.
57 Angela Brown interview.



CHAPTER ONE: Investigation findings

move forward in terms of more developmental — you know, developing and moving forward rather
than going through another independent review looking at very specific issues, | believe.”%® Mr Halsall
was clear that he commissioned the review to look at governance structures and not the previous
incidents: “/ commissioned the report from Pauline Fielding, which was around... trying to look at
clinical governance and not to review the individual cases, but to come back and say, ‘Look, in terms
of the governance across this patch, what could we do? What structure could we put in place to
governance [sic], that would get us past this?’”°

1.37 This was a significantly different approach from that proposed by Ms Brown in three aspects.
First, the answer to the original question which prompted her proposal had now been assumed
by Trust officers to be that there was nothing further to be learnt from the cluster of incidents,
either individually or collectively. Second, the initial suggestion to shift the emphasis to the clinical
governance requirements going forward had now evolved into the exclusion of previous incidents
from the review. Third — and the phrase “would get us past this”* is instructive — we believe that a
feeling began to grow among Trust staff at all levels that this was something the Trust needed to fend
off as unsound rather than something that could provide the opportunity to identify the root causes
of evident problems.

1.38 Ms Brown was aware of the shift of emphasis that was emerging, but not that the terms of
reference (which she did not see) excluded examination of the incidents themselves. The terms of
reference were drafted by Dame Pauline following a meeting with the chief executive, at which, she
said, he was very definite about excluding the previous incidents:

“His view was that there had been these five serious untoward incidents, which he was
very specific about the fact that this review was not to reinvestigate those incidents. That
those incidents had been investigated and that part of the story was over and that what he
wanted us to do was to look at the review — look at the service and identify ways in which
the service could be improved. So the emphasis was on improvement, not investigating
the things that had gone wrong, although he did make the reports that had been carried
out into the incident, he made those available to us. The Trust were very specific about the
fact that we were not to reinvestigate those.”

She described the investigation reports as “quite brief”.*? Trust officers nominated an obstetrician,
Andrew Calder, and a midwife, Yana Richens, to join the review.

1.39 The Fielding Report was submitted to the chief executive in March 2010 and sent back twice
for redrafting. All those we interviewed were clear that the changes made were minor, and Dame
Pauline confirmed that they did not change any of the recommendations, but it took until August
2010 until the final draft was produced. She was clear that she did not see the production of the
report as the end of her investigation: “/ expected to be able to discuss that report with the Trust
Board; that didn’t happen. And | expected that there would be a process of engagement with staff
following the report, to take it further in terms of how they were going to implement it and what would
happen. None of that took place.”*® She believed that these expectations, and the assumption that
she would be asked to review progress after six months (which also did not materialise), were shared
by Mr Halsall before the review.
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1.40 Unfortunately, despite the fact that the review group had access only to the “quite brief’
investigation reports and otherwise excluded any investigation of the incidents in line with their
instructions, and despite the clear statement in the report that “it was not the purpose of the review
to reinvestigate these incidents”,* the report included the observation that “the apparent ‘cluster’
of these episodes appeared to the review team to have been coincidental rather than evidence of
serious dysfunction.”* We believe that this was an extremely unwise assertion that could only have
been based on the flawed and “quite brief” material relating to individual incidents. It certainly gave
the impression to any less than meticulous reader that the review had examined the cluster of cases
and therefore had a proper basis to come to the conclusion that they were “coincidental”. This
conclusion, which we believe was certainly wrong, was to prove far-reaching.

1.41 Nevertheless, the report was far from reassuring, highlighting facilities “not entirely fit for
purpose” (particularly theatre provision for maternity work at FGH); a poor approach to clinical
governance and clinical effectiveness (“... there does not appear to any [sic] multidisciplinary or
multisite involvement in this process”); and, perhaps most significantly, dysfunctional working: “/t was
clear from most of our interviews that team working is dysfunctional in some parts of the maternity
service. Whilst this is apparent in all professional groups, it is particularly evident in relation to medical
staff.”*¢ Although the report did also state that the arrangements for incident-reporting, analysis and
feedback were robust and commendable (which matched nothing that we saw or heard), it is difficult
to see how the report could be read in any other way than as signalling significant problems.

1.42 We heard different accounts of how the Fielding Report was viewed within the Trust. What is
clear is that it was not presented to the Board until almost a year later, in April 2011, and that most
staff remained unaware of it before that time. The chief executive was clear that this was because he
did not regard it as having done what he had wanted, and the report was in effect sidelined: “/ don’t
think we thought that the Fielding Report did what we asked it to do... if you’re going to say, ‘Well
actually we’re not going to do anything with that, the Board need to do it’.”*" Although he admitted
that this was poor practice, he denied that it represented a cover-up: “WJe handled the Fielding
Report incorrectly. So, you know, even if we hadn’t liked the Fielding Report and didn’t think it was,
you know, credible, or we didn’t like the information, it should have gone to a minuted meeting of
the Board from a governance point of view, without any doubt. So, you know, | don’t believe for one
second that that was done in terms of trying to cover up a report or to, you know, anything else.”*®

1.43 His chairman at the time, however, gave us a different account. In his view, the executive team
had signalled that the report was to be taken seriously: “There was a clear steer from the Board and
from the chief executive and the director of nursing and the medical director. | don’t think there’s any
doubt.”*® Implementation of recommendations was, he told us, “... by getting the executive directors
to get on with delivering the action plan, transmitting what needed to be done to whoever needed to
do it, whether it was nurses, clinical staff, midwifery staff, in the normal process”.*°

1.44 The director of nursing took an intermediate position: “/ think it [the Fielding Report] was seen
as a developmental report rather than a, you know, an independent investigation and review, of
which there had been many. | have to say that | did spend time — you know, | know that I talked to the
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clinical team and the head of midwifery about it... whether that report was embraced by the clinical
team | don’t know, and owned by the clinical team, | could not say.”®

1.45 In April 2011, the Trust decided to audit progress with the implementation of an action plan
in response to the Fielding Report; we believe that it was prompted to do so by the increased
external interest likely to be generated by the forthcoming inquest into Joshua Titcombe’s death. It
is clear from documentary evidence that an action plan had not been produced at that point, eight
months after the final report had been received and over 18 months after the need for the review
had first been mooted. An email exchange from April 2011 exemplifies that lack of engagement of
staff and the mixed signals. A maternity matron wrote to the director of nursing: “Joyce and | are
very concerned to hear today that we are going to be audited on the progress made to date on the
Fielding action plan. We only saw the report a few weeks ago... Fortunately we have been working
on a lot of the points raised... but... we need to undertake and update this piece of work prior to the
audit.”>? The reply was on the same day: “/ was surprised to hear this from Sue given there was a
meeting... last year... and the Division were asked to work on an action plan... | also made it clear
that it was the division to decide whether to adopt all the recommendations...”%

1.46 \Whether or not the director of nursing expected the division to produce and implement an
action plan in 2010 — and the comment that she did not know “whether that report was embraced by
the clinical team”®* would make this an optimistic assumption —it is clear that they did not, that there
had been no follow-up in the interim to see if they had, and that it was the division’s decision as to
which recommendations to adopt. This fits much more convincingly with the view that the executive
team had decided that “... actually we’re not going to do anything with that...”*® than that there had
been “... a clear steer from the Board and from the chief executive and the director of nursing...”.%®
The chief executive confirmed to us that the action plan had been put together later: “That was done
in retrospect.”

1.47 The Trust was just as reticent in sharing the Fielding Report with external bodies as it was
with its own staff. Ms Brown at the NW SHA had, we believe, originally prompted the review and
had nominated Dame Pauline to lead it. She told us that around June 2010 she had spoken to both
Mr Halsall and Ms Holt to enquire about the report, and had been told that it was progressing:

“What Jackie also told me was, ‘It hasn’t really told us anything that we didn’t know and
we weren’t working on. This is work in progress, but it is about taking us forward.’ So, she
sent to me a document that had some of the key recommendations or what | thought were
the key recommendations, as well as what was the — she’d put on that as well the terms of
reference, which was the first time I'd seen the terms of reference. And on the bottom of
that was also confirmation that CQC had done a visit into the unit and that everything had
gone well. And | made some assumptions from that that CQC were sighted and this was
a very joined up piece of work...”s’

At that point, the report was about to be redrafted for the second time, and would not be finalised
until August 2010. Ms Brown was sent a copy of the report in late October 2010, after she had
requested it again and well after the point at which she had been asked for a view on the FGH
maternity unit in connection with the Trust’s application to become a Foundation Trust.
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1.48 Nor was the report shared with the CQC until April 2011. Mr Titcombe had emailed the CQC
Regional Director, Sue McMillan, in January 2011 asking if she had seen the Fielding Report, which
he attached. Ms McMillan told us that within a matter of hours he had phoned back to ask her to
delete the report at the request of his lawyer (it had been sent to Mr Titcombe as part of the papers
for the forthcoming inquest into the death of Joshua). Ms McMillan confirmed that the Trust had not
shared the report with the CQC, and formally requested all maternity documentation and reports,
obtaining a copy from the Trust in April 2011: “They didn’t respond straightaway, but we pushed it
and — we did, and eventually we got it in April...”®® Nor had the report been sent to Monitor as part
of the Foundation Trust application, although we were told that Monitor would have expected the
Trust to do s0.%°

1.49 In Mr Halsall’s view, the failure to share the report with external bodies was not deliberate but
an oversight: “That first came back in around about the time where the Care Quality Commission had
downgraded our rating from red to green and Monitor then triggered the next part of the process,
and so we were just being asked for, literally, you know, hundreds of documents. | don’t believe we
purposely decided not to do anything... | think it got lost in between everything else that we were
doing at the time, if ’'m being honest.”®® The subsequent interim Trust Chair, Sir David Henshaw, was
strongly critical in speaking to us. He described coming across the Fielding Report in a filing cabinet:

“l was appalled, frankly. | mean, you know, any system like the NHS, you are reliant on
senior people operating with a level of competence that — let us use the word competence
— makes the system work and | just, you know, was very surprised. | mean, | was appalled. ..
At the very least | would have expected a conversation between the Chief Executive of the
SHA and the Chief Executive of the Trust on the landing of that report as a colleague, a
partner, in the journey towards what we are trying to do with FT status. That would have
triggered a conversation between the Chief Executive of the SHA and myself [as the then
SHA Chair] and then we would have made a judgment and | suspect — as always, hindsight
is easy — we would have said, ‘we need to look at this more deeply’. That is what we would
have done.”®’

1.50 The events surrounding the Fielding Report represent, in our view, a depressing series of
missed opportunities that stretches from the flawed decision to prevent investigation of the cluster
of incidents, through the five-month delay before finalisation, the lack of appreciation that the report
contained some significant messages and the failure to signal that its findings should be acted upon,
as far as the failure to share the report with external bodies, particularly the CQC and Monitor, who
did not receive it until eight months later. Whilst it is clear that this was a fairly small Trust with limited
management capacity to deal with a complex and difficult agenda at the time, we do not agree that
this is likely to be the sole explanation, as Mr Halsall would have us believe. The widely different
versions of events given by key individuals, the failure to involve Dame Pauline in the aftermath as
she was led to expect, the need to assemble a retrospective action plan in 2011 and the reluctance
of the Trust to share the report even when being pressed for it (as identified by Ms Brown and Ms
McMillan) all lead us to conclude on the balance of probability that there was an element of conscious
suppression of the report, both within the Trust and externally, although we could not entirely exclude
other possibilities.
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The role of external bodies

1.51 The external relationships of the Trust were quite complex and subject to change over the
period in question. Services were mainly commissioned by Morecambe Bay Primary Care Trust (PCT)
until 30 September 2006, after which North Lancashire PCT commissioned most of the services at
RLI and Cumbria PCT most of the services at FGH. Cumbria PCT also had to commission challenging
services in the north and west of the county, and we heard that neither PCT was willing to cede ‘lead
commissioner’ status to the other. Oversight of the operation of NHS Trusts (that is, Trusts that were
not Foundation Trusts) was initially the responsibility of SHAs, in this case the NW SHA, with a role in
both strategic direction and monitoring. The SHA's responsibility for service quality was initially shared
with the Healthcare Commission, which also carried out the second stage of the NHS complaints
procedure when local resolution was unsuccessful. From 1 April 2009, the Healthcare Commission
was replaced by a new body, the Care Quality Commission (also responsible for the quality and
regulation of social care providers), which had operated in shadow form from the preceding autumn.
Responsibility for the second stage of the NHS complaints procedure did not pass to the CQC,
however, but to the Parliamentary and Health Service Ombudsman (PHSO), who had previously
become involved only when the Healthcare Commission did not resolve a complaint. The regulator
for Foundation Trusts, other than for the CQC'’s responsibilities, was Monitor, which also ran the
application process by which NHS Trusts were judged suitable or not to become Foundation Trusts.

1.52 Central to all of these organisations was the Department of Health (DH), responsible for
setting policy under the direction of ministers and for the overall operation of the NHS; from 2006
this latter duty was separate from policy-setting under the NHS Executive, and from 2012 became
the responsibility of what was to become NHS England. The DH, however, retained responsibility for
oversight of the operation of the CQC and Monitor on an arm’s length basis.

1.53 Not only is this complex and changing picture difficult to follow on occasions, we believe as a
result of what we heard from a range of interviewees that the organisational changes led to confusion
of roles and responsibilities, loss of organisational memory as personnel changed and, in some
cases, staff of new organisations struggling with responsibilities for which their previous experience
had not equipped them.

1.54 [t seems to us on the basis of what we heard that the SHA’s style was to take a strong lead on
the developmental aspects of improving quality, as demonstrated by some of the projects that they
set up, but that their approach to monitoring the performance of Trusts was poorly developed, and
weak in comparison. The NHS chief executive at the time outlined the positive aspect: “If was more
strategic than most. It was innovative. It had a whole set of things, it was done particularly around...
the improving quality stuff, all of the things they did which really did — you know, they were really
leaders nationally in terms of understanding and getting all of the stuff together. Mike [Farrar] was a
particular advocate for improving quality.”® The same interviewee also spelled out the weaknesses:

“One of them was dealing with big problems, outliers, that we thought they had some
problems in all of that because many of the things, when you were dealing with an
organisation, which is in serious, serious trouble it is not like dealing with organisations that
have got some problems. It is very different. We raised that as one issue, we were concerned
about their ability to do that... [T]he second criticism was that they did not, they sometimes
struggled with really tough decisions. When it became really difficult decisions, they did not
want to stand by them because they put a lot of store by developing the relationships with
individual organisations and some of the relationships were very productive.”®®
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This aspect was also confirmed to us by PCT chief executives, who told us that SHA performance
management was poorly developed or “did not exist” .84

1.55 Prior to 2008, there was no particular reason for the SHA to be concerned about clinical
quality in the Trust. If reports were not getting to the Trust Board, they would be most unlikely to
reach the SHA and, as we found, the overall headline statistics for maternity were unremarkable. It is
possible that one or more of the PCTs may have heard concerns from GPs, but the GPs we spoke to
had no reason for concern about the services. Again, this is not a surprise given the preponderance
of good outcomes in maternity regardless of care: most GPs would not see an example of the sort
of disastrous outcome that happens when poor care intersects with a high-risk pregnancy and
something goes wrong.

1.56 After 2008, the SHA did have cause for concern, as it became aware of the cluster of
incidents in maternity services. We heard from the person most closely involved, Ms Brown, a senior
nurse working on quality in the nurse director’'s team, that she was concerned that the incidents
might have signalled underlying systemic problems, and proposed the Fielding review as a result.
As we have seen, the way that the review was commissioned by the Trust meant that it could not
address the question, but this was not made very clear in the report. As a result, Ms Brown was
left under the impression that the cluster of incidents had been examined as part of the review and
considered to be unrelated. She also reported that the Trust director of nursing “told me that the
[Fielding] recommendations were work in progress, they were doing it and they were all rolled into
the one action plan”.®® These assurances, that the incidents were coincidental and the Trust was
implementing an action plan, were accepted by executives in the SHA, including the nurse director
and chief executive, and underpinned the SHA view that there were not systemic clinical problems
and that governance was being addressed. An SHA briefing note for the DH in 2011 set this out:
“The Trust commissioned a further independent review of the cluster of incidents in the maternity
unit at Furness General and the Fielding Report completed in 2010 found that the incidents were
coincidental but identified a number of clinical governance and cultural concerns and highlighted the
risks and poor facilities in the theatre at FGH. The Trust implemented the action plans arising from
the investigation.”®® We found it disappointing that, given how central the “coincidental” nature of
the incidents had become, nobody at more senior level in the SHA thought to check the basis of
this view.

1.57 As we have seen, the Fielding review was not in a position to come to any conclusion on the
cluster of incidents, and the action plan in response to the review was put together retrospectively
almost a year later. Had the SHA adopted a more ‘hands on’ approach, it is likely that either or both
of the chief executive and nurse director would have challenged the Trust on these points in more
detail, and would have received responses that were much less reassuring. This was another missed
opportunity.

1.58 Monitor became involved with the Trust when it applied for Foundation Trust status, initially
in February 2009. As is clear both from interviewees and from documentation, Monitor’s focus was
on financial sustainability, and reliance was placed on the relevant body to provide assurance of
service quality, previously the Healthcare Commission but about to become the CQC. The current
chief executive of Monitor set this out clearly for us: “It was still the case that the presumption would
be that the primary test of whether or not a Trust was providing good quality care would be the
quality regulator, and this... had become the Care Quality Commission... it was their job primarily to
establish that good quality care was being provided.”®”
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1.59 Nevertheless, as part of the application the Trust was required to provide to Monitor a list of
current SUls, and the response identified 12, including the cluster of five maternity-related incidents.
Monitor’s staff who were reviewing the application in May 2009 flagged these up as a cause for
concern, creditably in light of their explicit reliance on others to assure quality, and sought further
information from both the CQC and the SHA:

“So we spoke to the SHA and my understanding is that they were aware of the five SUIs,
but | don’t think the CQC were at the time. So when we spoke to the manager at the CQC,
we said, ‘Look, we’'ve identified this, is it a concermn?’ And | think at the time they said, We
hadn’t picked up that they had that trend’... Oh, sorry, | have to correct myself... [the SHA]
were not aware of all five SUIs because some of them might be reported directly through
to [the PCTs].”%8

As the responses that they received were not immediately reassuring, and the information was partly
new to the SHA and fully new to the CQC, Monitor decided to suspend the application in 2009.

1.60 In response, the Trust chief executive went to Monitor to ask what the Trust needed to do
for the application to be reactivated: “We went — myself and Eddie Kane the Chairman went to see
Bill Moyes and Miranda Carter at Monitor to say, ‘Right, okay, this is where we think we are, what
is it — you know, what happens? What is it we need to do?’”® The answer was that the CQC must
report no more than ‘minor concerns’ about the Trust. It is clear on the basis of what we heard that
achieving that assessment from the CQC became a major focus for the Trust.

1.61 The information from Monitor to the CQC about the cluster of SUIs arrived in May 2009, at
the same time as a letter from Mr Titcombe about his concerns. The CQC was a new organisation,
formed in April 2009 from the merger of organisations formerly responsible separately for quality in
social care and the NHS. In addition to its central organisation it had a regional tier, which in the case
of the North West was staffed at senior level predominantly by people with a social care background
who had, they told us, little familiarity with health services. Both the Regional Manager, Alan Jefferson,
and the Area Manager, Julia Denham, had had little prior NHS experience, and a combination of that
and their concern about the incidents led them to refer to the central CQC Investigations Team to
consider an investigation of the Trust’s maternity services. Ms Denham told us that “... in its simplest
terms | was referring it to the Investigations Team because that at the least | knew that | had been
aavised that that is the place it should go... | knew at some point around that time that systemic
failure was an issue and whether it was before | suggested the referral or after | am not sure.”™

1.62 The referral went to a CQC Investigations Manager, Sarah Seaholme, whose role was to look
at all referrals for CQC investigation, however they arose, to judge if they required investigation. She
told us that the criteria for deciding on an investigation included a risk to patient safety, outlying
mortality rates, potentially serious failures in team-working, and patterns of incidents, but that in
the case of Morecambe Bay her focus was on the potential pattern of incidents. In her view, the
incidents did not comprise a pattern: “When | looked at the five SUIs... | didn’t think that there
was a pattern within that five. And two of them | thought were... unavoidable, and the maternity
department wouldn’t have been able to prevent those cases.””" She was clear in telling us that the
only information she had available was a high-level summary, basically comprising the cause of
death. She had had clinical experience as a podiatrist but did not have available to her a source of
more expert advice on obstetrics, midwifery or paediatrics. Her decision, signed off by the CQC’s
Investigations Committee, was not to investigate, because “.. there was action by the Trust in order
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to address the issues, the parliamentary health ombudsman [sic] was reviewing the case, and that
was... in progress. It didn’t appear on the mortality outlier surveillance data... as an outlier, for women
or the babies, and on review of the incidents | didn’t feel that there was a pattern there.”"

1.63 Ms Seaholme had had previous experience of investigations with the Healthcare Commission
where, she told us, there had been around 600 referrals in five years, around half of which went
to the second stage of consideration (which Morecambe Bay did not) with 19 progressing to full
investigations. It is also relevant to note that the intention had already been expressed at that stage to
wind up the CQC Investigations Team, although Ms Seaholme did not think that that had influenced
her decision.

1.64 With the benefit of more complete information, which would have been provided had the
recommendation been to progress to the second stage of consideration, it is clear that Morecambe
Bay met three of the four criteria: there was a pattern to the incidents (based not on the clinical cause
of death but on the underlying human factors), there were serious failures in team-working, and there
was a manifest risk to patient safety. This was another significant missed opportunity.

1.65 The CQC regional team continued to regard the Trust as in need of close follow-up, however,
and gave it a ‘red’ risk rating in June 2009. In August 2009, an assessment panel for the PHSO
considered whether a complaint from Mr Titcombe should be investigated by the PHSO. Based
on the documentary evidence and on what we heard, we believe that the preliminary conclusion
reached at that meeting was that a PHSO investigation was unlikely to discover further information
on the events surrounding the death of Mr Titcombe’s son and unlikely to be able to offer any remedy
beyond what had already been offered, but that the information available was sufficient to give cause
for concern about the quality of maternity services in the Trust, and that that aspect should be taken
up with the CQC.

1.66 This was initiated in a meeting between the PHSO, Ann Abraham, and the Chief Executive of
the CQC, Cynthia Bower. The meeting itself was an informal follow-up to an earlier, more formal and
difficult meeting about drawing up a memorandum of understanding between the two organisations
about areas of common interest. The conversation about Morecambe Bay was, by all accounts, brief
and unminuted, in line with its informal nature, and we heard rather different accounts of it.

1.67 Ms Abraham was clear that in raising the matter she had conveyed the nature of her concerns
that there were systemic problems:

“I gave Cynthia a flavour of the case, in the sense that here was something where... to me
it was self-evident there were systemic issues. That... a lot of the injustice in Ombudsman’s
language had already been remedied but there were fundamental issues in terms of quality
of care. Therefore, the question for us is: What can we do?... | am trying to give her some
background so she knows what | am talking about and why. Then | am saying, well, we

need... to understand what CQC'’s position is on this; who should Kathryn [Hudson] talk
to?"73

1.68 Ms Bower’s recollection was less clear, but she was definite that the matter of systemic
problems was not raised with her:

“At no point, unless somebody can show me a memo that | — an email that | had or
whatever, | can never ever remember having any conversation that ran ‘This is not a’ — you
know, about — | can’t remember having that conversation about any organisation because
I would have directed them to talk to the regional teams or whatever. It was very much a
devolved decision-making structure but | certainly have no recollection, | do not believe
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anybody ever said to me ‘We have decided that in the case of FGH or UHMB as a whole
these are systemic issues and we expect you to investigate them’.”™

1.69 Within the context of everything else that we heard from both PHSO and CQC interviewees,
we believe that Ms Abraham'’s account is distinctly more convincing; we were also disconcerted by
the proviso in Ms Bower’s account (“.. unless somebody can show me a memo...””™). It is clear
that there was no shared understanding of the conversation. Amanda Sherlock, the CQC Director
of Operations, having been nominated as a contact point, emailed Ms Hudson: “/ understand
from Cynthia Bower that you would find it useful to consider whether there are any lessons to be
learned from the way this complaint was dealt with and subsequent actions and impacts on our
organisations.””® Ms Hudson replied:

“l wonder whether there has been some misunderstanding about the conversation between
Ann Abraham and Cynthia Bower... | had thought that Cynthia had suggested that there
might be a better way to deal with the issues involved through other assessments of the
quality of the Trust and the future of midwifery services in the North West. If this were the
case then we could consider declining to investigate but would want to be able to assure
the family that their concerns would be dealt with robustly in another way.”"”

Ms Sherlock replied, acknowledging that “... the message has got lost in translation...”’® and directing
Ms Hudson to the CQC Regional Director, Mr Jefferson, as a better contact point.

1.70 We did not find any evidence to suggest any attempt by either the Ombudsman or the CQC
chief executive to exert any improper influence on the other: in our view, the discussion that took
place was appropriate in the circumstances save only that it failed to result in a shared understanding
between the two parties. We accept Ms Hudson’s view that her previous recollection had been
flawed in suggesting that the proposal that the CQC deal with the systemic issues had arisen from
Ms Bower. Not only would that not fit with the verbal evidence we heard from both her and Ms
Abraham, it is contradicted by the contemporaneous Ombudsman’s note in preparation for the
meeting, the final section of which deals with Morecambe Bay: “lt seems to us that, whilst we
could investigate the specific events, the greater need is for a broader investigation of the quality of
maternity and midwifery services at this Trust. Would CQC be receptive to that?”’® This note, written
prior to the meeting, would be incompatible with a version of events in which Ms Bower took the
initiative in suggesting a broader CQC investigation.

1.71  We also considered carefully an email from Mr Halsall, the Chief Executive of the Trust, to
his Chair, Mr Kane, around this time, which included the following odd phrase in relation to Mr
Titcombe’s complaint: “... if | am right then the CQC can cover off the Ombudsman”.2° We received
no satisfactory explanation of what this meant. In our view it is most likely to follow from the line
expressed by Monitor that all that was needed to restart the Foundation Trust application was a
CQC rating of ‘green’, implying that in Mr Halsall’s opinion that would render irrelevant the PHSO
decision whether to investigate or not. We do not accept that either the Ombudsman or the CQC
chief executive would take any notice of his opinion on how matters should proceed, which would
fly in the face of the relationship between the organisations concerned.
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1.72 Ms Hudson spoke to Mr Jefferson by telephone on 4 September 2009:

“Mr Jefferson was well aware of this case, which he felt provided evidence of systematic
failure in maternity services across the Trust, not solely at Barrow Hospital [sic] but in other
hospitals as well. The concerns raised are in relation to the operation of the Trust itself.
While at an earlier stage CQC had considered that [the Ombudsman’s] decision as to
whether to investigate was of great importance to their actions, and that they should await
the outcome of [the PHSQO’s] work, their thinking has since developed further. The Trust
itself has accepted that ‘things are not right’ and CQC do not need, and indeed should
not, to [sic] wait for an investigation before working with them to ensure that the situation
improves.”®

1.73 This is in accord with Ms Abraham’s view, as expressed clearly to us, that not only would a
PHSO investigation be unlikely to add significantly to knowledge of the events surrounding Joshua
Titcombe’s death, it was already evident that there were underlying systemic problems in the Trust’s
maternity service:

“Records are missing, people’s recollections are becoming entrenched and actually what
is more important here is that the regulator goes and does the job the regulator is there
to do... We had a documented record of a conversation which was very clear that all the
ground was covered. | had no reason to think that anyone other than Alan Jefferson was
the person from whom we should get those assurances. Therefore, | did not feel that |
needed to do anything more than that because it was the regulator’s job to do the things
that they were doing or telling us they were doing and the system of registration and
success of an FT stage application all that was in the regulatory system and, therefore, in
terms of what was the Ombudsman’s responsibility, what was our job? | thought we had
done our job. I thought | could rely on those assurances. | had no reason to believe | could
not.”®

1.74 As subsequent events unfolded, however, it is clear that this was not a safe assumption. That
month, September 2009, the CQC downgraded the risk rating from ‘red’ to ‘amber’ on the basis, as
Mr Jefferson told us, that the cluster of incidents had been deemed to be unconnected and that the
Trust had written an action plan: “So the factors that led to removing the ‘Red’ rating and moving to
the ‘Amber’ rating were first of all the report that said the six [sic] serious untoward incidents were
not a cluster of similar matters; and secondly, the production of an action plan to deal with the issues
arising from the Titcombe case, via the Charles Flynn report.”®® As we have seen, the judgment that
the incidents were unconnected was based on very limited information that ignored the underlying
factors, and the idea that changing management arrangements could rapidly eradicate deep-seated
cultural problems seems optimistic to say the least.

1.75 Nevertheless, it is clear that Mr Jefferson retained significant reservations about the Trust’s
maternity services. In December 2009, he wrote to Mr Titcombe:

“... we have a number of concerns about the operation of UHMBT... poor levels of multi-
disciplinary work within maternity services... we will be carefully reviewing their application
and deciding what, if any, conditions we intend to apply. The Ombudsman is, of course,
aware of these powers and of our determination to use them to secure improvements in
the operation of the Trust.”®
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The application referred to was the forthcoming registration process applied to all NHS providers for
April 2010, which the CQC had signalled quite widely would be applied rigorously to Morecambe Bay
in light of the concerns about systemic problems.

1.76 Mr Jefferson was soon to retire, and his replacement as CQC Regional Manager, Ms McMillan,
took up post from February 2010. She told us that she was briefed by Mr Jefferson during the
handover period that the Trust had been a problem but was addressing the areas of concern. In her
view the main maternity issue was staffing levels (the Trust had requested an external ‘Birthrate Plus’
review of staffing levels, which had shown some shortfalls). Again, the mistaken perception that the
2008 incidents were unrelated was significant: “/ was aware, as part of my briefing, that there had
been five SUIs in maternity during that period. | also knew that initial work at the Trust, as confirmed
by the SHA and ourselves, was that those five SUIs were not connected, that there were different
causes.”®®

1.77 In contrast to the previous signals that the CQC would subject the Trust to significant scrutiny
prior to registration and its “determination to use [its powers] to secure improvements in the operation
of the Trust”,®® the CQC registered the Trust without conditions in April 2010. From the evidence
that we have seen and heard, it seems that the prime mover in this remarkable shift in the CQC’s
position was the regional team. Immediately before registration, the regional team reported only
‘minor concerns’ over the Trust; this was considered by the central registration committee who, we
were told, questioned whether the concerns should not be recorded as ‘moderate’ in view of the
previous history, which would have meant registration subject to conditions. We heard, however,
that the regional team gave assurances that the minor concerns related to maternity staffing issues
(apparently related to the previous Birthrate Plus review) that were being resolved, and registration
proceeded without conditions.

1.78 In our view, this was both an error and another missed opportunity. There were clearly deeper
problems than the rather modest shortfall of staffing, which could not be rectified in a few months,
and the change from the position of significant concern expressed by Mr Jefferson four months
previously could hardly be starker. It is true that the CQC was a new organisation, with many staff in
senior positions who had little or no experience of the health service, particularly those in the North
West, and that they had a large number of applications for NHS registration to consider in April 2010
(378). Nevertheless, these factors do not seem to us to account for the totality of this rapid change
in assessment. What we heard, and saw in documentary evidence, was that there was a gross
breakdown of process and communication on the part of the CQC. This included the failure to heed
the messages given by the PHSO on repeated occasions about the systemic nature of problems in
the unit; the failure to communicate accurately on the nature of risk and the assessment of corrective
action between the regional and central parts of the CQC; and the failure to ensure continuity of
approach and assessment of problems in the handover from one regional director to another.

1.79 The epitome of this series of failed communications and inadequate processes was the
CQC'’s director of operations’ view as expressed to us that the PHSO decision not to investigate
Mr Titcombe’s complaint was instrumental in changing the CQC'’s perception of the Trust:

“There was [an implication for the CQC from the PHSO decision not to investigate]. It added
to our evidence base around consideration of Morecambe Bay'’s application for registration
under the Health and Social Care Act, that the problems that had been evident in 2008,
when Joshua had died, had been resolved or were actively being resolved... taking that
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information from the PHSQO'’s decision, together with assurances from the Trust itself and
the SHA, was one of the determinants in not registering the organisation with conditions.”®’

As we have seen, the PHSO'’s decision was based at least in part on the point that the CQC was the
right organisation to deal with the systemic problems they believed correctly were evident, and this
had been explained previously to the same CQC director: “If this were the case [that the CQC was
a better way to investigate systemic problems] then we could consider declining to investigate but
would want to be able to assure the family that their concerns would be dealt with robustly in another
way.”® Yet within a few months CQC officers were taking the PHSO decision not to investigate as
evidence that problems had been, or were being, resolved.

1.80 These events over the course of 2009/10 reveal, in our view, a level of organisational chaos
centred on the CQC, and affecting its external relationships, of very significant degree, which
disrupted its ability to detect and diagnose the serious systemic problems at Morecambe Bay and to
take a coherent corporate approach to the Trust. Indeed, such is the scale of organisational failure in
this regard that the question may be thought to arise as to whether there may have been an element
of deliberate suppression of unwelcome news regarding the registration of Trusts in April 2010 and
the impression this may have given of the NHS at the time. We have considered this question
carefully, and have painstakingly sought any evidence from interviewees and from documents that
might suggest that it was a factor. With one exception, we found little that would support the idea
that it was.

1.81 The exception was Kay Sheldon, a CQC non-executive director who had raised concerns
internally within the CQC about the organisation’s approach to detecting risk in Trusts, particularly
around registration, and used Morecambe Bay as an example. Whilst we fully agree with her
reservations about the organisation’s lack of competence to identify problems, we found little evidence
to corroborate her impression that there was a desire to minimise concerns. She told us that “there
was a sense that the last thing that — well, the last thing the health environment needed was another
Mid Staffs, and it was — it would often say, ‘Oh no, it’s not another Mid Staffs; it’s not another Mid
Staffs’. And | know that others have raised the fact that concerns — they felt that concerns were sort
of minimised or kept quiet because they didn’t want — in 2010 there was an election and there was
the Mid Staffs, and I think | have some sympathy with that, actually.”®

1.82 It is clear, however, that by the early part of 2010 there was no evidence coming from the
CQC regional team to suggest any problems of the scale or severity of ‘a Mid Staffs’. In fact the
messages from the regional team fully supported registration without conditions, and we believe
that Ms Sheldon is incorrect in suggesting that “... there was a strong feeling that Morecambe Bay
should have been registered with conditions, but that was overruled, apparently”.®® We heard that
the CQC central registration committee had indeed challenged the regional team’s recommendation
to register without conditions, but it was the regional team’s belief that the sole outstanding issue for
the Trust was maternity staffing levels, which were being addressed, that proved decisive.

1.83 We are well aware that all NHS organisations are motivated to a greater or lesser extent by
a desire to manage the communication of information that would show themselves, or the wider
NHS, in a bad light, and that this may on occasions stray into inappropriate behaviour; this motivation
is typically stronger in the run-up to a general election, simply because this is a period of intense
media scrutiny when any adverse event becomes a front-page story. We did not, however, find any
supporting evidence that this had been a factor in the CQC’s approach to Morecambe Bay, and we
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found no evidence that there had been any instruction to the CQC to modify their approach at the
time. The CQC chief executive had suggested to the DH that up to 10% of Trusts might be registered
with conditions, and told us that “... we weren’t under any pressure to not register Trusts with
conditions”.® In the event, 22 Trusts were registered with conditions, around 5%, and it is difficult
to conceive of a scenario in which the existence of a 23rd would have generated headlines that the
previous 22 did not.

1.84 On the basis of all the evidence that we have seen and heard, we believe that the failure lay in
the underlying lack of organisational competence in the CQC to detect, diagnose and respond to the
sort of problems that were evident at the Trust, and that this was exacerbated by a desire to believe
that the Trust had identified what needed to be done and were putting it right. As the CQC regional
director at the time of registration put it to us, “... with the benefit of hindsight, | think the Trust was
very good at telling us what we wanted to hear, but | don’t think at the time we acknowledged that
that was happening. They were telling us how they were making progress. That was what we wanted
to hear...”%

1.85 Had the CQC heeded the warning made clearly by the PHSO in September 2009 that there
were evident systemic problems, they could have investigated the true nature of the problems much
sooner than they became evident. Indeed this was the rationale behind the PHSO decision not to
investigate Mr Titcombe’s complaint, as expressed to us:

“The decision that | took at the time was to say this — this was too important for the
Ombudsman to spend, you know, one or two years, yes, doing a forensic investigation
when actually there were serious risks that other people were going to encounter in some
of the failings. That was my judgment call. Actually it turned out to be that | had assurances
from CQC that were worth absolutely nothing and fell apart, you know, within a matter of
weeks. But that was my judgment call.”®?

1.86 Asitturned out, there would have been a great deal to be said for initiating a proper investigation
at that stage, because there was a great deal more that could have been established about the
events surrounding the FGH maternity unit and the Trust. It is understandable that the Ombudsman
considered that the CQC was better placed to investigate and follow up on the systemic issues that
had been identified. However, with the benefit of hindsight, it is clear to us that a CQC investigation
would not have addressed all the concerns that Mr Titcombe had raised, which calls into question
the linking of the decision not to investigate with the CQC’s intentions. Given that that was the
decision and its basis, however, we were disappointed to learn that the PHSO’s role did not include
a remit to follow this up with the CQC to confirm that the “robust action” had occurred.

1.87 On 12 April 2010, shortly after registration, the CQC reduced their risk assessment of the
Trust again, from ‘amber’ to ‘green’, and four days later wrote to Monitor assuring them that they had
only ‘minor concerns’ about the Trust. Taken together with the registration without conditions, these
steps had a significant effect on the other organisations involved, the SHA and Monitor, who took
the steps as evidence that effective action was eradicating the underlying problems, and Monitor
reactivated the Foundation Trust process. The Trust itself also took reassurance from the CQC
actions that they were regarded as having addressed the problems.

1.88 On 20 May 2009 the DH had been made aware by the SHA of “... a small number of Serious
Untoward Incidents in relation to maternity services... [but that] the SHA has provided further
reassurance that these are isolated incidents that are not indicative of any wider quality concerns
at the Trust, and crucially all the information has been made available to inform any discussion on
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the Trust”.** Recording also the complaint to the PHSO, this briefing recommended that it was not
necessary to qualify support for the application, as Monitor was specifically checking with the CQC
on maternity and would not consider the Trust for Foundation Trust authorisation if the Ombudsman
intended to investigate the complaint. This was in line with the procedure to brief ministers to inform
their support for a Foundation Trust application at that time. As we have seen, however, Monitor did
defer the application in 2009. When it was resumed the following year, a revised and strengthened
approach was in place in the DH following the Mid Staffs recommmendations, but as this application
had been deferred by Monitor rather than rejected, it seems that the DH were advised that they had
no basis on which to qualify support in 2010.% Even if they had not, we doubt that the outcome
would have been different given that the SHA Medical Director, Mike Cheshire, who would have
reported any quality concerns to the NHS medical director under the new system, was newly in
post and had not become involved in quality assessment at the SHA: “As my role developed and
as | got to understand it, which took me quite a few months, | was involved in all the subsequent FT
applications and would go with the Quality Team to the hospitals, or the Mental Health Trusts, that
were putting themselves forward for FI. We would go through their plans with a toothcomb. So | was
deeply involved in those.”® In fact, as we have seen, there had been no scrutiny and none of the SHA
directors had personally read the Fielding Report, which was wrongly believed to have confirmed
that the incidents were not connected.

1.89 Priorto that, however, the SHA chief executive was clear that the CQC had overall responsibility
for regulating the Trust on quality, and the SHA's responsibility was to pass its available information
on the Trust to the CQC:

“The assurance process had to be that we gave all the information we could about that Trust
to CQC. CQC decided whether that information met their own. They had the opportunity to
go into the Trust. They had the opportunity to test our assumptions against anybody else’s
assumptions. They had powers that we didn’t. We were not an inspectorate. You know,
what | expect of the people in the SHA, and I've no reason to believe they didn’t do this,
was to give CQC all the information that they had, hard and soft about the Trust. And then
CQC legally had the responsibility to take action.”

Given that the CQC had just reduced their risk rating of the Trust to ‘green’ and reported only ‘minor
concerns’ to Monitor, it seems to us unlikely that the SHA would have taken a different stance in
relation to the Trust.

1.90 The DH had a clearly defined role at the start of the Trust’s Foundation Trust application
process, at which time the information they had was dependent on the SHA's perception of the
situation. As we have seen, this was heavily influenced by the view that, although some governance
issues had been identified and were subject to an action plan, the 2008 incidents were unconnected
and not the results of systemic problems. The SHA chief executive was explicit on this point: “/ think
it’'s absolutely critical in the context of this investigation that the grouping or the number of serious
untoward incidents relating to children and childbirth and maternal deaths were scrutinised and seen
as disconnected incidents. They weren’t described as a cluster with a systemic underpinning...”%"
We were careful to search for any evidence, either amongst documents or from interviewees, that
might suggest that the DH became aware of any other signs of concern, either from the SHA or
elsewhere. We found that almost all of the relevant information came from the SHA and followed
the same line. Given that this was the information presented, we were not at all surprised to find
that it was not considered necessary to brief senior DH officials, including the NHS medical director
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and chief nursing officer, or ministers. We are aware of a single briefing note for a meeting between
the Secretary of State for Health and a local MP which was almost entirely focused on the subject
of the meeting (cancer services at Westmorland General Hospital), but included a brief reference to
maternity untoward incidents at FGH; again, given the content of the SHA's briefing, we were not at
all surprised to find that the note was reassuring that these were being addressed, and did not signal
any wider concerns.®®

1.91 InJune 2010 the CQC carried out an inspection to follow up their ‘improvement letter’, issued
in connection with the identification of staffing needs in maternity services, and found the Trust
compliant with the required standards. It is clear to us that this inspection, carried out by generic
CQC inspectors who were not necessarily experienced in assessing acute hospital services, was
neither directed at, nor capable of, identifying the sort of systemic problems there were within the
FGH unit. In August 2010 the Fielding Report was available to the Trust in final form, but as we have
seen they did not share this with any external body at this stage. On 1 October 2010 the Trust was
approved as a Foundation Trust. Later in October, Ms Brown at the SHA was given a copy of the
Fielding Report after asking repeatedly (the CQC did not receive a copy from the Trust until April
2011). Given that the Trust had been left in no doubt that if the CQC reported more than ‘minor
concerns’ the application would not proceed, it is difficult to avoid the conclusion that, however
the delay in sharing the Fielding Report had arisen, it suited the Trust very well in the context of its
Foundation Trust application.

1.92 In June 2011, HM Coroner for South and East Cumbria opened an inquest into the death of
Joshua Titcombe in November 2008. The delay was caused by what seems to us an idiosyncrasy
of the coronial system. The death occurred in Newcastle, where Joshua had been transferred for
highly specialised treatment in a last-ditch attempt to sustain him long enough for his infection
to be treated, and therefore fell under the jurisdiction of the coroner for Newcastle, but in view of
the extremely poor condition of Joshua when he arrived in Newcastle the coroner was inclined to
regard the death as expected and explicable, and therefore not requiring an inquest. It was not until
persistent representations were made by Joshua'’s father that he was made aware of the events
preceding Joshua'’s transfer and asked his counterpart in South and East Cumbria to take over.

1.93 The coroner made strong criticisms of both the clinical practice and conduct of Trust staff,
including collusion in preparation for the inquest and possible destruction of evidence already
discussed. Following a Rule 43 letter from the coroner expressing these concerns, Cumbria
Constabulary launched a police investigation in September 2011. By its nature, this investigation
was bound to be protracted, and the bar of establishing proof ‘beyond reasonable doubt’ for a
criminal prosecution is a high one. Although it clearly falls outside our remit and expertise, we were
struck by the thoroughness and persistence of this investigation, but not surprised that it ended
with no prosecution. Nor are we convinced that a police investigation is the best way to uncover the
truth in these circumstances, which is, we believe, what the families concerned wanted, although
we can quite understand their frustration with the inability of previous NHS mechanisms to deliver
it. Police interviews of FGH staff almost all ended with solicitors advising their clients to say nothing
in addition to their written statement and answer no questions. This is in no way a criticism of the
Cumbria Constabulary officers involved; it is a feature of the legal process. Although the majority of
present and former staff were helpful and informative when interviewed, some appeared to us much
more constrained in answering and stuck doggedly to previous lines even when these were difficult
to sustain under challenge. We could not help but detect echoes of both the inquests and the police
investigation in this approach.

1.94 The inquest and the onset of the police investigation prompted a significant escalation in
the levels of concern surrounding the Trust. In addition, a further two SUIs occurred in the FGH
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unit in September 2011, both resulting in stillbirths, that bore some unmistakable similarities to the
earlier incidents. The picture changed rapidly and significantly from one generally characterised by
under-involvement of external bodies and lack of familiarity with the Trust to one of multiple visits,
inspections and reviews. This did finally lead to some more decisive action that began at last to
identify the shortfalls in capacity and capability within the Trust to address the serious underlying
problems in its maternity services. Initially, however, it seems to us that the Trust’s focus remained
on emphasising any positive statements in reviews and reports and undermining the more significant
negative findings. The chief executive told us that, although he was by now aware of significant
shortcomings in maternity services, it was important that the service continued and “we were trying. ..
to keep public confidence”.® This was, in our view, a flawed approach. Not only was it misleading
and falsely reassuring, in the long run undermining public confidence rather than maintaining it, it also
surely increased the frustration and alienation of patients who had been harmed and their relatives.

1.95 On 3 October 2011 the SHA, which had continued to regard the supposedly coincidental
nature of the previous incidents as evidence that there was no systemic problem up to 10 September
2011,% called a ‘Gold Command’. The intention appears to have been to offer support to the Trust
in responding and accessing additional staffing, but the evidence we heard suggested that it served
as much to distract senior staff in the Trust, who had to brief twice-weekly Gold Command meetings.
We could find no evidence of defined exit criteria to underpin the closing down of Gold Command by
Cumbria PCT, and it was not clear exactly what had been achieved when this was done. Overall, we
were unconvinced that this represented the best way to address the situation.

1.96 On 11 October 2011, Monitor found the Trust to be in breach of its terms of authorisation as a
Foundation Trust, and subsequently used its statutory powers of intervention to commission a clinical
review of services by a team from the Central Manchester University Hospitals NHS Foundation
Trust, which in November 2011 reported serious service weaknesses. In December 2011 the Trust
chair resigned and an interim chair was appointed, Sir David Henshaw. His view of the Trust was that
“the Board was not in control... there was no clear vision, no clear strategy, the quality of the Board
in its debates and the agendas and the papers was very poor...”'°" He took early steps to improve
the leadership in key areas: “... Tony Halsall and | on the very second week had a conversation, and,
I think, | made it clear | didn’t see him as being the Chief Executive who would lead recovery on the
basis of what | had seen in the previous 10 days... | [had a] conversation with [the medical director]
and he agreed he would stand aside once | found somebody that we could bring into the role.”'%

1.97 In January 2012 the CQC carried out a Section 48 review of the emergency care pathway
in the Trust, and governance arrangements. We were unable to discover a convincing reason why
this review did not include maternity services, given the confluence of signs of significant problems
at the time. A review of governance arrangements in the Trust, required by Monitor, was carried
out by PricewaterhouseCoopers, and reported on 2 February 2012. This review also found serious
weaknesses and was unable to provide assurance that the Trust’s systems were adequate to identify
problems and ensure improvement.

1.98 In February 2012 the Trust chief executive vacated his post, in line with the interim chair’s
appraisal, initially on a fixed-term secondment, and further Board changes followed. In mid-2012
a new chief executive was appointed substantively, and began a process of repairing the Trust’s
management arrangements, governance systems and clinical services. Our appraisal of the
cumulative effect of this process is elsewhere.
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Note on abbreviations

2.1 A glossary of abbreviations referred to in this Report is provided at Appendix 1, and an
acknowledgement to those involved in the drafting and production of the Investigation Report is
included as Appendix 2.

Background to the Investigation

2.2 The University Hospitals of Morecambe Bay NHS Foundation Trust (the Trust) had been the
subject of scrutiny for a number of years, following the high number of serious untoward incidents in
its maternity and neonatal services. The families of those who were harmed or died under the care
of the Trust sought a full and independent investigation into the circumstances surrounding these
deaths.

2.3 On 12 September 2013, the Rt Hon. Jeremy Hunt MP, Secretary of State for Health, announced
to the House of Commons, by way of a written ministerial statement, the terms of reference for an
independent investigation into the management, delivery and outcomes of care provided by the
maternity and neonatal services of the Trust from 1 January 2004 to 30 June 2013.

2.4 The Investigation’s terms of reference were:

1. “To review the outcomes for mothers and babies that occurred during this time, including
maternal and neonatal deaths that occurred in the Trust and in any other institutions to
which patients were transferred;

2. o review the Trust Board’s actions and governance procedures in response to untoward
incidents such as the deaths of mothers and babies, including:

a) the Board’s processes for responding to serious untoward incidents (SUIs);
b)  the relationship and communication between the Trust and:

®  patients and families
®  GPs and community ante-natal midwifery services

® commissioners, predominantly in the two local Primary Care Trusts (PCTs),
Cumbria PCT and North Lancashire PCT, their predecessor PCTs, and successor
Clinical Commissioning Groups (CCGs)

® the North West Strategic Health Authority

® reqgulators — including Monitor, the Care Quality Commission (CQC) and the
Healthcare Commission

® public health services
®  other Trusts where mothers and babies were transferred
® any other relevant organisations; and

c) relevantinvestigations published by the Parliamentary and Health Service Ombudsman;
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3. To review the Trust Board’s responses to, and any subsequent actions taken following
receipt of, the following reports:

®  Monitor’s review of the Trust’s application for Foundation Trust status (April 2070),
October 2010

® fielding Report, August 2010

®  Central Manchester University Hospital Diagnostic Review, December 2011

®  PricewaterhouseCoopers Governance Review, February 2012

®  (Gold Command Stocktake, April 2012

® CQC Investigation Report, July 2012

®  Nursing and Miawifery Council (NMC) Review, July 2012

®  NHS Litigation Authority’s Clinical Negligence Scheme for Trusts (CNST) reports.

4, To make findings as to the adequacy of the actions taken at the time by the Trust to
mitigate concerns over safety;

5. Inlight of this, to assess and make findings as to the Trust’s ability to discharge its duties
in delivering maternity services, and

6. To make recommendations on the lessons to be learned for both the Trust and the wider
NHS to secure the delivery of high quality care.”

2.5 The Secretary of State announced that | had been asked to chair the Investigation. | had been
a former associate medical director at the Department of Health and had served on the Hillsborough
Independent Panel.

2.6 A copy of the Secretary of State’s written ministerial statement regarding the establishment of
the Morecambe Bay Investigation can be found at Appendix 3.

Establishing the Investigation

2.7 Priortothe Secretary of State’s announcement on 12 September 2013, | had a meeting in Barrow
with the group of families that was instrumental in campaigning for an independent investigation.

2.8 At that meeting | discussed the proposed terms of reference with the families, to ensure that
the Investigation could commence its work in the knowledge that they were fully informed about the
scope of the Investigation.

2.9 Having stated my intention that the Investigation should identify a base in the North West
to enable families to attend the oral evidence sessions without them having to travel a significant
distance, | was able to announce that accommodation had been secured at Park Hotel, East CIiff,
Preston, PR1 3EA. The accommodation is managed by Lancashire County Council and the part that
the Investigation uses is temporarily surplus to its requirements.

2.10 The Morecambe Bay Investigation held its first public meeting on 1 November 2013 at its
offices at Park Hotel. The families, representatives from interested organisations, local Members of
Parliament and members of the media were invited to hear me set out the methods | would use to
undertake the Investigation, and the principles | would adopt.

2.11 | explained that the Investigation would be entirely independent. It would carry out a complete
and thorough examination of the evidence, and it would operate as transparently as possible.
| undertook to continue liaising directly with the families that had been immediately affected by the

' The Morecambe Bay Investigation: Terms of reference.
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events at the Trust, as | hoped that this would enable families to put their views directly to me. These
views | would take into account as far as possible, while remaining strictly impartial and objective.

2.12 | appointed a small, independent secretariat to support the work of the Investigation. All its
members were based full time at the Investigation’s premises in Preston.

2.13 The Investigation engaged the services of a data analyst to assist us in assessing the significant
volume of data collected via the evidence-gathering process. Hannah Knight was seconded to the
Investigation on a part-time basis from the Royal College of Obstetricians and Gynaecologists.

Selection and appointment of a Panel of expert advisors

2.14 Animmediate priority was to select and appoint an independent Panel of expert advisors.

2.15 To ensure that the Investigation benefited from the expert advice of clinicians with up-to-date
operational knowledge and experience and of individuals who had held senior leadership roles in the
NHS — including those in those categories of organisations whose actions the Investigation would
be reviewing, yet who were entirely independent of the provision or management of health services
in the North West region — the Investigation secretary asked NHS England to provide the CVs of
suitable clinical candidates. | then considered the nominations, determined what would constitute
an appropriate Panel to address the Investigation’s terms of reference, and appointed the following
experts to form an advisory Panel:

® Professor Jonathan Montgomery, Chair of the Health Research Authority and Professor of
Health Care Law at University College London, to be the Investigation’s expert advisor on
ethics;

® Dr Geraldine Walters, Director of Nursing at King’s College Hospital in London, to be the
Investigation’s expert advisor on nursing and management;

® Mr Julian Brookes, Deputy Chief Operating Officer at Public Health England, to be the
Investigation’s expert advisor on governance;

® Ms Anne Thomas, Head of Midwifery and Gynaecology at Northampton General Hospital
NHS Trust, to be the Investigation’s expert advisor on midwifery;

® Dr Catherine Calderwood, an experienced senior obstetrician practising in Scotland, who
advises the Scottish Government and is the National Clinical Director for Maternity and
Women'’s Health at NHS England, to be the Investigation’s expert advisor on obstetrics;
and

® Professor Stewart Forsyth, former Chair of the Scottish Government Neonatal Expert
Advisory Group and former Medical Director of NHS Tayside, to be the Investigation’s
expert advisor on paediatrics.

2.16 Due to unforeseen circumstances, Ms Thomas had to step down from the Investigation Panel
prior to the first Panel meeting and was replaced by Mrs Jacqui Featherstone, Associate Director of
Nursing and Midwifery at Princess Alexandra Hospital, Harlow.

2.17 When the number of individual cases to be reviewed and the volume of evidence requiring the
scrutiny of the Panel’s expert obstetrics advisor was confirmed, | invited Professor James Walker,
Professor of Obstetrics and Gynaecology at St James'’s University Hospital in Leeds, to join the Panel
in March 2014 to provide additional expert advice on obstetrics.

2.18 Further information regarding the Investigation’s Panel of expert advisors is provided at
Appendix 4.
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2.19 During the course of the Investigation’s work, and specifically during the interview programme,
there were a small number of occasions when an individual interviewee was already known to me
or to a fellow Panel member. On these occasions, and to ensure that the Investigation operated as
transparently as possible, the Panel member concerned made known the professional capacity in
which they were acquainted with an interviewee, and this was duly recorded.

2.20 Panel meetings were held monthly, and the families were invited to attend and observe all the
sessions. A schedule of the Panel meeting dates and the venue for each meeting is listed at Appendix 5.
The agenda and a brief summary of each Panel meeting were posted on the Investigation’s website.

2.21 Whilst the early Panel meetings provided us with an appropriate forum in which to discuss and
agree how the detailed work of the Investigation should proceed, in particular regarding the collection
and analysis of data to help shape the evidence-gathering process, the first two Panel meetings, in
November and December 2013, provided an opportunity for the entire Panel to hear directly from a
number of the families that had been affected by events at the Trust about their experiences.

2.22 From the Panel, we established three sub-groups to progress the work of the Investigation.
The clinical sub-group was chaired by Professor Forsyth; the Trust response and governance sub-
group was chaired by Dr Walters; and Professor Montgomery chaired the external response and
governance sub-group. Membership of the Investigation Panel’'s sub-groups is provided at Appendix 6.
As their work progressed, the three sub-group leads provided colleagues with regular updates at
Panel meetings.

2.23 Panel meetings were structured to ensure that we received updates from the Investigation’s
secretariat on progress with the evidence-gathering process, the Investigation’s interview programme
and how the Investigation was addressing the Investigation’s terms of reference. Exceptionally, at the
Panel meeting in March 2014, colleagues from NHS England were invited to give a presentation on
the commissioning of health services in the Trust catchment area during the period under review by
the Investigation.

Communication with the families

2.24 Prior to the establishment of the Investigation in September 2013, | was provided with the
details of a group of known families. This enabled me to make contact with the families affected by
the events at the Trust.

2.25 Following the establishment of the Investigation and the announcement of the Method
Statement, with details of the Investigation’s website, we were contacted by more families.

2.26 Over a period of several weeks in January 2014, the Investigation placed notices in the print
and online editions of a number of local newspapers in the Trust catchment area (the Westmorland
Gazette, the North West Evening Mail, the Lancaster Guardian and the Morecambe Visitor). A copy
of the notice is attached at Appendix 7. The purpose of the notice was to provide families affected by
the events at the Trust with details of the Investigation and to invite them to contact us if they wished
to share their personal experiences about maternity and neonatal care provided by the Trust.

2.27 This exercise provided an important opportunity for many more families to make contact
with us, and for the Investigation subsequently to ensure that it communicated directly with as
many families as possible. In light of the need to respect families’ privacy and our wish to avoid
the possibility of unwittingly causing unwelcome and unwanted reminders to those who did not
wish contact, we have not approached anyone directly without prior contact from them. We have,
however, sought to spread information widely about the Investigation and have made it as easy as
possible for anyone who wishes to contact us.
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2.28 Throughout the course of the Investigation, | invited the families to meet me, so that | could
provide progress updates and answer any questions they had regarding the Investigation process.
These meetings took place on 1 November 2013 (prior to the announcement of the Method
Statement) in Preston, and on 24 March 2014, 26 November 2014 and 6 February 2015 in Barrow.

Methodology and analysis of the evidence

2.29 On 1 November 2013, | set out how | proposed to undertake the evidence-gathering process.

2.30 Having reviewed the Investigation’s terms of reference, the Panel developed a set of detailed
questions it should ask in order to address each of them fully. The families were invited to submit any
questions they had; where these were generic and within the terms of reference, they were included.

2.31 We then determined which interested organisations (including the legacy body in respect
of any organisations that had been merged or abolished during the period of review set out in the
Investigation’s terms of reference) we should request evidence from, in order to get answers to the
detailed questions.

2.32 Once material was submitted to the Investigation, we were in a position to review it and
begin to draw up an initial list of potential interviewees — i.e. those individual post holders in each of
the interested organisations, referred to in the evidence, who we considered were best placed to
respond to the Investigation’s questions. This list was not definitive and we added, and removed,
names of interviewees as the review of the evidence became more complete.

2.33 Individuals were contacted in order to advise them that they may be invited to interview.
Subsequently the Investigation developed an interview list, and individuals from a number of
organisations, as well as individuals who had independently approached us, were invited to interview.

2.34 Information regarding the practical arrangements for evidence-gathering processes — evidence
recovery and the interview programme — is set out below.

2.35 The Investigation’s data analyst carried out a series of independent analyses using several
sources of national and local Trust data. The aim of these analyses was to assess the extent to which
the sources of data could be used to address the Investigation’s terms of reference.

2.36 In particular, the analyses helped us to develop the list of key questions to be addressed
under terms of reference 1 and 2, and provided context for the next phases of evidence gathering.
We used the data in preparation for the case note review, and in order to compile a list of specific
questions to direct to particular interviewees.

2.37 The sources of data examined were as follows:

a. We were granted permission by the Secretary of State to access Hospital Episode
Statistics (HES) data linked to the Office for National Statistics death register for the
period under investigation. This dataset was used to address the following questions:

® |[s there evidence that the standard of care in the Trust’s maternity and neonatal
services was different from other NHS Trusts during the review period on indicators
derived from routine data?

® |s there evidence of change in the standard of maternity and neonatal services at
the Trust during the review period?

e To what extent were the outcomes of maternity and neonatal care within the Trust
explained by the characteristics of the population served?
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Rates of various clinical practices and outcomes derivable from HES data were
calculated in order to compare the performance of the Trust’s maternity and neonatal
services with those of other NHS Trusts, and to compare changes over time. The
metrics examined included the hospital standardised mortality ratios (HSMR), as
well as rates of caesarean section, instrumental delivery, severe maternal morbidity,
unplanned maternal readmission to hospital within 30 days of delivery, stillbirth,
neonatal death, severe neonatal morbidity and unplanned neonatal readmission to
hospital within 28 days of birth. All rates were adjusted for maternal and clinical risk
factors that are beyond a provider’s control: for example, maternal age, ethnicity and
parity.? In addition, the quality of the data submitted to HES by the Trust was examined.
We also commissioned data held by the Trust in the form of a data extract from its
electronic maternity information system (Evolution) covering the period January 2005
to June 2013.% This dataset contained additional information which was not available
in HES, which is primarily an administrative dataset and therefore does not contain
the level of clinical detail needed to examine some important outcomes. This data
was used to cross-check the data in HES to ascertain its reliability. The data was also
used to calculate rates of low Apgar score* at the Trust; this information was then
benchmarked against a similar regional dataset from the South West of England.
The Health & Social Care Information Centre provided the Investigation with an extract
of workforce data from the electronic staff record covering the period 2008 to 2013.
This extract included data from the Trust and 16 other Trusts that were comparable in
terms of the size of the maternity service. The data extract allowed the analyst to derive
Trust-level information in maternity workforce numbers, pay bands, birth:midwife ratio;
overtime expenditure; bank expenditure; stability index; and sickness absence. This
data was analysed in order to identify any notable trends at the Trust compared with
other Trusts of a similar size. However, the analyst was not able to examine differences
in these measures between the Trust sites, due to issues of disclosure control: the
small numbers involved meant that there was a risk of identifying individuals.

The analyst also sought comparative data on the performance of the Trust that was
published by various organisations in the public domain and to which the Trust could
therefore reasonably have been expected to have access:

® (Care Quality Commission maternity experiences survey (2007; 2010; 2013),
which measures the experience of women receiving maternity care

® NHS staff survey, which measures staff engagement

® Patient safety incident reporting figures, which show whether incidents are actively
being reported.

Finally, the Investigation requested copies of the Centre for Maternal and Child
Enquiries (CMACE) Trust-level perinatal death reports covering the period 2004 to
2009. CMACE was decommissioned in 2011, and data from 2009 to 2013 was

2 Logistic regression models built to predict the probability of each outcome at the patient level according to individual
characteristics. These probabilities were summed at the hospital level to give the hospital’s predicted rate of the outcome
of interest. Risk-adjusted rates for each hospital were produced by dividing the hospital’s unadjusted rate by its predicted
rate, and multiplying this ratio by the national rate. Where appropriate, funnel plots were used to illustrate the level of
national variation and to ascertain whether the hospital had a higher or lower rate of specific outcomes than expected,
based on its size and population characteristics. For the neonatal outcomes, information was presented using sequential
probability ratio test (SPRT) charts.

3 Evolution Dataset — January 2005 to June 2013.

4 Apgar score is a measure that ranges between 0 and 10 and summarily assesses the health of the newborn baby
immediately after birth. Low Apgar score is defined as a score of less than 7 at five minutes among term, singleton live born
infants, excluding those delivered by elective caesarean section.
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therefore unavailable. However, a statistical review of perinatal mortality in Cumbria
was commissioned by NHS Cumbria, covering deaths that occurred in 2009 and
2010.5
2.38 We considered the potential complexities, given the Trust’s size and the nature of maternity
care, of relying too heavily on statistical data to produce recommendations. These points are
considered in more detail subsequently.

2.39 A further reason for our concern about relying on the analytical work carried out was the
variable quality of national comparative data available. Complete and accurate data is essential for
providing accurate information about the performance of organisations that can be used to improve
the quality of care. However, a number of data quality issues limit the extent to which HES can be
used to construct clinically meaningful and technically robust quality indicators for maternity care:

e HES is primarily an administrative database and therefore does not capture all relevant
clinical information about patients. For example, certain maternal risk factors — such as
body mass index, smoking and alcohol consumption — are not recorded, meaning that
these factors cannot be taken into account. Furthermore, HES does not contain data on
the time of birth, which meant that plans to examine patterns of maternal and neonatal
outcomes at the Trust according to the timing of delivery could not be carried out.

® A national data warehouse like HES raises important issues around the standardisation
of data definitions among units. Divergent coding practices can undermine meaningful
comparisons, and some commentators have raised concerns about the accuracy and
completeness of diagnosis and procedure coding in HES.

® There remains a persistent problem with the completeness of HES maternity data. Although
the situation has improved slightly in recent years, the position is still that almost 30%
of delivery records are missing at least one key piece of information about the delivery
episode, such as gestational age or birth outcome. Regrettably, a number of Trusts still fail
to submit maternity information for any deliveries.

2.40 These issues meant that it was not possible to reliably derive all of the outcomes that were of
interest to us. We were also mindful of over-interpreting some of the data due to the small numbers
involved. Finally, we considered what the Trust could reasonably have been expected to be aware of,
given the information and the analytical assessments it had access to in the period under investigation.

The Investigation’s evidence-gathering process

Document recovery

2.41 The Investigation secretary is registered with the Information Commissioner’s Office to
enable the Investigation to hold personal and sensitive data that we needed to review. This was a
fundamental governance arrangement to ensure that there could be a safe release and transfer of
material from interested organisations, most significantly from the Trust, which was asked to supply
individual patients’ records.

2.42 Appropriate protocols were developed regarding the storage, management, retention and
return of material submitted to us (or in some cases the destruction of evidence that need not be
returned), and these were shared with interested organisations and individuals.

2.43 Material was submitted to the Investigation in a variety of electronic file formats and hard copy.

2.44 Every document submitted to the Investigation was assigned a unique reference number,
and a central log of evidence was maintained by the Investigation’s Documents and Evidence Team.

5 Review of Perinatal Mortality in Cumbria. Solutions for Public Health, on behalf of NHS Cumbria, February 2013.
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All evidence was scanned and placed on our evidence database. To enable the review of evidence
remotely, the Investigation secretariat stored evidence on Huddle (a database that uses cloud-based
collaboration software), which facilitated the secure storage and sharing of information between the
secretariat and the Panel.

2.45 From 3 January 2014 onwards, we began making requests from a number of interested
organisations for material relevant to our terms of reference. This process was significantly more
protracted than anyone in the Investigation had initially anticipated — particularly, but not only, in
respect of the material that was requested from organisations that had been subject to significant
reorganisation or that had been abolished during the period that we were reviewing. The final
evidence requested by the Investigation was received on 11 January 2015. Some late evidence
was submitted on 16 February 2015; however, that material could not reasonably be included in any
findings we would make.

2.46 During the course of the evidence-gathering process, we sought material from the following
organisations:
®  University Hospitals of Morecambe Bay NHS Foundation Trust

® Department of Health (both in respect of its policy responsibilities and as the legacy body
holding the records of the former North West Strategic Health Authority and the former
South Cumbria and North Lancashire PCTs)

NHS England

Monitor

NHS Litigation Authority

HM Coroner for South and East Cumbria
Health and Safety Executive

NHS Cumbria Clinical Commissioning Group (for the period 1 April 2013 — 30 June 2013
and in respect of functions transferred to it from South Cumbria PCT)

NHS Lancashire North Clinical Commissioning Group (for the period 1 April 2013 — 30 June
2013 and in respect of functions transferred to it from North Lancashire PCT)

Public Health England

Nursing and Midwifery Council

General Medical Council

Parliamentary and Health Services Ombudsman

Care Quality Commission

Healthwatch Lancashire

National Institute for Health and Care Excellence
Lancaster Medical School (part of Liverpool University)
University of Cumbria

North Western Deanery

People First Cumbria (Healthwatch Cumbiria)

Royal College of Surgeons
® Health & Social Care Information Centre.

2.47 In addition, the local Members of Parliament were asked to submit any material that they
considered would assist the Investigation, and significant evidence was also provided to the
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Investigation by the families and by interested members of the public. Cumbria Constabulary provided
us with invaluable background information.

2.48 In total 15,280 documents were submitted to the Investigation as evidence.

The interview programme

2.49 |t is explained earlier how we identified potential interviewees and those individuals we
subsequently invited to interview.

2.50 Interested organisations were consulted on a draft interview protocol, and this was provided to
allinterviewees and potential interviewees. A copy of the interview protocol is attached at Appendix 8.

2.51 We conducted interviews at Park Hotel in Preston and the Trinity Enterprise Centre in Barrow.

2.52 Our first interview took place on 2 May 2014 and we concluded the interview programme on
9 February 2015.

2.53 The Investigation interviewed 118 individuals.

2.54 Brief summaries of all the interviews that were not held in a closed session are available on
the Investigation’s website.

2.55 We were able to interview a very high proportion of those that we set out to invite to attend.
Many interviews involved difficult and stressful recollections, sometimes over a period of several
hours, and we are grateful to all those who assisted us in this way. The benefits that | hope and
believe will spring from this report would not be possible without their input.

2.56 In afew cases, either we could not contact individuals who had changed jobs and locations,
or we were unable to interview them if deemed medically unfit. 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 difference to the Investigation or its findings.

2.57 We were disappointed that some interviewees sought to dispute the need to attend, for
example on the grounds that the events took place some time ago or that others were better placed
to provide information. Investigations such as this have a clear purpose in improving the NHS, and
we believe that current and former public servants have a responsibility to assist. We do not believe
that it is the job of an investigation to persuade interviewees of the need to attend. In the end,
though, we were almost universally successful in obtaining interviews, but this required significant and
sometimes protracted efforts, and we remain concerned at the example that this lack of cooperation
sets for more junior staff.

2.58 A list of interviewees is attached at Appendix 9.

Communications

2.59 The Department of Health facilitated the establishment of an Investigation website: www.gov.
uk/government/organisations/morecambe-bay-investigation

2.60 | explained on 1 November 2013 that, in order to establish the website as swiftly as possible,
and in accordance with guidance issued by the Government Digital Service, the Investigation’s website
would be hosted by the Department of Health. In addition, the wording of the website’s introductory
page had to be written to meet government standards for accessibility. But these were matters of
technical convenience only. The management of content was to be solely the responsibility of the
Investigation’s secretariat, and updates from the Investigation would be loaded as ‘publications’ onto
its website.
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2.61 During the course of its work, the Investigation faced challenge via the Information
Commissioner’s Office about its independence, on the basis of the standard wording on its website
regarding Freedom of Information requests. This wording is a standard requirement for all Gov.uk
websites, but was not accurate or appropriate for an independent investigation such as the
Morecambe Bay Investigation, and the wording was amended accordingly.

2.62 Information regarding our progress was communicated directly to families, interviewees,
interested organisations and the public when appropriate, and relevant information was placed on
the Investigation’s website.

The Investigation timeline
2.63 | was initially asked to report to the Secretary of State in July 2014.

2.64 Due to the complexity of our work, the volume of material submitted and the time required to
arrange and conduct interviews, | asked the Secretary of State for two separate extensions to the
Investigation timeline. The Secretary of State agreed the initial extension, to November 2014, and the
second extension to February 2015.
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Background

3.1 University Hospitals of Morecambe Bay NHS Foundation Trust (the Trust) provides a
comprehensive range of acute and support hospital services for around 350,000 people across
North Lancashire and South Cumbria.

3.2 With over 740 beds, the Trust operates from three main hospital sites: Furness General Hospital
(FGH) in Barrow, the Royal Lancaster Infirmary (RLI) in Lancaster and Westmorland General Hospital
(WGH) in Kendal. It also runs two centres: Queen Victoria Hospital in Morecambe and Ulverston
Community Health Centre.

3.3 FGH and RLI have a range of general hospital services, with full emergency departments,
critical/coronary care units and consultant-led beds. WGH provides a range of general hospital
services, together with a primary care assessment service and general practice-led inpatient beds,
operated by Cumbria Partnership NHS Foundation Trust.

Maternity and neonatal services

3.4 Maternity services are provided on three hospital sites across the Trust. The maternity services
at RLI consist of a central delivery suite and an antenatal/postnatal ward, and offer midwife-led
and obstetric consultant-led care for high-risk and low-risk women. There is a level 2 neonatal unit,
which may provide high dependency care and some short-term intensive care as agreed within the
maternity and neonatal network. The maternity services at FGH consist of a labour ward and an
antenatal/postnatal maternity ward, and offer midwife-led and obstetric consultant-led care for high-
risk and low-risk women. There is a level 1 special care baby unit, which should not provide care
for infants requiring high dependency or intensive care (British Association of Perinatal Paediatrics,
2001). However, in 2010 the British Association of Perinatal Paediatrics made some modifications
to the categories of neonatal units: special care units can now also provide, by agreement with their
neonatal network, some short-term high dependency services; and high dependency units, which
have been redefined as local neonatal units, can provide special care and high dependency care
and a restricted volume of intensive care (as agreed locally). However, it is expected that babies who
require complex or longer-term intensive care will be transferred to a regional neonatal intensive care
unit. Helme Chase is a midwife-led unit based in WGH which can provide care to women who have
been assessed as low risk and not requiring consultant care. South Cumbria is part of the Lancashire
and South Cumbria Neonatal Network, meaning that mothers or babies requiring tertiary-level care
are usually transferred to the Royal Preston Hospital in Lancashire.

3.5 Apart from 2005/06, when the WGH obstetric-led unit was changed to a midwife-led unit,
the trends in the total number of births at the three maternity sites within the Trust have remained
relatively constant, with there being approximately twice as many deliveries at RLI as at FGH.

Geography and demography
3.6 The challenge for maternity service providers has been to ensure that there is safe and

sustainable care provided across a rural area with a large geographic spread. For example, for those
living in Barrow it is 52 miles to the nearest level 2 neonatal unit.
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3.7 A maternal death is defined as the death of a woman while pregnant or within 42 days of the
end of the pregnancy from any cause related to or aggravated by the pregnancy or its management,
but not from accidental or incidental causes." Perinatal mortality is defined as the death of a fetus
or newborn in the perinatal period that commences at 24 completed weeks’ gestation and ends at
seven completed days after birth. Perinatal mortality therefore encompasses both stillbirth, which is
defined as a baby delivered without signs of life after 23+6 weeks of pregnancy, and early neonatal
death, which is defined as the death of a live born baby occurring before seven completed days.

3.8 The World Health Organisation recommends the use of perinatal mortality as an indicator of
maternity and newborn care, as it provides information required to improve the health of pregnant
women, new mothers and newborn infants. It also allows decision-makers to identify issues, monitor
trends and inequalities and consider changes to public health policy and practice.

3.9 In Cumbria during the years 2004-08, the five-year average perinatal mortality rate was 5.9 per
1,000 total births. A five-year average rate is used where deaths of babies in the perinatal period are
relatively rare and may vary widely on an annual basis, especially in a relatively small geographical
area such as Cumbria. The perinatal mortality rate in England and Wales for 2006 was 7.9 per 1,000
births.

3.10 In Cumbiria, there appeared to be a decline in the perinatal mortality rate, from 7.3 per 1,000
total births in 2005 to 6.7 per 1,000 total births in 2009. However, this fall was not statistically
significant. The stillbirth rate also decreased from 4.8 to 4.5 per 1,000 total births over the same
period. The decline in early neonatal deaths exceeded that of stillbirths and the lack of a reduction
in stillbirths meant that the proportion of perinatal mortality attributable to stillbirth rose from 50%
to 66%.

3.11 A recent national report shows that there has been an overall fall in maternal deaths, from
11 per 100,000 deliveries in 2006-08, to 10 per 100,000 deliveries in 2010-12, primarily due to a
reduction in the direct causes attributable to pregnancy.? Two-thirds of the mothers who died did so
due to indirect causes of death (those due to co-existing medical and psychiatric conditions), and

" World Health Organisation, 2010
2 Saving Lives, Improving Mothers’ Care. MBRRACE-UK, 2014.
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this figure has remained stable for the last ten years. Translating this data to the Trust, more than one
maternal death in a three-year period would be unexpected.

3.12 [t is important to recognise that perinatal outcomes are influenced by socio-economic,
lifestyle and health factors, including maternal age, social deprivation, ethnicity, maternal obesity,
smoking and alcohol consumption and, as these non-clinical factors can influence perinatal mortality
rates, it cannot be assumed that the local perinatal mortality rate truly reflects the quality of clinical
care. The overall perinatal mortality rate in the Trust is lower than the national and regional rate, but
this may reflect the ethnicity and positive health and socio-economic status of the population. It is
therefore important for each geographical area to try to determine the local causes of and risk factors
for maternal death, stilloirth and neonatal death, and the contexts in which they occur. Therefore
high-level metrics may not be sensitive to the underlying risks.® For that reason, it is important to
understand what is happening in clinical services themselves.

3.13 The teenage pregnancy rate within the Trust’s catchment area is slightly higher than the
national average, with more teenage deliveries taking place at FGH. Within the Trust there is a smaller
proportion of mothers aged 35 or over than there is nationally (18% compared with 20% nationally).
Overall there is less deprivation across the Trust compared with national levels, with 60% of the local
population being in the top three least deprived categories, compared with 50% nationally. However,
women delivering at FGH are considerably more deprived than those at RLI, with 59% in the two
most deprived categories, compared with 38% at RLI (national mean = 50%). These are groups that
are at greatest risk of maternal and perinatal mortality. There are also differences in ethnicity, with
97% of women delivering at the Trust being of white ethnicity, compared with 78% nationally. Women
of non-white ethnicity are at greatest risk of maternal and perinatal mortality.

Review of clinical practice in maternity and neonatal services,
University Hospitals of Morecambe Bay NHS Foundation Trust

3.14 The aims of the clinical practice review were:

1. 1o assess the quality of maternity and neonatal care provision for identified cases;
2. toidentify areas of practice judged to be substandard;

3. to review whether the Trust was following national and network guidelines and pathways
in relation to the cases selected for review;

4. to identify recurring themes for potential improvement to maternity and neonatal care
provided by the Trust.

Sources of evidence
3.15 There are three sources of evidence that underpin this review of clinical practice:

1. the comparative analysis of data from the Trust with national data;
2. data from an extensive review of medical records from the Trust;
3. evidence from interviews with clinicians and clinical managers from the Trust.

National comparative analysis

3.16 In January 2014 the Clinical Effectiveness Unit at the Royal College of Surgeons of England
was commissioned to undertake an analysis of Hospital Episode Statistics (HES) data for the
Morecambe Bay Investigation.

8 A promise to learn —a commitment to act: Improving the Safety of Patients in England (Berwick review). National Advisory

Group on the Safety of Patients in England, 2013.
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3.17 The purpose of the analysis was to determine whether the reported statistics suggested that
the standard of care in the Trust's maternity and neonatal services was different from that in other
NHS Trusts during the review period (1 January 2004 to 1 June 2013).

3.18 The maternal outcomes proposed for the analysis were mode of delivery, severe maternal
morbidity and unplanned maternal readmission to hospital within 30 days of delivery.

3.19 The neonatal outcomes were stillbirth, neonatal death, severe neonatal morbidity and
unplanned neonatal readmission to hospital within 28 days of birth. In addition, the quality of the
data submitted to HES by the Trust was also to be examined.

3.20 Some salient findings emerged from this analysis.

3.21 HES data completeness was only 20% in 2006/07. From 2008/09 to 2011/12, HES had
a record of only one stillbirth, whereas the Trust’s electronic maternity system had information on
52 stillbirths during the same period.

3.22 Hospital standardised mortality ratios (HSMRs) at the Trust were higher than expected in
2010/11, but this was associated with the move to a new information system that proved to be
recording data on comorbidity and palliative care incompletely, which affected both FGH and RLI;
HSMRs for previous and subsequent years were not significantly raised.

3.23 The analysis identified variation in clinical practice between the two obstetric-led maternity
units in RLI and FGH. Instrumental deliveries were twice as common in RLI as in FGH, and the
incidence of caesarean sections was also higher in RLI in the early part of the study period (2004/05
to 2006/07). However, there has been a steady increase in caesarean sections in FGH and by
2011/12 the rate was 5% higher than in RLI and above the national average. In parallel with this trend
there was a reduction in the incidence of spontaneous vaginal deliveries in FGH.

3.24 Analysis of neonatal outcome data was also limited by the quality of the available data, but
there was evidence of a relatively high incidence of resuscitation of infants born at the Trust compared
with national data; this suggests a higher number of babies born in poor condition.

3.25 The variability in the quality of the local and national data made it difficult to draw firm
conclusions from the analyses; however, the trends in practice were explored further in the case
reviews and interviews with clinical staff.

Case records review
3.26 We carried out a systematic review of:
® the records of all maternal deaths, stilloirths and neonatal deaths between January 2004
and June 2013, the period covered by the Investigation;

® the records of all families known to the Investigation who had expressed concerns about
the standard of care they had received in the maternity unit between January 2004 and
June 2013;

® the records of all families who responded to a public announcement in local newspapers
inviting anyone who had concerns about maternity or neonatal care between January 2004
and June 2013 to contact the Investigation.

The review process

3.27 Copies of the case records were provided by the Trust and were loaded onto a secure
knowledge management system (Huddle). All case notes were initially reviewed by a clinically qualified
member of the Investigation Panel.
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3.28 This initial review recorded any notable factors in the care provided using a recording system
previously designed and tested by the University of Leicester in previous confidential inquiries into
stillbirths and neonatal deaths.*

3.29 The objective of this initial review was to identify cases that would require a more comprehensive
review by a minimum of two clinical members of the Panel.

3.30 Following the comprehensive review, the standard of care provided for each case was graded
according to the categories developed by the University of Leicester and used in the MBRRACE
report® and the UK report into perinatal deaths to be published in summer 2015.

Overall grading of sub-optimal care and relevance to the outcome for the infant

Grade of sub-optimal care | Definition
0 - None No sub-optimal care
1 — Minor Sub-optimal care, but different management would have made
no difference to the outcome
2 — Significant Sub-optimal care in which different management might have
made a difference to the outcome
3 — Major Sub-optimal care in which different management would
reasonably be expected to have made a difference to the
outcome
3.31 Emergent themes were identified and the findings were then considered by the full Investigation
Panel.

References for standards of care

3.32 The obstetric, midwifery and neonatal benchmarks for standards of care that were relevant
during the period of the review include the following:

Antenatal and postnatal mental health: clinical management and service guidance. National
Institute for Health and Care Excellence (NICE), 2007.

Antenatal care: routine care for the healthy pregnant woman. NICE, 2003.

Caring for Vulnerable Babies: The reorganisation of neonatal services in England. National
Audit Office, 2007.

Clinical Negligence Scheme for Trusts: Maternity Clinical Risk Management Standards.
NHS Litigation Authority, 2005.

Diabetes in pregnancy: are we providing the best care? Findings of a national enquiry.
CEMACH, 2007.

Guidelines for Maternity Services Liaison Committees (MSLCs). Department of Health,
2006.

Intrapartum Care: Care of healthy women and their babies during childbirth. National
Collaborating Centre for Women’s and Children’s Health, 2007 .

4 Draper ES, Kurinczuk JJ, Lamming CR, Clarke M, James D, Field D. A confidential enquiry into cases of neonatal
encephalopathy. Archives of Disease in Childhood: Fetal & Neonatal edition 87 (2002), F176-F180. doi:10.1136/

fn.87.3.F176.

5 Saving Lives, Improving Mothers’ Care. MBRRACE-UK, 2014.
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National Service Framework for Children, Young People and Maternity Services. Department
for Education and Skills and Department of Health, 2004.

Postnatal care: Routine postnatal care of women and their babies. NICE, 2006.

Safer childbirth: minimum standards for the organisation and delivery of care in labour.
Royal College of Anaesthetists, Royal College of Midwives (RCM), RCOG and Royal College
of Paediatrics and Child Health (RCPCH), 2007.

Saving Mothers’ Lives 2003-05. CEMACH, 2007.

Service Standards for Hospitals Providing Neonatal Care (Second Edition 2001, Third
Edition 2010). British Association of Perinatal Medicine.

Standards for hospitals providing neonatal intensive and high dependency care (Second
Edition). British Association of Perinatal Medicine, 2001.

Standards for Maternity Care. RCOG, RCM and RCPCH, 2008.
Toolkit for high quality neonatal services. Department of Health, 2009.
Why Mothers Die 2000-2002. CEMACH, 2005.

Findings from the review

3.33 The Investigation requested a list of all cases of maternal death, stillbirth and neonatal death
that occurred at the Trust from 1 January 2004 to 30 June 2013. The Trust, through a thorough
search and rigorous validation of records, identified 226 cases. The Investigation identified a further
13 cases, which were not all maternal, stillbirth or neonatal deaths but fell within the context of
serious untoward incidents. This brought the total number of cases for review to 239. The Trust was
unable to locate case notes for 6 of these cases, and the Investigation has therefore reviewed, in
total, 233 cases. From the cases reviewed, 145 were from RLI, 84 from FGH and 4 from WGH.

3.34 From the initial review of the 233 cases, there were notable factors in 63 pregnancies that
merited a comprehensive review. Within the 63 cases there were 2 twin pregnancies and therefore
a total of 65 fetuses. Of the 63 selected pregnancies there were 9 maternal deaths, 22 stillbirths,
25 neonatal deaths and 18 live births. Of the live births, 10 suffered a clinical complication, 2 were
healthy infants whose mother experienced a clinical care complication (mother given epidural infusion
intravenously, and mother who had a severe reaction to epidural insertion), and 6 were healthy infants
of late maternal deaths. In the other 3 maternal deaths the infant outcome was a stillbirth, a neonatal
death and a premature live birth.

3.35 When the comprehensive review was completed, the standard of care was then graded
according to the method devised by Draper and colleagues at the University of Leicester.? The
findings from this analysis were that, out of the 63 pregnancies, there was no evidence of sub-optimal
care in 16 cases; there were 11 cases where there was evidence of sub-optimal care but different
management would have made no difference to the outcome of these cases; there was sub-optimal
care in 17 cases in which different management might have made a difference to the outcome;
and there was sub-optimal care in 19 cases in which different management would reasonably be
expected to have made a difference to the outcome.

3.36 \When this data was allocated according to hospital, sub-optimal care was significantly more
prevalent at FGH, compared with RLI. This is despite FGH being a low-risk unit and only delivering

8 Draper ES, Kurinczuk JJ, Lamming CR, Clarke M, James D, Field D. A confidential enquiry into cases of neonatal
encephalopathy. Archives of Disease in Childhood: Fetal & Neonatal edition 87 (2002), F176-F180. doi:10.1136/
fn.87.3.F176.
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half the number of deliveries compared with RLI. Of the 36 cases where sub-optimal care might
or would reasonably be expected to have adversely influenced the outcome (Grades 2 and 3), 20
(565.6%) cases occurred in FGH, 13 (36.1%) in RLI and 3 (8.3%) in WGH. When the number of cases
categorised as Grade 2 or 3 sub-optimal care were related to the birth rate in each hospital, there
were 0.8 cases per 1,000 births in RLI and 2.1 per 1,000 births in FGH (2.6 times the rate in RLI). For
Grade 3 only, the number of cases per 1,000 births in which different management would reasonably
be expected to have made a difference to the outcome was nearly four times higher in FGH (1.37 per
1,000 births in FGH and 0.37 per 1,000 births in RLI).

3.37 There were 9 maternal deaths identified during the period of the review (4 at FGH and 5 at
RLI). Of these deaths, 3 were directly attributable to factors during the pregnancy and 6 were due
to indirect causes of death (related to co-existing medical and psychiatric conditions). There was
evidence of Grade 2 or 3 sub-optimal care in 62.5% of the cases from FGH we selected for review,
and in 46.4% of the cases from RLI reviewed. It is also noted that there were 3 cases of Grade 2 sub-
optimal care where delivery occurred in the midwife-led unit at WGH, which has an average of 270
deliveries per year. Of the 36 Grade 2 and 3 cases, 29 (80.5%) were reported as serious untoward
incidents.

Leicester grade FGH RLI WGH
3 13 6
2 7 7 3
1 5 6
0 7 9
Total 32 28 3

3.38 It is important to emphasise that the cases reviewed were predominantly maternal deaths,
stillbirths and neonatal deaths and, apart from a very few exceptions, the review did not include live
births where there were maternal complications during pregnancy and delivery and/or where the
infant developed perinatal-related morbidity.

Avoidable factors

3.39 Analysis of the avoidable factors found provides a more detailed investigation of clinical practice
and service delivery. There were a number of significant avoidable factors that were identified during
the review process and which contributed directly or indirectly to the adverse clinical outcomes, and
most of these related to deficiencies in basic clinical care (see Table 3.1 overleaf).

3.40 It is evident that improvements in knowledge, skills, clinical assessment, investigation and
management would have a significant impact on clinical outcomes.
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Table 5.1: Examples of care provided and avoidable factors

Induction of labour: unrecognised hyperstimulation, maternal risk factors not acted on,
non-compliance with protocol, very poor communication with family

Failed induction of labour, discharged home, ho management plan

High-risk infant, no paediatrician at delivery, intubated at eight minutes

High body mass index, received ‘low-risk’ care, inadequate monitoring, poor communication
between clinical staff, no fetal heart rate at birth

Failed forceps and ventouse extraction, emergency section, failed resuscitation

Two previous intrauterine growth restriction pregnancies, no growth scans this pregnancy,
accepted for home delivery, undiagnosed footling breech and cord prolapse

No investigation of diabetes or previous history of raised blood pressure. Blood pressure
increased during pregnancy not treated. Presented with cardiac arrest

Epidural given intravenously

Cardiotocography showed severe bradycardia, emergency section delayed one hour

Previous large baby, face presentation and shoulder dystocia, failure to diagnose poor progress
in labour, delay in obstetric involvement in care

Maternal infection, failure to adequately monitor infant, fatal neonatal septicaemia

Presented with severe abdominal pain, junior doctor failed to recognise possible abruption,
no senior involvement, poor communication, treated with analgesics

Presented at 33 weeks with vaginal bleeding and seen by a junior doctor and discharged

Extremely pre-term and high-risk infant continued to be cared for in a level 1 neonatal unit

Cardiotocography showed deep deceleration 90 minutes before delivery. Lost contact
20 minutes prior to delivery. Decision to deliver by ventouse. Cord tight round baby’s neck

Failed intubation. Admitted to special care baby unit. Inadequate oxygenation. After eight hours
called the retrieval team. On arrival baby in terminal condition

Body mass index 35. Blood pressure raised in early pregnancy. Evidence of pre-eclampsia,
no treatment until 38 weeks

Retrospective notes written two days later after days off

Lack of clinical risk recognition and planning

3.41 An overarching emergent theme was insufficient awareness of potential and developing
problems, demonstrated by a lack of clinical risk assessment, recognition and planning for high-
risk obstetric patients. Despite its relative isolation, this was most prevalent in FGH. Clinical risk
assessment and effective planning are crucial if patient harm is to be avoided. However, there were
many examples of the presumption of normality, with failure to recognise or acknowledge high-risk
obstetric patients or to recognise when risk status changed; failure to monitor, review and update
clinical management plans for high-risk obstetric patients; failure to transfer high-risk mothers to
tertiary-level units for delivery; and failure to transfer high-risk neonates to a regional intensive care
unit before further clinical deterioration.

3.42 C(Clinical risk assessment begins with the first contact with the patient, and this may be at the
antenatal clinic, the clinical assessment unit or the labour suite. The case records review identified
that the first contact for the pregnant woman was with a midwife or junior doctor. There were several
circumstances when the action taken at that first contact was inappropriate and in some cases had
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serious consequences. Although this could have been partially mitigated by adherence to a robust
escalation policy, recruitment of experienced middle-grade staff to FGH has been difficult, and those
who rotate from the North West region are the more junior doctors on the rotation, meaning that
the clinical risk will remain significant without the appropriate training and robust use of standard
proformas. The lack of knowledge and experience contributed to the ‘wait and see’ approach
prevalent in the labour suite and special care baby unit, and often the consequence of this inaction
was further deterioration of the patient’s condition. The consultants appeared not to recognise the
relative inexperience of middle-grade staff as an additional risk, and there was no evidence of a
consultant presence or of senior decision-making on the labour ward or in the neonatal unit except
when an emergency situation arose. Earlier presence and better decision-making by senior medical
staff would have helped to prevent these situations from occurring or escalating. Senior staff appear
to see themselves as responders, but they need to be closer to the front line where they can be
gatekeepers to their service and advise and support their junior doctors and midwifery colleagues.

3.43 Moreover, in FGH there is an obstetric service that provides antenatal, intrapartum and
postnatal care for almost all women, regardless of the complexity of their condition and their level of
risk, but the neonatal service is only staffed and equipped to care for minor neonatal conditions. This
clinical model is clearly the source of considerable conflict between clinicians, and as a consequence
places mothers and their babies at increased risk. Especially prior to the development of the neonatal
network, there was no evidence of awareness that obstetric care or expert opinion should or could
be sought from another larger unit, even when the condition was extremely rare, and a reluctance to
accept that the small number of pregnancies cared for in FGH might mean that clinical experience
would be limited for some cases. The service model and the clinical structures need to be aligned to
ensure that patient safety is the priority.

Maternity unit response to serious untoward incidents and complaints

3.44 Until 2011 there was one person who undertook the role of governance. She was a risk
manager (0.6 whole-time equivalent), who was appointed in 2004 to oversee patient safety in
maternity services. The post holder worked cross-bay and had responsibility for undertaking all the
pillars of governance and risk management, as well as supporting corporately the NHS Litigation
Authority and Clinical Negligence Scheme for Trusts agenda. There was no practice development
midwife or audit lead midwife, and there was not a whole-time dedicated risk manager or overall
governance lead.

3.45 |If a complaint was received in maternity services, it would be passed to the head of midwifery
(HOM) or one of the matrons, who might ask a member of staff to investigate. The Trust acknowledges
that, when clinical incidents occurred, they were not consistently triaged or reviewed. There may have
been root cause analyses carried out, but these were generally not undertaken by a multidisciplinary
team. They might have been reviewed by the clinical lead.

3.46 Supervisory investigations were undertaken by supervisors, who were frequently inexperienced
and did not receive time or funding for training; in addition, they were often close colleagues and of a
similar grade to the person they were investigating. There is evidence that the supervisory reports of
staff involved in the more serious incidents were of poor quality and lacked insight. The supervisors
of midwives had no formal link with governance and risk management. The risk manager was also a
supervisor of midwives, which meant that the individual could be undertaking both management and
supervisory investigations and therefore be subject to potential conflicts of interest.

3.47 There was an incident reporting system (Safeguard), which was mainly used by the matrons
and the risk manager, but not by midwives as they had not received training.
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Clinical leadership and multidisciplinary working

3.48 The clinical delivery of maternity and neonatal services is under the leadership of the clinical
director and the HOM. During the period of the review there has been one clinical director/lead for
obstetrics and gynaecology, two clinical directors of paediatrics and three HOMs.

3.49 In 2004 the HOM was Denise Fish, who continued in that post until her retirement in 2007.
Although FGH and its maternity unit were now part of the Trust, there was little contact at that time
between the FGH and RLI maternity units. The HOM, however, had some Trust-wide responsibilities.
At that time the HOM was supported by seven matrons, with three at RLI, three at FGH and one at
WGH.

3.50 Atinterview, the HOM indicated that the midwives took the lead in developing guidelines, with
limited input from consultants. Similarly, the midwives were most active in reporting serious incidents,
and this process was supported by the risk manager.

3.51 In 2006, financial pressures began to impact and the bereavement counsellor post was not
replaced. There were also cost-cutting implications for midwifery staffing, which in FGH included two
midwives on the antenatal and postnatal ward at night and three midwives on the delivery suite. It
was agreed that one of the midwives would be on call from home. The midwives at FGH in particular
objected to the staffing changes and the impact on morale within the unit was significant. It is notable
that in the last three years there has been a significant increase in the number of midwives.

3.52 It was acknowledged by the HOM that there were cases that should have had more consultant
obstetrician input, and she referred to the serious incident in 2004. It was also evident at this time
that relations with the local paediatricians were difficult: “some of the paediatricians | don’t think had
any respect for the obstetricians”.”

3.53 In 2007 Miss Fish retired and was replaced by Angela Oxley. Eighteen months after being
appointed HOM, she was given added responsibilities as service manager for gynaecology, inpatients
and outpatients. Twelve months later that post was also subject to reorganisation and she was
made lead manager for obstetrics and gynaecology (while continuing to act as HOM). She was
subsequently asked to include governance in her portfolio. She was initially located in the Women'’s
Health Directorate, then in the Surgery and Critical Care Directorate and finally in the Family Services
Directorate. She initially had the support of eight matrons, but they were reduced to five, then to
four. Her base was WGH, but most of the divisional meetings were at RLI and for most of her time
she felt “/ was probably more of an outsider to Furness General Hospital than | was to Lancaster or
Westmorland”

3.54 For financial and service reasons she undertook a regrading process for Band 7 midwives.
And she recalls the lead obstetrician at FGH saying to her: “The Band 7s are not happy. They’re not
happy that you want to change things.”® This reinforced her view that she did not have the support
of colleagues in FGH.

3.656 She was aware that relations between obstetricians and paediatricians were poor and knew
of examples of obstetricians proceeding to deliver high-risk mothers in FGH against paediatric
advice. Similarly, she acknowledged that there was evidence of midwives overzealously guarding
their patients from obstetric involvement. When the incidents emerged, she found that she was
disciplining the midwives and putting them in supervised practice, but the response from the clinical
director in relation to medical staff was that “he would speak to the junior doctors”.™®

" Denise Fish interview.

8 Angela Oxley interview.
® Angela Oxley interview.
1© Angela Oxley interview.
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3.56 At that time she felt that the executive team was fully focused on obtaining Foundation Trust
status and discussions were dominated by “We need to save £24 million, how’re you going to get
that money, you tell me...”."" She also felt under particular pressure because the process towards
Foundation Trust status had initially been halted because of the issues within maternity services.
Unhappy in her role, Mrs Oxley left in March 2011.

3.57 Ibrahim Hussein became clinical director at the Trust from the time the Trust was established
in 1998. Initially he had responsibility for obstetrics and gynaecology and paediatrics. Subsequently,
paediatrics was separated and Mr Hussein remained clinical director for obstetrics and gynaecology
until 2008. Following a restructuring of directorates the number of directorates was reduced to three,
and he became a clinical lead for obstetrics and gynaecology. In 2010 he became an associate
medical director for obstetrics, gynaecology and paediatrics and remained in this role until October
2011. Six months later he retired.

3.68 He felt that the midwives were generally excellent, but some had “taken extra responsibilities
which | think is very unwise”.’? He felt that the obstetricians needed to be more “proactive”'® with
the midwives. When asked if he was proactive, he replied: “Yes... but if you work with another three
consultants who will not undertake any responsibility then there is a limit to what you can do. You
can sit down with them. You can mention it to the medical director. You can mention it to the chief
executive.”*

3.59 His involvement in the investigation and management of the incidents seems to have been
limited. At interview he stated that the investigations were undertaken by the risk manager, who was
reporting directly to the medical director. He had conversations with the chief executive but did not
document any communication with the executive team.

3.60 Inrelation to the HOMs with whom he worked, he thought that Miss Fish had an “old-fashioned
style”,® but she didn’t stand any nonsense. After she retired, “things were not the same as far as
managing midwives... Angela [Oxley] wasn'’t that experienced and some of the problems took place
while she was in charge.”'®

3.61 In relation to risk management of cases at FGH, he expressed the view that high-risk
pregnancies should be allowed to be delivered in FGH, and specifically included triplet pregnancies.

3.62 Although Mr Hussein stated that he was very proud of what he had done as both a consultant
obstetrician and a clinical director, from the evidence at interview and from the Trust documentation,
it was difficult to identify evidence of strong and decisive leadership.

3.63 At interview he was challenged on his role as clinical director:

“You are a clinical director yet you don’t ask questions of your consultants. You don’t ask
questions of the head of midwifery, even though you’re accountable for the quality of the
care in the Unit. You push things up to the chief executive and you don’t follow up when
things don’t happen. | don’t get what your professional role is as clinical director. Everything
seems to flow through you. | don’t understand what you do.”

His response was:

" Angela Oxley interview.

2 Jorahim Hussein interview.
'8 lbrahim Hussein interview.
" Jorahim Hussein interview.
S Jorahim Hussein interview.
'6 lbrahim Hussein interview.
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“Tell me, what do you expect more? If you have concern, you express your concern to your
superiors. What more can you do?”"’

3.64 Paul Gibson was clinical director for paediatrics from 2002 to 2007, when the Children’s
Directorate and the Obstetrics and Gynaecology Directorate were taken into the Surgical Directorate.
From 2007 until 2009 he remained as the head of the children’s department inside the enlarged
Surgical Directorate. In 2010 he was appointed as the associate medical director for child health
for Cumbria when consideration was being given to a Cumbria-wide child health service. He
subsequently undertook a year working abroad and since his return to the Trust he has been a
consultant paediatrician based at RLI.

3.65 In 2003 Mr Gibson’s clinical directorate responsibilities included FGH, WGH and RLI. He
described the paediatric service at FGH as “exceedingly dysfunctional. | think it still is dysfunctional,
but... it was exceedingly dysfunctional then.”'® This referred particularly to the medical staff, and he
commented that there was an excellent matron in paediatrics. The merging of Lancaster and Kendal
Trusts had been uneventful; however, the amalgamation with FGH was fraught.

3.66 As the clinical director, he wanted to spend a day a week in FGH because most of the clinical
directors were based in RLI and would do a flying visit for half a day, which was not well received by
colleagues in FGH. With Lyn Shannon, a senior paediatric nurse who had a cross-bay appointment,
he wanted to develop greater integration between RLI and FGH. He decided to adopt an approach
that he had used when working abroad, and joined consultant colleagues on their ward rounds.
However, they found this intimidating and two of his colleagues from FGH wrote a letter to the chief
executive complaining about the clinical director’s “bullying and intrusive management style”."® This
led to a formal inquiry, and Mr Gibson was given management training that was funded by the Trust.
At interview he was asked if during these visits to FGH he found anything that concerned him in
terms of the way in which the hospital was operating, and he described it as a “mess”:

“There weren’t enough consultant paediatricians, there just wasn’t enough staff. There
was a management camp and a clinical camp. There was a paediatrician camp and there
was a children’s nurse camp. The doctor/nurse relationship | would describe as a 1960s
relationship, which was just in huge marked contrast to Lancaster,”®

3.67 The clinical director had concerns about the quality of child health services across Cumbria,
and his concerns still exist. He said that he believed there are issues at all levels, and made the point
that if there are many reasons for the quality of service to be poor, no one individual feels responsible.
“And that’s my feeling about child health in Cumbria, that actually the whole system is full of highly
motivated, really well-intentioned people who don’t realise that their actions are having a negative
effect in other places.”

3.68 In relation to the clinical incidents, the clinical director felt that the midwives became
disproportionately the focus of attention, and that the paediatric team, himself included, was
overlooked and bypassed. He also believed that the obstetricians were less in focus than they
should have been, and describes the relationship between obstetrics and midwifery in FGH as “a
dysfunctional marriage where superficially it looked okay, but it was more like a marriage where
people met in the same house but kind of had their own lives...” %

7 lorahim Hussein interview.
8 Jorahim Hussein interview.
19 Paul Gibson interview.
20 Paul Gibson interview.
21 Paul Gibson interview.
22 Paul Gibson interview.
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3.69 Owen Galt was appointed a clinical lead in paediatrics in May 2010, and became clinical
director for women and children’s services in April 2012, when the Trust restructured. He joined the
Trust in January 2007 as a general paediatrician working in both acute and community paediatrics.
He is based at RLI, and when he was first appointed he had one clinic per week at WGH.

3.70 When he first joined the Trust, there were seven consultants in Lancaster working on a
traditional three-tier rota system, with middle-grade trainees from the North Western Deanery and
some staff grades on the middle-grade rota, and approximately seven GP trainees or junior trainees
in paediatrics on the first tier of the rota. There were also four or five consultants working in the
generic role, and two or three working completely for acute paediatrics. There was no full-time
consultant community paediatrician at RLI.

3.71 FGH had four consultants, and a diminishing number of middle-grade staff. The North
Western Deanery did not provide middle-grade paediatric trainees to FGH because of the size of the
population and the low clinical activity levels. There are approximately five junior doctors, who are
GP trainees.

3.72 The RLI neonatal unit has about 180 admissions per year, and those are babies who are born
at 28 weeks’ gestation and upwards. The policy is to transfer out in utero babies that are likely to
be born at less than 28 weeks’ gestation. It is commissioned for an average of one intensive care,
two high dependency unit and seven special care cots. The unit in FGH has approximately 100
admissions per year, and the policy is that it looks after babies from 32 weeks upwards (this was
reduced from 34 weeks as agreed with the neonatal network).

3.73 Because the number of consultant staff has been increased, the consultants in FGH are now
working a shift system, with a back-up consultant on call at home, so the cover is how much more
robust. The number of junior doctors does not allow for 24/7 cover of a rota, so at night time when
activity is low, a consultant is on site as the paediatric doctor.

3.74 Interms of sustainability, the clinical director considers that, whilst there are currently sufficient
trainees in paediatrics coming through the training system, and international recruitment is offering
good-quality candidates, the model is sustainable and may be for the next decade. However, if (as
predicted) the Royal College reduces the number of trainees in paediatrics to the point where it
balances out the number of posts available with the number of trainees being trained, or perhaps
is even flipped slightly the other way, then the current provision in smaller hospitals will not be
sustainable and care will need to become centralised in larger centres.

3.75 Sascha Wells became HOM in May 2011. Her priority on taking up the post was staffing
levels, because of pressures in the system and exceptional sickness rates. At interview she stated
that by the time the Trust had recruited to the budgeted staffing level, there would be 43 new full-time
equivalent midwives in the service. Moreover, it was recognised that the new recruits would bring
with them a fresh view and outlook and a positive culture.

3.76 When she started in 2011, there was one person who undertook the role of governance
(0.6 whole-time equivalent). Over the last three years, a strong governance team has been put in
place. There is how closer working between the commissioners of the maternity services, with a joint
specification and agreed key performance indicators.
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Trust management of maternity and neonatal services

3.77 FGH originally had its own Trust status and was therefore managerially independent for several
years. During that time it served a loyal community of patients and staff. The merging of Trusts
in 1998 and the establishment of the University Hospitals Morecambe Bay Trust (UHMBT) shifted
the balance of self-determination. Following the establishment of UHMBT, there have been several
changes in the Trust organisational structure, with maternity and neonatal services being relocated
on several occasions.

3.78 In 1998 there was a Directorate for Women and Children’s Services, but in 2003 this was
divided into a Directorate for Obstetrics and Gynaecology and a Directorate of Paediatrics. In 2007
both of these directorates were merged into a division with general surgery and critical care. Then in
2009, in response to recommendations contained within the Mitchell Report — which stated that the
child health service should be integrated across hospitals and the community, working closely with
other public services, and that this would not be achieved within the existing divisional structure — a
separate Family Services Division was formed. At interview, Fraser Cant, former Assistant Director of
Operations, stated that a consequence of the separation from surgery and critical care was that the
new Family Services Division began operation with a financial deficit of £600,000.

3.79 Within one year, the Trust decided to merge the Family Services Division with core clinical
services, the latter including outpatients and therapy services, radiology, pathology and clinical
engineering. The explanation from the divisional manager for family services joining this disparate
group of services in 2010 was that when they demerged from the Surgery and Critical Care
Directorate, the majority of support services remained within that directorate, and this had presented
considerable difficulties for the Family Services Division. It was presented to them that the Core
Clinical Services Division had a substantial infrastructure, including a vacant divisional manager post.
This was more generally viewed, however, as part of a cost-cutting exercise rather than an initiative
to improve maternity and paediatric services, according to Mr Cant. Then, in December 2011, the
Central Manchester Report recommended that family services demerge from core clinical services
and that a Women and Children’s Services Division be created. The establishment of this standalone
Women and Children’s Services Division took place in March 2012 and included the appointment
of a new clinical director as the overall lead for the division. This was part of a Trust initiative to put
clinicians in charge of clinical divisions with support from managers.

3.80 During the period around the time of the review, maternity and neonatal services were therefore
located in six different management teams, and it is instructive that the current structure resembles
the original directorate in 1998. The serial restructuring resulted in multiple changes in directorate
and divisional managers, most of whom had no experience of managing maternity and neonatal
services. Moreover, the divisional managers had other perceived priorities: the divisional manager for
surgical and critical care services, who for a short time had responsibility for maternity and neonatal
services, stated: “What | found as divisional manager, though, it was a pressurised, acute trust
environment and we were tending to focus on money, 18 weeks cancer targets and neglecting the
clinical aspects of the role” .

3.81 We heard clear evidence that, when the serious incidents in 2008/09 began to emerge, clinical
leaders and managers within the division struggled to adequately address the underlying issues.
The divisional clinical director, who would subsequently become Trust medical director, stated:

“I have to say that at the time my concern was that | didn’t actually feel that | had the
knowledge and the time to get sufficiently detailed involvement with this that | could
adequately pick them up myself and we, both the divisional general manager at the time,
Vanessa Harris, and myself had had conversations with... the chief operating officer,

23 Vanessa Harris interview.
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Stephen Bourne. | had certainly raised it with the medical director that | felt that the detailed
involvement with all surgical, anaesthetic services and with paediatrics and obstetrics on
the two sites, | did not have the insight or time to become as involved as we should be
and to fully understand what all the issues were and we were probably too dependent
on delegation of these to other people, and whether that was one of the prime movers in
setting up a separate division for Women’s and Children’s Services in 2009 | don’t know. ”?*

3.82 The division was aware of sub-optimal staffing levels in maternity and neonatal services at
FGH; however, it was not only an issue of staff numbers but also of staff quality. At this time there
were only four paediatric consultants at FGH, and two of those were subsequently suspended by
the General Medical Council (GMC). There was also an associate specialist who was investigated
by the GMC but who was not suspended. The situation at FGH was compounded by the resistance
from the RLI clinicians to undertaking clinical duties at FGH. It is therefore evident that the repeated
management restructuring within the Trust failed to adequately address this key issue of the staffing
of maternity and neonatal services. The current Trust strategy is to increase the staffing levels in FGH,
despite the difficulties in recruitment, the low clinical activity and the risk of deskilling staff, rather than
achieve full clinical integration of these services across the Trust catchment area. The current clinical
director for women and children’s services told us that he thought the current model of care might
not be sustainable in the future.?®

3.83 The evidence from the clinical case reviews and from the interviews indicates that healthcare
workers with responsibility for maternity and neonatal services struggled to deliver safe services
when support structures were changing or disappearing. Maternity and neonatal services had their
management arrangements changed six times during the period covered by this review. As a result
of this managerial instability, there is evidence that lines of responsibility and accountability were
blurred, many posts were combined and in some cases became unworkable, individuals were given
management posts in maternity and neonatal services without any knowledge or experience of these
services, and the focus was on operational objectives such as finance and waiting times rather than
governance and quality of service.

Workforce and working environment

3.84 Providing two small consultant-led maternity units 50 miles apart, and also one midwife-led
unit, that meet national clinical and workforce standards is challenging. To maximise clinical skills and
for the service to be cost-effective, a flexible and integrated workforce is required.

3.856 We heard consistently that recruitment and retention have been particular issues for the
maternity unit in FGH. During the period covered by the review, the service has been dependent
upon locum doctors and bank and agency midwives and neonatal nurses. Recruitment of good-
quality medical staff has been difficult and there have been disciplinary issues, with conditions of
clinical practice being placed on senior clinicians by the GMC. There is also evidence of failure to
retain senior clinicians.

3.86 It is clear to us on the basis of what we heard that what has compounded an already
difficult workforce issue has been the failure to establish good working relations between key health
professionals. There appear to us to be geographical and professional divisions underpinning the
animosity that has been present for many years and still exists, although possibly to a lesser extent.

3.87 We heard consistently that there has been a reluctance of staff at FGH to become involved in
cross-bay planning and delivery of services. This attitude has probably been fuelled over the years by
what may be perceived by those living in Barrow as preferential support for RLI and WGH. Moreover,

24 George Nasymth interview.
2 Owen Galt interview.
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there has been reluctance from RLI clinicians to undertake clinical duties in FGH. This separation
not only makes provision of a Trust-wide service more difficult, but reduces the opportunities for
peer review and multidisciplinary working. At interview, several senior managers from the Trust and
commissioning groups explained that there was no difficulty in recruiting to RLI, but FGH was a
problem. As a consequence, services in RLI, including maternity and neonatal services, have been
very well staffed compared with those in FGH. Moreover, the vast majority of the clinical leads are
based in RLI, although interestingly the long-standing obstetric lead is based in FGH. If an objective
of the merging of the Trusts in 1998 was to develop integrated, high-quality, sustainable services, this
objective has not been met for maternity and neonatal services.

3.88 Interviews with clinical staff from both FGH and RLI confirmed that working relations between
the two centres were difficult and this led to a lack of constructive discussion on service delivery.
The issue of working relations, however, is not limited to geographical factors. Within FGH there are
significant interpersonal issues. The obstetricians have poor working relations with the paediatricians
and the paediatricians do not have good relations with each other. More than one paediatrician
described the paediatric consultants as “a dysfunctional team”. The relationship between the
obstetricians and the midwives is, we believe, more subtle and is reflected in their clinical practice,
with evidence that the midwives sought to avoid involvement of the obstetricians in the care of their
patients, while the obstetricians remained content to wait to be called (and sometimes then to be
dismissed again as no longer needed). We heard that the origin of this way of working rested with
one or two influential midwives, who pursued normal childbirth “at any cost”,?® and that this deeply
flawed approach became more widespread and embedded in the practice of the unit. It is evident
that none of these manifestations of poor working relations are in the best interest of the patients, but
there is a lack of awareness among staff of their responsibility to help solve these problems.

3.89 In addition to issues of quality of staff, there has also been continuing pressure to achieve
safe staffing levels. There is evidence of low staffing numbers relative to births and low numbers
of staff per shift, making it difficult to cope with simultaneous tasks (labouring women, postnatal
women and post-Caesarean section women). This has led to poor morale amongst maternity unit
staff. The process of regrading the Band 7 midwives had a significant impact on morale and working
relationships, especially in FGH.

3.90 During the period of the review it is evident that at all points in the patient journey many clinical
staff were failing to provide an acceptable quality of care in an environment of trust and respect.

Recent changes and developments

3.91 Staffing: There have been significant improvements in the staffing of maternity and neonatal
services. In the last three years, the Trust reports that it has appointed an additional 27 whole-time
equivalent midwives across the Trust. It has funded plans for an additional 16 community midwifery
posts and 7 hospital midwife posts.

3.92 There has been an increase in the obstetric and paediatric consultant staffing level, which
should allow for resident consultant cover in FGH.

3.93 Governance: Over the last three years, a stronger governance team has been developed,
which now consists of a divisional governance lead who covers the Women and Children’s Services
Division. This post is supported by a risk manager for maternity services at Band 7, and there is
also a risk manager for paediatrics and neonates at the same grade. In maternity services, there is a
Band 6 quality and safety midwife whose role is predominantly around triaging clinical incidents and
making sure that they are managed appropriately through the governance process. There is also

% Lindsey Biggs interview.
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an audit midwife at Band 6 and a practice development midwife at Band 7, whose responsibility is
education and development of the entire midwifery and gynaecology nursing workforce.

3.94 In August 2012 an independent review of governance in the Women and Children’s Services
Division was undertaken by the head of governance at Liverpool Women’s NHS Foundation Trust.
The final report was published in April 2013. It stated that the governance arrangements were
satisfactory and made nine recommendations.

3.95 Culture: Throughout 2012, culture workshops were held for all staff working within maternity
services. The purpose of the workshops was “to enable staff to understand how culture is created,
agree on common values for the maternity service and what that means to them”.?” The key actions
that came out of the culture workshops included developing a stronger governance structure,
communicating lessons learnt across the teams, establishing visual information boards at each site,
holding divisional away days and developing a staffing business case.

3.96 Leadership: The Women and Children’s Services Division became a standalone division in
March 2012. A new HOM (Ms Wells) took up post in May 2011 and has led the work on midwife
staffing levels and governance structures across the division. Dr Galt, Clinical Director for Women and
Children’s Services, was appointed in April 2012 and has been closely involved in staffing structures
for both obstetric and paediatric services. The current structure places clinicians in overall charge of
the clinical divisions, with support from division managers.

3.97 Multidisciplinary team-working: It is reported by the Trust that there is collaborative
multidisciplinary working and a greater level of respect for each profession, particularly at FGH.
Members of the multidisciplinary team are coming together to discuss difficult cases and they are
reported to be following the same guidance. At interview we were informed by several interviewees
that working relations were much improved, but we also heard from some of the long-standing
clinicians that relations with midwives had not improved and had possibly deteriorated over the last
two to three years. Changes in both the consultant obstetric and paediatric staff have resulted in
an improvement in relations between obstetricians and paediatricians, but there was no available
evidence to determine if the underlying issue of the management of high-risk women and the need
to transfer them to a regional neonatal unit had been resolved.

3.98 Clinical practice: The improved multidisciplinary working in the labour ward is evidenced by
joint ward rounds with the consultant, registrar and labour suite coordinator two to three times per
12-hour shift. There is also improved communication between the maternity ward, labour suite and
special care baby unit. This has apparently been aided by the relocation of the special care baby unit
to be adjacent to the maternity ward. At interview, concern was expressed that there was still a risk
that midwives observing newborn babies in the labour ward or the postnatal ward might not detect
early signs of ill health. However, it is noted that practice educator midwives have been appointed,
and that they work closely with medical colleagues. At interview the clinical lead for paediatrics
acknowledged that there had been issues with compliance with guidelines and protocols; that
relations with colleagues had been difficult; and that because of the limited numbers of consultants
there had been an unacceptable dependence on inexperienced junior doctors. He emphasised,
however, that in recent years there had been significant improvements in clinical staff numbers, the
quality of clinical practice and the professional relationships between paediatricians, obstetricians
and midwives.

2" Morecambe Bay: An approach to improvement. University Hospitals of Morecambe Bay NHS Foundation Trust,

8 October 2014.
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Chapter conclusions

1.

Our overall impression is of a maternity unit that felt itself to be isolated, both geographically
and professionally, and unsupported by the local healthcare system. This was exacerbated
by a series of health service reorganisations. During this process there was a loss of
ownership and understanding by local communities; healthcare workers struggled to
deliver safe services when support structures were changing or disappearing; and, as
elsewhere, financial imperatives dominated all aspects of the Trust.

Throughout this time there was no agreed vision, strategy or operational plan for maternity
and neonatal services. Decision-making was reactive rather than proactive; short term
rather than long term; and driven by finance rather than health needs.

The total number of case notes reviewed was 233, of which 145 were from RLI, 84 from
FGH and 4 from WGH. From the initial review of the 233 case notes, there were notable
factors in 63 pregnancies that merited a comprehensive review. Within these 63 cases,
there were 2 twin pregnancies and therefore a total of 65 fetuses. Of the 63 selected
pregnancies, there were 22 stillbirths, 25 neonatal deaths and 18 live births; 10 of these
infants had clinical complications.

There were 9 maternal deaths identified during the period of the review (4 at FGH and 5 at
RLI), which for relatively low-risk obstetric units is high when compared with national data.
Of the 36 cases where sub-optimal care might or would be expected to have adversely
influenced the outcome, 20 (55.6%) occurred in FGH, 13 (36.1%) in RLI and 3 (8.3%) in
WGH. When the number of cases categorised as Grade 2 or 3 sub-optimal care was
related to the birth rate in each hospital, there were 0.8 cases per 1,000 births in RLI and
2.1 cases per 1,000 births in FGH (2.6 times the rate in RLI). For Grade 3 only, the number
of cases per 1,000 births in which different management would reasonably be expected
to have made a difference to the outcome was nearly four times higher in FGH (0.37 per
1,000 births in RLI and 1.37 per 1,000 births in FGH). This data relates particularly to the
selected group of maternal deaths, stillbirths and neonatal deaths, and there are only a few
live births included in this analysis.

The identification of avoidable factors provided a more in-depth analysis of clinical practice
and service delivery. There were numerous significant avoidable factors that were identified
during the review process and which contributed directly or indirectly to the adverse
clinical outcomes, and most of these related to deficiencies in basic clinical care. There
was evidence of a lack of situation awareness, with a deficiency in understanding of basic
observations, their clinical significance and how they should be managed. There were
many instances where symptoms and signs, observations, progress in labour, and the
concerns of patients, parents and families were recorded, but were not underpinned by a
clinical plan or escalation of clinical decision-making.

There was evidence of a lack of basic understanding of the processes of labour by both
midwifery and medical staff. There were frequent examples of staff ignoring the whole
clinical picture of the woman (including pre-existing risk factors) and her baby, and only
reacting to events in isolation. A lack of clinical risk assessment and planning for high-risk
obstetric patients was an overarching theme. Despite its relative isolation, this was most
prevalent in FGH. Clinical risk assessment and effective planning are crucial if patient harm
is to be avoided. Clinical risk assessment begins with the first contact with the patient, and
this may be at the antenatal clinic, the clinical assessment unit or the labour suite.
Although we did not investigate in detail aspects of hospital care outside the maternity
and neonatal unit, there was evidence that the response of medical teams from other
specialties when complications developed in pregnant women was inconsistent. There
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10.

11.

12.

13.

14.

was evidence of non-involvement of appropriate multidisciplinary senior clinical staff, a lack
of escalation and a failure to seek external advice for complex, extremely sick patients.
Arrangements for assessing pregnant women who present with concerns need to
ensure that patients receive an opinion from experienced midwives or obstetricians. The
consultants need to be closer to the front line, where they can be gatekeepers to their
service and advise and support their junior doctors and midwifery colleagues. The staffing
levels should ensure that this clinical opinion is available 24/7.

The skills and knowledge of the clinicians should enable a prompt and effective response if
the condition of a mother or her baby deviates from normal. This may require the patient to
be transferred to a regional unit. A lack of knowledge and experience is probably responsible
for the ‘wait and see’ approach that was prevalent in both the labour suite and the special
care baby unit, and often led to further deterioration of the patient’s condition and a poor
outcome in the cases we reviewed.

Clinical leadership in maternity and neonatal services was ineffective. This was partly due
to the lack of vision and strategic planning of these services, but also due to the lack of
managerial support and the increasingly defiant behaviour by clinical colleagues. High-
quality leadership skills are required in those difficult circumstances, and these were not
evident.

Most importantly, there is evidence of poor interdisciplinary working relations and
substandard care. The failure of obstetricians and paediatricians to communicate in
a professional way on the planning and delivery of high-risk patients is unacceptable.
Similarly, the reluctance of midwives and obstetricians to share responsibility for the care of
high-risk pregnant women is denying patients their rights to the best care.

As a consequence of the serial restructuring by the Trust, maternity and neonatal services
had their management arrangements changed six times during the period covered by
this Investigation. As a result of this managerial instability, there is evidence that lines of
responsibility and accountability were blurred, many posts were combined and in some
cases became unworkable, individuals were given management posts in maternity and
neonatal services without any knowledge or experience of these services, and the focus
was on operational objectives such as finance and waiting times rather than governance
and quality of service.

The clinical review has identified deficiencies at all levels within the organisation that impact
on quality of clinical care: clinicians who place their personal clinical interest before the
safety of their patients; failure of the FGH and RLI clinicians to work as an effective clinical
team; weak clinical leadership and poor management at the directorate and division levels;
and an executive team that was more focused on obtaining Foundation Trust status than
on delivering high-quality care to the citizens of South Cumbria and North Lancashire.
Finally, at interview, patients, parents and families indicated that they had not received
adequate — or in some cases any — explanations of why something went wrong, and indeed
still had basic questions about aspects of the care received. This has led to assumptions of
a cover-up of poor care and has exacerbated their feelings of grief and loss. In addition, the
Trust needs to reflect on how it managed the serious incidents, especially when the media
and external agencies became involved. Many of the clinical staff wished they could have
spoken directly with the families to apologise and express their deepest sympathies. They
also felt that they had not had an opportunity to fully explain what they felt were the failings
in the care that the patients received. Many still feel devastated and damaged by what
happened. The Trust recognises that it has to rebuild trust and confidence in the service
and in the community, and part of that process should be to consider what the Trust can
do to repair the emotional damage experienced by its staff and the family members of
its patients.
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Background

4.1 This Investigation deals with events that took place at University Hospitals Morecambe Bay
Trust (the Trust) between 2004 and 2014. For the purposes of the Investigation, the Trust response
can be described in terms of four discrete time periods within these years:

® Between 2004 and 2007/08, for the majority of the time, the Trust was regarded by the
North West Strategic Health Authority (NW SHA) and the Healthcare Commission (HCC) as
one of the higher-performing English Hospital Trusts, one of the early aspirant Foundation
Trusts. However, there were signs of financial difficulty and uncertainty over longer-term
clinical service configuration within the locality from 2005 onwards.

® From 2008, concerns about the safety of maternity services at Furness General Hospital
(FGH) began to emerge. Between 2008 and 2011, the Trust continued to pursue Foundation
Trust status, although issues of clinical service configuration remained unresolved. However,
the Trust was successfully authorised as a Foundation Trust in October 2010.

e [From 2011 to 2012, maternity services continued to generate concern, and became the
subject of increased external scrutiny. Other operational problems emerged, including a
large backlog of outpatient appointments. The response of the organisation and the wider
NHS to the situation did not generate confidence.

® Between 2012 and 2014, new leadership was put in place and efforts were made to
improve services, and to demonstrate that services had been improved in order to restore
confidence in the organisation.

4.2 During these periods there were a number of changes of personnel at Trust Board level, as well
as associated changes in organisational structure and in structures and processes to support clinical
governance. Below the level of the Trust Board there were relatively few changes in managerial and
clinical staff, although the same people held different roles over time.

4.3 In order to understand the Trust response in each of these periods, we need to consider the
systems that were in place in the Trust for clinical governance and responding to complaints.

Clinical governance and complaints

Clinical governance

4.4 Clinical governance was introduced formally to the NHS by the Department of Health White
Paper The New NHS: Modern, Dependable in 1998. This was the first time that the demonstration
of formal systems of assurance and scrutiny in relation to clinical quality and safety issues had been
an explicit requirement of NHS Trust Boards. Effective clinical governance in organisations has a
number of characteristics:

1. Organisational systems and processes consisting of policies, procedures and strategies
to describe how staff are expected to: identify and report risks, ensure compliance with
the most up-to-date and effective clinical treatments, participate in audits of the quality of
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service provided to demonstrate continuous improvement, and engage in education and
training activities in order to remain up to date in clinical knowledge.

2. Engagement and ownership of frontline staff to ensure compliance with the policies,
procedures and strategies of the organisation, in order to generate robust and meaningful
information to provide assurance about organisational quality and safety.

3. Effective committee and reporting structures which communicate this information from the
front line to the Board.

4. Resource to provide the required expertise and administrative support to manage the
governance system effectively at all levels in the organisation.

4.5 In 2004, many organisations within the NHS were still struggling with the introduction of
clinical governance, often seeking to implement it through structural means, such as committee
organisation, reporting lines and processes (elements 1 and 3 above). To be effective, however,
these systems required administrative support and expertise in functions such as risk management
and clinical audit (element 4). It was challenging to provide this at a time when Trusts had to reduce
costs, particularly management costs.

4.6 It has become evident that clinical governance depends critically on the quality of information
being communicated to the Board about clinical services and their outcomes, to enable informed
assessments of the safety and effectiveness of services and, if necessary, action to improve them.
The generation of meaningful clinical information is very reliant on clinical staff, who have not always
been quick to see the need to engage with clinical governance. Without clinical engagement, clinical
governance is bound to remain poorly informed and ineffective.

4.7 In addition, it is difficult to define the right level of detail that should be escalated to the level
of the Trust Board: too little, and the Trust may discover significant risks only in hindsight, after a
problem has become evident; too much, and the amount of detail swamps the Board’s ability to
detect what is significant. It seems to us, on the basis of the documents we have seen, that the Trust
took a pragmatic approach to this dilemma at this time, taking a more detailed look only at externally
defined priorities such as meticillin-resistant staphylococcus aureus (MRSA) reporting; we believe
that it was far from alone in adopting this approach at this time.

Clinical governance at the Trust: structures and processes

4.8 We found evidence of a governance committee structure in the Trust from 2004 onwards. This
took the form of a Trust-wide committee chaired by either an executive or a non-executive director.
The committee structure changed over time as senior staff came and went, as we believe generally
happened as Trusts sought to improve structures, as described above. We found that a range of
appropriate policies and procedures were in place. There is evidence that policies were reviewed and
updated regularly over the period. A maternity risk management strategy was in place in 2004 and
was reviewed and updated between 2004 and 2014.

4.9 Between 2004 and 20086, the Trust medical director was responsible for clinical governance
within the Trust, supported by a head of clinical governance and a head of legal services. The
structure included clinical audit, clinical risk, clinical effectiveness and complaints and the patient
advice and liaison service (PALS)." The Trust had a Governance Committee, chaired by either the
chief executive or the medical director and had an appropriate membership across the organisation.
Minutes of the meetings were shared with the Trust Board. On review of the papers, we found that,
although the content of the meetings appeared appropriate, the committee operated at a high level,
and received little detailed information related to actual clinical risks and outcomes in a systematic

' BEvidence from the Trust Governance Framework.
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way. Rather, it seemed to us to have focused on quality development and strategy, and on receiving
minutes from other committees.

4.10 Following the arrival of a new chief executive in 2007 (Tony Halsall), new nursing and medical
directors were appointed, and a Clinical Quality and Safety Committee was set up in place of the
Governance Committee, chaired by a non-executive director. Further changes were made in 2007/08
with a move to an integrated risk management approach, which included governance.

Board assurance in relation to clinical governance structures and processes

411 Atthetime, the principal source of assurance about the robustness of structures and processes
for clinical governance available to NHS Boards was accreditation by the Clinical Negligence Scheme
for Trusts (CNST), operated by the NHS Litigation Authority (NHSLA). Although aimed at reducing
medical negligence claims, CNST accreditation involved inspection of a range of clinical governance
systems and processes against defined standards by external reviewers. The process was designed
to assess the level of risk against which Trusts’ NHSLA financial premium to cover negligence claims
was set, with level 0 accreditation implying the highest risk from poor systems, and level 3 the lowest
risk from the best systems. There were separate accreditation systems for general acute services
and for maternity, recognising the higher number and cost of negligence claims in maternity services.

4.12 The requirements of the CNST accreditation process changed between 2004 and 2012, but
a necessary element of the accreditation was to confirm that the Trust had a governance committee
structure with appropriate membership, terms of reference and reporting lines in place, with a number
of key policies and strategies, the content of which, although not prescribed by the CNST, reached
the required standard. The Trust achieved level 1 rating in 2005 and level 2 for maternity services in
2008. The Trust’s Serious Incident Investigation Policy was found to be compliant with the National
Patient Safety Agency standard, including definition of a serious untoward incident, information on
how to carry out an investigation, how the outcome of the investigation should be shared, and how
staff should be trained in incident investigation.

4.13 We heard how the system operated, at least in high-profile cases that would be the subject
of an inquest:

“That would have been escalated to the chief executive’s office or me very quickly. Who
exactly picked it up would depend on who was around at the time. We would then, firstly,
make sure everything was being done to render the situation safe. I’'m thinking there of
things like equipment failures, get it out of action, do you need a replacement, the immediate
sort of stuff in order to make it safe and continue service. Then, at a more measured level,
convene a group to have a look at it. Again that would entirely depend on exactly what the
situation required. And then get some outcomes from it. The reason for that is, certainly
with the deaths, that is going to go to the coroner’s court and | firmly believed, not just
for defensive reasons, because it's very important to be publicly reassuring about these
things, by the time the thing came to inquest we should have the answers in place.”

Whilst this was a clear and positive description, we found little confirmatory evidence that this is how
it usually operated in practice, and it was clear that few of the incidents arising in maternity services
at this time had generated this response.

How clinical governance worked in practice at the Trust: Board level

4.14 We heard from a range of executive-level interviewees that they were involved in clinical
governance and were motivated to develop systems that would strengthen it. A review of agendas and

2 David Telford interview.
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meeting minutes indicates that much effort was focused on committee and reporting arrangements
and gaining CNST accreditation, and we also heard that quality and governance had a low profile at
the Board, with the predominant focus being on finance and performance targets.®

How clinical governance worked at the Trust: divisional and frontline level

4.15 Inadditionto the Board structures, each clinical division had its own governance arrangements.
These were responsible for the review and management of governance within the directorates, with
precise structures left to the divisions/clinical directorates to design and operate. It is unclear from the
evidence we saw precisely what structures were in place for maternity services between 2004 and
2010, other than that they changed regularly as maternity services moved divisions. Responsibility
for clinical governance lay with the clinical directors — also sometimes known as associate medical
directors. They should therefore have been champions of clinical governance and the focal point for
governance activity within the divisions. Through them, the medical director and the rest of the Board
should have been made aware of problems, and they were responsible for ensuring that problems
were solved.

4.16 In the Surgical and Critical & Family Services Division, this was not the case in practice.
Evidence that we heard from staff identified the fact that governance structures functioned less well
at divisional level.

4.17 Divisional middle managers said to us that they were not involved in the clinical governance
process. They described a divisional management structure that was very stretched, with a top-
down emphasis on financial balance and achievement of targets. We were told that patient safety
at divisional level was the responsibility of the clinical director and head of midwifery, but that clinical
governance was seen as separate from operational and financial management within the division.

4.18 Fraser Cant was the divisional manager for the Family Services Division. In 2011, the Family
Services Division merged with other services to form the Family and Clinical Services Division.
Although this resulted in a much bigger, dispersed division, Mr Cant said that he supported this
move because the management and support infrastructure within the Family Services Division was
very weak, and he believed that in a bigger directorate there would be economies of scale and
therefore better support for quality, safety and governance activities across the division as a whole.
For example, there were no risk managers within family services and no administrative support for
audit or governance activities. Mr Cant also confirmed that he had little to do with clinical quality and
safety within the division, and the priorities for his role at the time were predominantly financial and
operational:

“l had a deputy general manager who was off sick, | had financial targets to meet. | had the
performance targets to meet, which were all — you know, | can’t describe how important
those are. So | had those to ensure that we met, and | wanted to develop the governance
because | was concerned...

The first week in the Trust | was called to an extraordinary meeting with the exec team on
the financial performance of women and children — of the family services. I'd only been
there a week and it had only just been created. And it was £600,000 adrift. How that could
be in a newly created division, | don’t know, but clearly that was a pressure that | felt day
one, week one...

3 David Bennett interview.
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... the governance, those issues were primarily down the director of nursing route through
the nurses, or through the medical director at the — | had very few conversations | can recall
with the director of ops on governance.”

4.19 Other staff expressed a different view to us: that as part of a large Family and Clinical Services
Division, family services, particularly maternity, became a “small fish in a big pool”, making it difficult
for concerns to be heard.®

Clinical governance and quality in maternity services

4.20 Whilst there is evidence that the Board was mindful of the strategic and financial problems
related to maternity services (which also affected other parts of the organisation), we found no
evidence that it considered the quality of maternity services to be in question prior to late 2008. We
believe there were several reasons. First, maternity services, by their nature, generate patient safety
incidents relatively infrequently. In the great majority of cases childbirth is a normal physiological
process, but on those occasions when something goes wrong the outcome can be tragic and
devastating. Maintaining patient safety in these circumstances depends on being vigilant for signs
of deviation from normal and being prepared to take effective and prompt action when they are
detected. However, because of their relative rarity, it may be some time before obvious serious
incidents occur even when care is suboptimal. Hence it was no surprise to us to find that patient
satisfaction levels remained high, there were few complaints, GPs reported no apparent problems,®
and the Trust was not an outlier on perinatal deaths.” We heard that the Trust Board took assurance
from these findings, and we doubt that it would have been alone in doing so. Secondly, in the
absence of any high-level information that could have signalled problems, the Board was crucially
dependent on information from staff in the maternity unit; as we have seen, they failed to alert anyone
outside the division at Board level prior to 2008.

Weaknesses at clinical unit level

4.21 As discussed in paragraph 4.6 above, the robustness of organisational quality and safety
systems is heavily dependent on frontline clinical information to provide data that can be scrutinised
to review outcomes and trends and to identify problems. A key weakness in clinical governance
systems exists if the members of the clinical team do not recognise a poor outcome as a clinical
incident that could potentially have been avoided, or do not report it, so that such cases go unnoticed
outside the immediate clinical team.

4.22 Although some stillbirths in late pregnancy are neither predictable nor preventable, those
that occur in labour (intrapartum) to previously normal babies are serious incidents that should
be investigated. The review of all stillbirths in the Trust that is reported in Chapter 3 identified an
intrapartum stillbirth in 2004 that was not reported as a serious incident. A review of records indicates
that risks were not recognised, follow-up arrangements were not clear and fetal monitoring was
inadequate. The investigation into this death failed to recognise both the root causes and the fact
that there were lessons to be learnt. Five more serious incidents, including deaths, that occurred at
the FGH unit between 2006 and 2007 were also considered by the Investigation to illustrate similar
elements of concern but some were not reported as serious untoward incidents. The investigation
of these cases within the unit failed to recognise root causes, and therefore the similar patterns of
underlying causes were not recognised.

“ Fraser Cant interview.

5 Karen Weakley interview.

8 Dr Geoff Jolliffe interview.

7 Confidential Enquiry into Maternal and Child Health.
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4.23 There are a number of reasons why this might have been the case: clinicians knowingly
wishing to obscure poor outcomes to avoid loss of reputation and blame; clinicians not having the
knowledge and skills to recognise that problems could have been avoided; or poor engagement and
awareness of incidents across the full range of multidisciplinary staff in the unit, and therefore less
discussion and challenge about incidents and causes, which might have resulted in the development
of greater insight and recognition of problems.

4.24 Jennifer Bowns was a senior midwife and supervisor of midwives at the Trust. She no longer
works at the Trust, but was asked whether multidisciplinary meetings took place in response to
incidents:

“l can’t answer for everybody... | just haven’t an awareness of sitting in a room with
everybody discussing it. | am aware that, you know, the risk team, the head of midwifery
and clinical governance, they were meeting but it just didn’t seem to involve [others].”®

4.25 |If information on the underlying causes of the serious incidents had been known outside
the unit, or if any of the other indicators of service quality had been less favourable, the possibility
that this might have been sufficient to prompt a more detailed investigation of the service by Trust
management cannot be excluded. But in the absence of any indicators of poor outcome, and in the
presence of more reassuring information, the clinical quality of the service was not highlighted as an
issue of concern and was not identified by the Executive or the Trust Board as an item that needed
to be explored in detail at that time.

Complaints

NHS complaints

4.26 The effective management of complaints within an organisation is key to good governance.
The proper management of complaints can reduce the distress of patients, their families and friends.
It can provide an explanation for what went wrong, where appropriate offer an apology, and provide
reassurance that lessons have been learnt and that the chances of something similar happening
again have been reduced. Where complaints are handled badly, they can exacerbate the situation,
reduce confidence in the service and reduce the chances that lessons are learnt. They also increase
the risk of litigation and cost to the Trust.

4.27 Since 2000, there has been an increasing focus on improving the way in which the NHS
responds to complaints. This was, in part, a response to events such as Shipman, but was also due
to a growing understanding that effective healthcare requires a more open and inclusive approach
to patient care.

4.28 In April 2003, NHS Complaints Reform.: Making Things Right was published. It outlined a new
approach to complaints and stated that the process would be:

® open and easy to access — by being flexible about the ways in which people can complain
and by providing effective support for people wishing to do so;

e fair and independent — with the emphasis on early and effective resolution, so minimising
the strain and distress for all those involved;

® responsive — providing appropriate and proportionate responses and redress; and

® learning and developing — ensuring complaints are viewed as a positive opportunity to
listen and learn from patients’ views to drive continual improvement in services.®

8 Jennifer Bowns interview.
9 NHS Complaints Reform: Making Things Right. Department of Health, 2003.
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4.29 The new complaints procedures were set down in Regulations in July 2004. This remained
the system in the NHS until 2009.

4.30 The process had three stages: complaint to the relevant Trust, referral if not satisfied to the
Healthcare Commission and then referral to the Parliamentary and Health Service Ombudsman
(PHSO) if the complainant was not satisfied with the Healthcare Commission’s decision. However,
where there was evidence that the individual intended to take legal action, the case was excluded.
Time limits were set on individuals to complain (six months) and on the organisations to respond.
These were to be encapsulated in each organisation’s policies and procedures, and regular monitoring
by the Board was required, as was an annual return to the Department of Health. There were no
provisions for Primary Care Trusts (PCTs) to receive information about complaints, although many
agreed arrangements by which the summaries would be shared.

4.31 In 2009, the system was streamlined, removing the second stage — referral to the Healthcare
Commission. In 2012, the NHS Constitution enshrined the rights and expectations of patients and
their families. The NHS Constitution sets this out as follows:

“You have the right to have any complaint you make about NHS services acknowledged
within three working days and to have it properly investigated.

You have the right to discuss the manner in which the complaint is to be handled, and to
know the period within which the investigation is likely to be completed and the response
sent.

You have the right to be kept informed of progress and to know the outcome of any
investigation into your complaint, including an explanation of the conclusions and
confirmation that any action needed in consequence of the complaint has been taken or is
proposed to be taken.

You have the right to take your complaint to the independent Parliamentary and Health
Service Ombudsman or Local Government Ombudsman, if you are not satisfied with the
way your complaint has been dealt with by the NHS.

You have the right to make a claim for judicial review if you think you have been directly
affected by an unlawful act or decision of an NHS body or local authority.

You have the right to compensation where you have been harmed by negligent
treatment.”’’

4.32 Throughout this time and throughout the changes to the complaints system, one aspect
remained constant: the responsibility for the NHS organisation to deal with complaints effectively
and fairly in as short a time as possible. The redress systems for complaints changed, but this
fundamental responsibility remained with a Trust or other NHS body to investigate, respond to and
take appropriate action based on the findings of the complaint.

Complaints in the Trust

4.33 We have looked at the documents provided and have concluded that there were policies
in place within the Trust, although changes to, and operation of, the policies is not clear at times.
There was a policy in place in 2004." A further policy was introduced in 2012. We could find no
clear indication of whether the policies of the Trust were updated routinely in the period under

0 National Health Service (Complaints) Regulations, 2004.
" The NHS Constitution: The NHS belongs to us all. NHS, 2013.
2 Morecambe Bay Hospitals NHS Trust Complaints Procedure, 2004.
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investigation. A revision would have been necessary in 2009 to change the referral of complaints
from the Healthcare Commission to the PHSO, but no documentation has been seen to confirm this.

4.34 The Trust Board received quarterly summaries of complaints, and there was a review through
the Risk Management Advisory Group,'® and then through subsequent governance groups as the
governance framework within the Trust changed between 2004 and 2012.

4.35 In 2004, reporting to the Board was minimal, focusing on numbers and completion rates
within specified days. Reports gave very little indication of what was being complained about, and
nothing about actions being taken to rectify issues raised. Within the information provided, it is
apparent that a significant number of complaints (30%) were not being resolved within the specified
period of 20 working days. Only 75% were being completed within 30 working days.™

4.36 In2005, performance became even poorer, with approximately 50% of cases being completed
within four weeks. Workload, complexity of cases, staff sickness and medical record delays were
cited as reasons for the drop in performance. Reference is made to one complaint being reviewed by
the Healthcare Commission. The report has little information about the complaints and any themes,
but it does have a short section on lessons learnt.

4.37 A similar pattern was seen in 2006 and again in 2007.' Reporting in 2007 improved,'” with
additional information for the Board about the issues being raised by patients. The most significant
reason for complaint was inadequate care/treatment. The Women’s Health Directorate, and the
Surgical and Critical & Family Services Division that succeeded it in 2007, recorded complaints about
care and treatment, administration, staff attitudes, (medical) adverse outcomes, diagnosis problems
and waiting times.

4.38 No quarterly reports for 2008 were seen by the Investigation. An annual report for 2007/08 was
within the evidence. It showed a consistent pattern of poor response rates, increasing referrals to the
Healthcare Commission and very little information on the actions taken to deal with the issues raised
by the complainants. Papers from 2009 referred to changes made to the complaints procedures.
The complaints reporting to the Board remained consistently poor in approach and content for the
remainder of the time period under investigation — although new formats were introduced in 2012.

4.39 Throughout the period under investigation, information was provided to the governance
committees and, through them, to the Board. The focus is not on the lessons learnt or the issues
arising from the complaints, but predominantly on the time taken to process an investigation.
Information of a valuable nature that might have identified trends, clinical issues or consistent service
failures appears to be absent in any meaningful way. Minutes from the meetings do not provide any
additional insight, as they tend to be very limited in nature.

4.40 |In conclusion, we found that there were within the Trust processes and procedures for
handling complaints. The Trust’s governance around assessing and reviewing procedures seems,
on the basis of the evidence we have seen, to have been poor. The quality of the information shared
with the Board was poor, focusing on numbers and rates of completion within specified times, rather
than identifying issues and learning. But even within these limited parameters, there are signs of poor
performance. We found evidence of significant numbers of complaints taking well over four weeks
to be responded to, and, if anything, a pattern of declining levels of performance. No evidence has
been seen of action to address this, such as ensuring that there was sufficient resource available. We

8 Morecambe Bay Hospitals NHS Trust Complaints Procedure, 2004.
™ Trust Board paper, 1 April 2004: Complaints and medical claims.

5 Trust Board paper, 30 March 2005: Complaints.

6 Trust Board paper, 7 June 2006.

7 Trust Board paper, 27 June 2007: Complaints.
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heard from a manager involved in complaint handling that “[there were] three key members of staff
[who] either went part time or left, which left us extremely shorthanded”.'®

4.41 We found evidence of pressure among the staff managing complaints, and questions about
whether resourcing was sufficient to manage the process within the Trust’s policies. However, given
the consistently poor levels of performance by the Trust and the apparent lack of action, it seems to
us reasonable to conclude that this was not seen as a priority by the Trust.

4.42 The experiences of some of those who have come forward and been interviewed by the
Investigation would support this conclusion. In one instance, we were told that a complaint received
by the Trust within a couple of days of the incident was stopped by the Trust after six weeks with
no resolution, because, the family believed, the Trust was investigating another case. The complaint
review did not start again for another six months.™ Within this time period, there were meetings,
evidence was sought and there was correspondence between the complainant and the Trust, but
no conclusion to the process until over six months had passed. Then there was no satisfactory
conclusion to the complaint from the family’s point of view.

4.43 On reviewing the way that this complaint was handled, we found the process to be chaotic
and poorly coordinated. Initial contact was rapid, but then the issues were not followed up and it
did not follow an acceptable process. Delays grew longer and, if the family had not been proactive,
the complaint might have continued to drift. In this and other cases, procedures were not followed
appropriately, and whilst this may have been intended to help resolution, it did not lead to effective
management of the complaint.

4.44 \We formed the view, on the basis of what we heard and saw, that complaints were seen as
an administrative chore by the Trust, to be completed as quickly as possible before addressing the
next case. Opportunities for learning were missed, and it is hard to see how complaints were being
used by the Trust to improve the care it offered patients.

4.45 \We believe that the Trust needs to consider carefully how it interacts with patients and families
through complaints. It cannot see them as administrative tasks, but rather as insights into the working
of the organisation. Complaints can be an essential route to tackling systemic and individual failings
within an organisation. The approach during the period of the Investigation does not demonstrate
that anything changed as a result of the lessons learnt by the failures in service. The Board needs
to be vigilant and to challenge its officers about the complaints it receives, and not be satisfied with
number-based reports.

Trust profile, 2004-08

4.46 Between 2004 and 2006, it is clear from what we heard that the major priorities for the
organisation were: the clinical service configuration affecting North Lancashire and Cumbria, within
which the Trust was a major service provider; the clinical strategy within the three site organisations;
the Trust’s ability to achieve financial balance; and achievement of operational targets. All of these
were key to a successful Foundation Trust application. Reviewing the external indicators of Trust
performance which applied to all NHS Trusts at that time, it seems to us that the overall impression
that would have been gained was of an organisation performing relatively well in comparison with
other similar Trusts. These indicators would have contributed to reassuring the Trust Board that all
was well.

4.47 The Trust had been categorised by the Healthcare Commission in 2004 as a three-star Trust,
the best classification on a scale of zero to three. We saw that it had received positive feedback

8 Graham Hall interview.
9 Reported by family member to Panel.
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from the Department of Health regarding governance proposals and consultation documents in
relation to its Foundation Trust application, and had been awarded level 1 CNST accreditation for
maternity services in 2004 and level 2 in 2008. In 2005, the Trust was categorised as ‘excellent’ in
a number of aspects of Healthcare Commission inspections. The Healthcare Commission Annual
Health Check gave the organisation an overall rating of ‘good’ for general and paediatric services.
The Trust performed above average in the national patient survey between 2004 and 2006, and
above average in the maternity users’ satisfaction survey in two-thirds of the measures (2007). The
Patient Environment Action Team (PEAT) inspections, involving members of the public and external
stakeholders, led to ratings of ‘excellent’ at every hospital site (2005). In relation to staff management
and well-being, the Trust received ‘Improving Working Lives Practice Plus’ status in 2006. All of these
achievements would have contributed, in our view, to reassuring the Trust Board and external bodies
that the Trust was providing safe and effective services.

4.48 Application for Foundation Trust status was influenced mainly by performance in the NHS
star ratings, and the star ratings were influenced by operational targets, finance, high-level quality
assessments by the quality regulator (the Commission for Health Improvement or the Healthcare
Commission) and some measurable clinical indicators (for example numbers of MRSA bloodstream
infections). The Trust began working towards Foundation Trust status in 2004, relatively early in the
life of the Foundation Trust policy. The first indication of the decline in fortunes of the Trust began with
loss of star ratings between 2004 and 2006: it fell from three to two stars in 2004, at which point the
chief executive informed the Board that, as a result, the plans to seek Foundation Trust status would
be “slowed down”;?° and from two stars to one in 2005, which was explained to the Board as being
“financially related”.?' From 2007 to 2010, pursuing Foundation Trust status remained an aspiration
of the organisation and the NW SHA, although Tony Halsall, Chief Executive from 2007, told us
that in his view the organisation was “a million miles away” from being ready for Foundation Trust
status.?? Nevertheless, efforts toward this continued in spite of the organisation being in a challenged
position: it was financially stretched and was running small-scale, relatively expensive services across
a number of geographically distant sites without a confirmed clinical strategy for either the sector or
the organisation (a very contentious issue, with public protests taking place at the time in relation to
the review of services). The Trust also had an equal pay claim to deal with, following its earlier merger,
which is noted in the Trust Board papers as having a potential financial impact in the region of 10% of
turnover,?® and, as was the case for all Trusts, the Trust was required to meet operational targets and
maintain service quality. In our view, this was a substantial and challenging agenda for a moderately
sized Trust to deal with, even without the added demands on limited management capacity of the
process of application for Foundation Trust status.

Maternity services, 2004—08

4.49 At this time, the key concerns for the Trust Board in relation to maternity services seem
to us, on the basis of what we have seen and heard, to have been strategic and financial. lan
Cumming (Chief Executive 2004 to September 2006) described to us the process that had taken
place to review maternity services across the Trust.?* Maternity services then, as now, were provided
from three sites: obstetric services at the Royal Lancaster Infirmary (RLI) and FGH, and a midwife-
led service at Westmorland General Hospital (the Helme Chase unit). The review identified that the
National Tariff did not cover the cost of the three services and left a funding gap of £5.4m, and there
were future risks around being able to recruit adequate numbers of obstetricians and midwives to

20 Trust Board minutes, July 2004.

21 Trust Board minutes, July 2005.

22 Tony Halsall interview.

23 Trust Board minutes, February 2008.
24 Maternity Services Review, 2006.
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run the service. The conclusion was that it was either not possible to sustain all three services in
their current format, or, if all three services were to be maintained, either costs would need to be
reduced or the service cross-subsidised from other profitable Trust services.?® Public opinion strongly
opposed a reduction in services at FGH maternity unit, and the decision was taken to continue the
existing service pattern by cross-subsidising costs from other income. We were told that the PCT
was informed of this, but no response was received.?®

4.50 Given the financial constraints, actions to look at costs, efficiency, service planning and
increasing user involvement were also identified. To this end, the head of midwifery was charged with
implementing risk management training for midwives, and with involving midwives more in service
strategy and planning. This suggests to us recognition of the need to encourage the midwives to
think about safety, but also about the relationship between costs and types of services, and to be in
a position to influence, with users, the type of service that it would be most fitting to provide in the
different obstetric settings in the future. The review also looked at staffing levels using the Birthrate
Plus tool. The recommended levels for FGH at the time were similar to the actual numbers of staff in
place: 38.6 midwives and 16.6 support staff recommended, compared with the actual levels of 39.8
midwives and 10.6 support staff. It was therefore planned to undertake a skill-mix review and convert
midwife posts to support-worker posts as posts became vacant.?”

4.51 Itis clear, from the evidence that we saw and heard, that the Trust was considering its future
strategy in relation to maternity services, based on concerns about financial viability, staffing and
sustainability. We found no evidence that any concerns about the safety of the service or other
aspects of its quality were raised at Trust Board level prior to 2008. David Telford, the Trust’s medical
director from 2001 to 20086, told us that maternity services in FGH were “not on the radar”.?® The
Trust Board was aware that its maternity services required subsidy from other income, and of the
risk that inadequate funding might compromise staffing cover. The review of midwifery staffing it
had commissioned suggested adequate levels. However, many interviewees emphasised to us the
difficulty of recruiting medical staff to obstetric and paediatric posts at FGH, particularly in light of the
perceived remoteness of Barrow and the limited nature of the clinical workload. We heard that the
Board was conscious of the diversion of limited resources to fund locums to cover vacancies, and
was mindful of the need to strengthen recruitment to permanent posts.2°

Trust profile, 2008-10

Overview

4.52 From 2008 to 2010, the situation that the Trust found itself in changed significantly. All the
evidence that we saw and heard underlined the fact that the Trust still saw achieving Foundation
Trust status as its key priority, and it was supported in this by the NW SHA. We also heard that
clinical service reconfiguration remained a concern: the clinical services strategy for the Trust had still
not been agreed, and consequently finances remained a problem. Problems in maternity services
first came to the Board’s attention in November 2008, as a result of a complaint concerning the
death of Joshua Titcombe from neonatal infection, which was notified to the Board in view of likely
impending publicity. When five maternity-related serious untoward incidents (SUls) were identified in
a declaration on incidents to Monitor in February 2009, as part of the Foundation Trust application,
this was a clear signal of potentially significant problems. The Trust initiated a number of external
reviews. The first was an in-depth investigation into the care of Joshua Titcombe, which, although

25 lan Cumming interview.

2 lan Cumming interview.

27 Annual Review 2004/2005 Maternity Services — Morecambe Bay Hospitals NHS Trust.
28 David Telford interview.

2 June Greenwell interview.
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based only on written records and statements, identified failings in the care of mother and baby.°
Subsequently, a further two reviews were commissioned: the Flynn review,® completed in June
2009, looked at management arrangements related to maternity services; and the Fielding review,
commissioned in 2009 and completed by August 2010, looked at clinical governance of maternity
services.®? The Flynn Report identified some positive aspects of the management arrangements,
but criticised the lack of multidisciplinary working. The Fielding Report highlighted more issues of
significance. There is no evidence that the Trust responded to these reports robustly through the
governance process at any level, and chances were missed to recognise and tackle the significant
clinical issues.

4.53 These events and the Trust response are described in more detail in the following sections.

Clinical governance in the Trust, 2008-10

4.54 The governance arrangements continued unchanged until 2011, but the remit of the medical
director increased to incorporate research and development (R&D), emergency planning, occupational
health and safety and legal services, as well as clinical governance. These changes were mirrored
by changes to the Board committee structure: the Clinical Quality and Safety Committee remained
a sub-committee of the Board, but an Integrated Risk Committee was set up to report to it. The
maternity risk sub-group reported to this Integrated Risk Committee.

4.55 We reviewed examples of committee reports, and found that these were reasonably detailed,
identifying numbers and trends in incidents and complaints over time, which were discussed
appropriately. We were, though, mindful that the usefulness of this discussion and the subsequent
reporting upwards to the Board were critically dependent on the completeness and quality of the
incident reporting and on the detail provided on complaints. As has been set out elsewhere, both
were significantly deficient.

4.56 An integrated performance report was a regular item at the Board from 2009 onwards. This
report gave a high-level review of performance in the areas of finance, efficiency (which largely consisted
of progress against cost improvement targets), activity, performance against national targets, quality
and safety, and workforce. The report was presented graphically to show Trust-wide trends, with
some divisional breakdown and explanatory text. The workforce section contained charts showing
trends in vacancies, sickness absence, turnover, maternity leave, grievances and disciplinary cases,
suspensions and whistleblowing. The quality and safety section dealt with performance against
MRSA and Clostridium difficile targets, trends in terms of total incidents reported, with numbers of
incidents per service for the previous month, trends in complaint numbers and response times, and
numbers of complaints that had been reopened or referred outside the Trust.

4.57 In our view, the intention of these arrangements was sound, and the content of the reports
is not dissimilar to what we would have expected to see elsewhere. However, it is notable that the
integrated performance reports were entirely focused on those issues that required close monitoring
and attention in order to meet Foundation Trust requirements. The obvious flaw is that items that were
not a priority for achieving Foundation Trust status received no systematic review, unless identified by
exception by the relevant sub-committee. Otherwise, the minutes of the Clinical Quality and Safety
Committee were presented as ‘information only’ items, and there is no evidence that these items
were ever discussed.

30 External Investigation into Serious Untoward Incident at Furness General Hospital: Baby Joshua Titcombe (Chandler,
Hopps and Farrier Report).

31 University Hospitals of Morecambe Bay NHS Trust, internal audit report 2010-11, serious untoward incident — maternity
(Flynn Report).
%2 Review of Maternity Services in University Hospitals of Morecambe Bay NHS Trust: Final Report (Fielding Report), 2010.
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4.58 The Trust-level clinical governance structure seems to us to have been operated by delegation
of consideration of problems by the Board to the Clinical Quality and Safety Committee, which in
turn delegated them to the divisions to handle. We heard, however, that this did not work in practice.
We heard, for example, that the main task of a service manager in the Family Services Division was
to “keep the numbers right” on referral to treatment times and outpatient follow-ups, and that as a
service manager he had little to do with clinical risks.2?

4.59 Whilst we believe that the delegation of responsibility to divisions is likely to have been
appropriate, given their central role in the delivery of services, we heard that there was no subsequent
feedback to the Trust-level committee to provide assurance that issues actually had been dealt with
operationally.®* We believe that this was an inadequate approach, as was acknowledged in hindsight
to us by the medical director at the time.

4.60 In summary, the Board did receive information on quality issues, including incidents and
complaints, and important workforce issues. But not only was the initial reporting of both incidents and
complaints deficient, but also the reporting systems from the Board sub-committees upwards were
not detailed enough to detect either significant events or trends unless these had been recognised
and highlighted by exception further down the governance structure. Problems in maternity were
further obscured by the division being part of a larger group. This relied on the clinical staff within
maternity recognising and highlighting their own problems; as we have seen, they singularly failed to
do so.

The cluster of serious incidents

4.61 Between February and October 2008, a sequence of five serious incidents occurred in the
maternity unit. A baby suffered complications shortly after pre-term delivery following poor risk
assessment and paediatric management. A mother died in pregnancy due to the effect of high
blood pressure that had been inadequately monitored during antenatal care. Another mother (Nittaya
Hendrickson) died following a series of poor clinical decisions involving management of a high-risk
pregnancy, induction of labour, monitoring of the baby in labour and recognition and response to the
mother’s collapse. The baby, Chester, subsequently also died from the effects of shortage of oxygen.
A further baby, Alex Davey-Brady, was stillborn due to shortage of oxygen in labour, following poor
management of a high-risk pregnancy, inadequate monitoring of the baby during labour and lack
of response to slow progress in labour. In October, a baby, Joshua Titcombe, died from infection
following spontaneous rupture of the membranes; examination, monitoring and treatment of the
baby were inadequate, given that the mother had become acutely unwell shortly following delivery
and required intravenous antibiotics for a serious infection.

4.62 \We found no evidence that the first event had been investigated as an incident; unit
investigations were carried out in relation to another three events, and followed the same pattern
as seen previously, with findings dominated by the need to keep better records and little emphasis
placed on the failures of care that were evident. A consultant obstetrician, Prabas Misra, involved
in the care of Alex Davey-Brady’s mother wrote to the clinical director, Ibrahim Hussein, and others
including the Trust’s medical director, drawing attention to serious concerns and referring to the
similarity to an intrapartum stillbirth in 2004. This was the death of Elleanor Bennett, but neither Mr
Misra’s concerns nor the previous incident were reflected in the incident report or the investigation
meeting.%®

38 Julian Grieves interview.

34 Peter Dyer interview.

35 Peter Dyer interview.

% Letter from Prabas Misra to Ibrahim Hussein, Clinical Lead in Obstetrics, 17 October 2008.
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The Joshua Titcombe case

4.63 Although this was not the first serious incident in maternity at Furness General Hospital in
2008, we were told by Tony Halsall, the Chief Executive, that he first became aware of a problem in
maternity services when he received a letter from James Titcombe. He reported the complaint to
the Board, adding that an investigation had been initiated “as part of our clinical risk management
procedures”, and that the complaint may result in media interest.3” The review of the care of Mrs
Titcombe and Joshua was carried out by an independent experienced midwife and obstetrician,
based on review of the clinical records and staff statements.® An investigation by the supervisor of
midwives also took place, but was delayed pending completion of the external report. The Chandler,
Hopps and Farrier Report concluded that several opportunities had been missed to spot Joshua’s
infection and treat it before it had become life threatening. The authors highlighted in particular
deficient monitoring of the baby by midwives, but the delayed supervisor of midwives investigation
played down the importance of this factor and the possibility that better monitoring might have
identified the problem before the baby became critically ill.

4.64 Mr Halsall was critical of the supervisor of midwives report, and subsequently wrote to the
Local Supervising Authority Midwifery Officer (LSAMO) expressing concerns about the independence
of the investigating midwife, the quality of the investigation and therefore the validity of its findings.*®
These concerns were later reflected in the review of the case by the Nursing and Midwifery Council
(NMC).

4.65 The Trust formally accepted liability for the death of Joshua and, following referral to the NHS
Litigation Authority, a settlement was made in February 2009. Mr Titcombe did not accept that the
Trust had been fully open in responding to his complaint, and referred the matter to the PHSO.

4.66 An incident investigation was also undertaken subsequent to the external review, but did not
identify a clear root cause. Action following this internal investigation included a review of all clinical
incidents between April 2008 and March 2009, which was reported as showing “no significant trends
identified and no overall increase in level of cases reported”.*°

4.67 Meanwhile, a Local Supervising Authority audit was undertaken of the midwifery supervisory
arrangements at FGH, and the Trust commissioned a review of the management of maternity
services: the Flynn Report.

Monitor governance submission

4.68 In February 2009, the Trust was required to submit paperwork to Monitor in support of its
application for Foundation Trust (FT) status. This included a statement on SUIs: the Trust identified 12,
5 of which were maternity incidents that occurred in 2008. It does not appear to us, on the basis of
written and interview evidence, that the Trust considered that these five incidents might constitute an
unexpected cluster before it was required to complete the Monitor submission. However, the Trust’s
notification to Monitor resulted in its Foundation Trust application being put ‘on hold’ pending further
assurance.

37 Trust Board minutes, November 2008.

%8 External Investigation into Serious Untoward Incident at Furness General Hospital: Baby Joshua Titcombe (Chandler,
Hopps and Farrier Report).

% Letter from Tony Halsall to Marian Drazek, 16 July 2009.

40 University Hospitals of Morecambe Bay NHS Trust, internal audit report 2010-11, serious untoward incident — maternity
(Flynn Report).
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4.69 We were told that once Monitor had raised the issue of the apparent cluster of the five maternity
SUls, they were reviewed.*' Peter Dyer, Trust Medical Director at the time, told us that he thought
all five had been investigated in accordance with standard policies: “They were all, as far as | know,
went [sic] through a mechanism called StEIS [Strategic Executive Information System], which was
the way in which incidents would be reporting [sic] up to the SHA. | was absolutely satisfied that they
were properly investigated, that we took external review when necessary, and that we acted upon
those.”* The process for all maternity incidents involved the clinical director and the head of midwifery
reviewing each case, although we heard from several interviewees that in practice the review was
done by the maternity risk manager, and the clinical director was not routinely involved.** We saw
consistent evidence that unit reviews carried out by the maternity risk manager were superficial,
protective of midwives and failed to identify problems arising from a lack of multidisciplinary team
work. External opinions were commissioned in relation to two of the cases. One was an independent
opinion on the cause of a maternal death, commissioned by the coroner prior to an inquest. The
second was a more detailed review of a neonatal death, although based only on clinical records and
statements.* There was no external review of all five cases taken together, although we were told
by the chief executive that after their declaration to Monitor they were discussed as a group on a
number of occasions:

“The SHA, as | recall, were aware of the cases. As | say, there was definitely one particular
meeting where the SHAs handed over responsibility to the PCTs. Where we handed over
case by case, and each of those cases were live cases that were discussed openly in
the room. So | know that from the SHA — | know that we had the Board to Board, two
occasions during the foundation trust process, where they were discussed. At the two
Board to Boards that we had with Monitor the cases were discussed in detail. And | know
they were discussed in detail with the CQC [Care Quality Commission].”*

4.70 Mr Halsall also told us that the incidents were discussed with the Board after the declaration
to Monitor, and this is confirmed in the minutes of the Trust Board meeting of 22 July 2009. The
minutes state that the chief executive updated the Board on the serious untoward incidents “that
the Board had been appraised of previously”.%¢ The cases were introduced to the Board one by one,
identifying their current status.

The Flynn Report

4.71 The Flynn Report was commissioned by the chief executive following the review of the Joshua
Titcombe case by Chandler, Hopps and Farrier, which had identified failings in care. The brief was
to investigate the management arrangements in the Trust’s maternity services and to compare them
with national best practice. Liverpool Women’s NHS Foundation Trust was identified as an example
of national best practice against which to benchmark the Trust. The reviewer interviewed staff and
looked at documentary evidence.

4.72 The report was produced in June 2009 and concluded that governance arrangements for
midwifery were adequate and had improved significantly since the incident (there appears to have
been no recognition by the review of the other incidents), that relationships with external stakeholders
had improved in the last 18 months, and that, although interdisciplinary arrangements had improved

41 Peter Dyer interview; Tony Halsall interview.
42 Peter Dyer interview.
43 brahim Hussein interview; Jeanette Parkinson interview.
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since the incident, these were still problematic and there was still “some way to go” to match those
in Liverpool.*” The report found that management systems in maternity services had been improved
since the incident, and suggested that the maternity strategy for 2009-12 should be commended
and supported by the Trust.

4.73 In summary, although the report raised issues of multidisciplinary relationships, and the
possibility of improving current governance arrangements by adopting some of the systems of
Liverpool Women’s Hospital, it fell short of suggesting that the shortcomings identified were critical
issues that needed urgent attention. In light of subsequent events, we must regard this as a significant
missed opportunity.

Trust response to the Flynn Report

4.74 At the time the Flynn Report was produced, in June 2009, the regional CQC gave the Trust
a ‘Red’ risk rating, indicating that the CQC should give the Trust a high degree of attention and
scrutiny, on the basis of the incidents and concern over the production of action plans in response.
The NW SHA's lead on clinical risk, Angela Brown, produced a briefing which outlined the incidents
and stated that the Flynn review had reported that management arrangements in the maternity unit
were fit for purpose and the unit had made considerable progress over the previous 18 months, but
that there was a need for improvement in interdisciplinary working.*® The CQC was also reassured
that the local PCTs would in future provide oversight of further SUls, although it must be noted that
this would fall to two PCTs since the reconfiguration of the former Morecambe Bay PCT, and that the
Trust would produce an action plan which would be shared with the CQC.

4.75 In response to the Flynn Report, Jackie Holt, Trust Director of Nursing, met with the director
of nursing from Liverpool Women’s NHS Foundation Trust and agreed the terms of reference for joint
working by the two organisations’ maternity units. These arrangements are described in a briefing
paper by the head of midwifery at the time, and were based on the Trust “observing, sharing and
comparing” practice in areas of governance, supervision and multidisciplinary working.*® In August
2009, the Trust produced an action plan which was shared with the NW SHA and the CQC.%° The
action plan referred to the Flynn Report, and identified a series of actions, including the ‘twinning’
arrangements with Liverpool, the learning from the Baby Titcombe case, and the use of a maternity
dashboard to report maternity outcomes to the Board.

4.76 Onevisit to Liverpool by the head of midwifery and the risk manager did take place in April 2010,
and the documentation shows that CNST, governance and supervision were discussed.®’ However,
we heard from several interviewees that the arrangement did not prove of lasting benefit, and it is not
clear whether any further meetings took place, whether other members of the multidisciplinary team
were involved, and whether the initiative addressed the findings of the review, particularly in relation
to multidisciplinary working.

4.77 There is no evidence that the Flynn Report was reviewed at Trust Board level or by the
Trust Clinical Quality and Safety Committee. There is no evidence of formal tracking of the actions
contained within the sustainability plan. In 2009, no Clinical Quality and Safety Committee meetings
took place between May and September.

47 University Hospitals of Morecambe Bay NHS Trust, internal audit report 2010-11, serious untoward incident — maternity
(Flynn Report).

4 Angela Brown interview.

40 Briefing paper by Angela Oxley, 25 August 2009.

50 Women'’s and Children’s Services Improvement Sustainability Plan 2008/09 onwards.

5! Notes by Angela Oxley of the meeting during the visit to Liverpool Women’s Hospital, April 2010.



CHAPTER FOUR: Trust response

Progress to Foundation Trust status

4.78 During 2009, achievement of Foundation Trust status remained a prime ambition for the Trust,
and we heard consistently that this demanded a high proportion of time and attention from executive
directors. In September 2009, the Board was updated about the “continuing complex and frustrating
delay with regard to our application”.®? This was said to be in part due to the Healthcare Commission
passing over responsibility to the newly formed Care Quality Commission which resulted in a change
in systems, with an additional requirement that the CQC should register and satisfactorily risk-rate
every Trust prior to its authorisation as a Foundation Trust, although it is clear to us that the delay was
triggered by Monitor’s concern over the 2008 incidents. The minutes of the formal Board meeting
record that the chairman and chief executive had met with the regional director and area manager of
the CQC, and they had identified a number of key issues for the Trust, one of which was related to
the need for an action plan and assurances in relation to the last 2008 incident.>®

4.79 The minutes of part 2 of the same Board meeting record that the chairman and chief executive
had also recently met Monitor in London to “get a handle on the process”, as it had not been
completely clear how the revised system would operate.>* The minutes do not record that the wider
maternity safety issues were discussed in either part of the meeting.

4.80 At the same meeting, the Trust Board also discussed the impending NHSLA assessment at
level 2. The Trust had at that point achieved level 2 in maternity. It was noted that, if successful, this
would lead to a reduction of 20% in its financial premium for the next quarter. It was also noted that
the CQC would take this assessment into account when coming to a decision about the Trust risk
rating, and the chief executive added that the assessment “built confidence in the organisation”.®®

4.81 Following this, the Trust put significant effort into achieving NHSLA accreditation. As described
earlier, this was an externally assessed accreditation process that focused on the presence of
sound policies and processes, and evidence from audits, document review and interviews with staff
that policies and processes were actually being put into practice. In our opinion, the accreditation
process was challenging, but formulaic in nature, and it was possible to be successful by applying
a rigorous approach to ensuring that policy content, document control, audit and specific items
of audit evidence were put in place. Qualitative issues and clinical outcomes did not feature in the
assessment process. The Trust was successfully accredited at level 2 in January 2010.

The Fielding Report

4.82 Although on the evidence of her briefing to the CQC, the NW SHA'’s clinical quality lead,
Angela Brown, appeared reassured that the issues of concern related to maternity services were
being appropriately addressed by the Trust, she described to us an informal meeting with the director
of nursing and head of midwifery at a regional nursing event at which she expressed continued
reservations. She told us that she suggested to them that they might need another review to make
sure that nothing had been missed: “There’s a thing about the different reports that you’ve got that’s
a potential hole in the middle.”®® Her concern was, she told us, “That they haven’t gone far enough to
pick up what those systemic issues might be... This was around, ‘Have you understood everything
that has happened that is important? Are you certain of that?’”®" It is unclear whether she expressed
the view to the Trust officers that this would mean looking again at the previous incidents, but it
is difficult to see how her question “Have you understood everything that has happened?” could

52 Trust Board minutes, 23 September 2009.
53 Trust Board minutes, 23 September 2009.
54 Trust Board minutes, 23 September 2009.
% Trust Board minutes, 23 September 2009.
% Angela Brown interview.
57 Angela Brown interview.
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be addressed otherwise. Ms Brown was clear to us that she expected the review to re-examine
the incidents: “Now, | made some assumptions around that... that, actually, within that kind of
investigation, you would have looked at the incidents to see what had come out of them and then
follow that on, but that was my assumption.”®® She said that the Trust had told her that “they wanted
to pick up all the other incidents but also have a piece of work that would enable them to move
forward, and that actually made sense, as going to another stage to give them additional assurance,
which seemed to add to that”.*®

4.83 The chief executive introduced the idea of the external review at part 2 of the Trust Board
meeting on 22 July 2009, describing it as a clinical governance review of maternity services, exploring
safety, effectiveness, user experience and team-working. He suggested that an experienced manager
and two clinical professionals should be engaged to do this. When challenged by the non-executive
directors about the need to use external professionals, and the cost of doing the review, it is minuted
that Mr Halsall replied that an objective independent review was required to “challenge the mindset
of the team and individuals”.®°

4.84 We asked Mr Halsall how he would have identified a connection between the incidents. He
told us that in his view, a connection could be characterised by clinical similarity of presentation or
complications, or involvement of the same clinicians, or because they all demonstrated a similar
pattern of deficit in clinical quality and standards. The review of the cases that had taken place did
not indicate clinical similarities, but he did appreciate that the incidents may have been indicative of
more generic failings in care and standards. Other interviewees were clear that at this time the view
within the Trust was that the 2008 incidents were not linked.®"

4.85 The chief executive told us that he decided that a review of governance was required in
relation to all the units, because he did not want the impression to be given that this was just an issue
affecting the maternity unit at FGH:

“Because what we had is almost a denial from one part of the Trust that actually the
problem was anything to do with them. So, you know, these issues happened at Barrow
and therefore nothing to do with Lancaster and Kendal and everything else. So what |
wanted to do, when we — when | commissioned [the Fielding review], was to say, ‘So what
are the structures then?’ So putting that at one side, in terms of cases, what are the things
that we would start to build was a sensible single clinical governance structure.

4.86 In addition, he said to us that even had the problem been restricted to FGH, options for dealing
with the problem were limited, and in particular it would not be possible just to close the Barrow
unit. Instead, he said, his strategy was to bring in clinicians from elsewhere to link with and influence
the clinicians at FGH, in the form of the ‘twinning’ relationship between the Trust and Liverpool
Women'’s Hospital suggested by the Flynn Report, and to use the outcomes of the proposed review
of governance as a stimulus to improve services across all sites.

4.87 We heard further detail from the medical director at the time. He described problems that
were suspected at the time due to midwives and obstetricians acting as two separate professional
groups, perhaps based on differences of gender and ethnicity.5® In addition, he described to us poor
relationships between the Lancaster and Barrow sites, with unwillingness by professionals to work
across the two sites. The clinical director responsible for maternity services was based in Barrow and

% Angela Brown interview.

% Angela Brown interview.
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was not popular with colleagues at Lancaster. We were told that these issues had been discussed
at an Executive meeting, and it was hoped that the external report would shed light on these issues
and their impact on services.

4.88 On the basis of what we heard, however, there were further objectives behind the way that
the review was commissioned. First, it was seen as a means of ‘getting past’ a perceived loss of
confidence in the Trust, as a result of the Foundation Trust application being put on hold:

“So the process at that point then was Monitor wanted the Care Quality Commission
to then say, ‘Right, okay, we've reviewed everything. They’re on a risk rating and we’ve
reviewed the risk rating down to green.’ That’s what the process was. We went — myself
and Eddie Kane the Chairman went to see Bill Moyes and Miranda Carter at Monitor to say,
‘Right, okay, this is where we think we are, what is it — you know, what happens? What is
it we need to do? What is it people want to see?’...

| commissioned the report from Pauline Fielding... that was around trying to look at clinical
governance and — not to review the individual cases, but to come back and say, ‘Look, in
terms of the governance across this patch, what could we do? What structure could we
put in place... that would get us past this?’7

4.89 Secondly, it is clear from what Mr Halsall said that he did not consider that this could be a
long-term pre-existing problem, but rather he thought it was a recent issue that had been highlighted
by a random increase in incidents:

“I mean | had no reason to believe that anything had happened or changed there that
changed the overall safety of the Unit. | was assured by the Head of Midwifery and by
the — and by the Associate Medical Director that the Unit was safe. We hadn’t changed
anything in terms of number of midwives or doctor’s rotas or anything that would have...
destabilised it in that sense. So | guess we were as confident as we could be that, you
know, that we were dealing with something that we thought we understood.”®®

4.90 Although we heard slightly different accounts of how the team was identified to carry out the
review, it is clear to us that the NW SHA's clinical quality lead identified Dame Pauline Fielding, who
had carried out similar work for the NW SHA previously. On this occasion, however, we heard that
the NW SHA had left the commissioning of the review to the Trust. Dame Pauline told us that she had
written the terms of reference herself, after a meeting with Mr Halsall at which she was explicitly told
not to reopen the investigation into the five cases, as they had already been individually reviewed and
it had been demonstrated that they were not connected. An external obstetrician and midwife were
identified to provide expert clinical input. Although Mr Halsall put forward a different view, we believe,
on the basis of what we heard consistently from a range of other interviewees, that the written terms
of reference were not shared outside the Trust prior to the review.5®

4.91 Dame Pauline told us that she began the review in January 2010, later than hoped because
of travel difficulties caused by the bad weather, and submitted her report in March. The review was,
she told us, hampered by limited administrative support for the review and difficulty in accessing
the individuals she needed to talk to, especially the Trust Board. Although confident in the midwifery
advice she was receiving, she was less confident in the obstetric advice. Dame Pauline told us that
she had concerns about some of her observations on the unit, but would have raised any significant
issues urgently with Trust management.®” The report identified a range of key issues that comprised
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a lack of robust clinical governance activity at unit level: the need for a continuing audit programme in
response to the results of investigations; the need for midwife managers and supervisors of midwives
to agree on criteria for dealing with staff following incidents; the need for a review of the supervisor
role and way of working; acceptance criteria for the Helme Chase midwifery-led unit; a staffing level
and skill-mix review (in relation to staffing levels at Royal Lancaster Infirmary); paediatric medical cover
arrangements; improved systems for dealing with complaints and measuring patient experience;
improved systems for implementing and monitoring guidelines and protocols; improving records;
multidisciplinary working and leadership; and consideration of different models of midwifery service
provision that might better meet the needs of the future.® Although, as with other reviews, there were
some positive findings, the overall report painted a picture of a dysfunctional and compromised unit
that required corrective action.

Unannounced Care Quality Commission inspection of maternity services at Furness
General Hospital (June 2010)

4.92 The Trust received the first draft of the Fielding Report in March 2010. It was sent back for
redrafting twice, and was not finalised until August 2010. The nature of the redrafting requested is
not clear to us; neither of the previous drafts was retained, and the only suggestion that we heard
was that the Trust requested the removal of some names, such as that of the associate medical
director.?® Interviewees including Dame Pauline were, however, clear with us that the changes made
were only minor and did not affect either the findings or the recommendations. None of those we
asked could account for why such minor changes took five months to complete.

4.93 In April 2010, the Trust was registered by the CQC without conditions. The CQC had already
reduced its risk rating of the Trust from ‘Red’ to ‘Amber’, on the grounds that it believed that the
2008 incidents were unconnected, and that the Trust had an action plan in place in response to the
last 2008 incident. In addition, the Trust had, in common with all NHS providers who were required
to register at the same time, provided self-certification that its structures, processes and services
were sound. It seems to us that it would have been inappropriate to omit reference to the concerns
that led to the Fielding review, even had the initial draft report not been available at the time; but we
could find no evidence of a reference.

4.94 Shortly after registration, the CQC reduced its risk rating of the Trust further to ‘Green’, and
as a result the Foundation Trust application was reactivated.

495 The CQC made an unannounced inspection of Furness General Hospital in June 2010 to
follow up discussions that had been taking place regarding service quality and care. The outcome of
the review was that the service was deemed compliant in all respects. The report identified a number
of positive developments: there was new documentation; maternity services had recently achieved
NHSLA risk management accreditation at level 2; staff indicated that there was a closer working
relationship between midwives and doctors; a full review of staffing had taken place; supervision and
appraisals were more formalised; and more regular audits were taking place. The report provided an
external perspective on the service that appeared to confirm that the shortcomings that had been
identified in previous reviews were being resolved. However, this must be seen in the context that
the Trust itself was far better placed than an external inspection process (which itself remained poorly
developed at this stage) to assess the true picture, and even had Trust staff been able to convince
themselves that the underlying problems were being addressed, those privy to the Fielding Report
drafts knew that a rather more detailed assessment was much less optimistic.

%8 Review of Maternity Services in University Hospitals of Morecambe Bay NHS Trust: Final Report (Fielding Report), 2010.
8 Fraser Cant interview.
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4.96 Meanwhile, the Trust continued preparation of the application for Foundation Trust status.
Routine review of governance arrangements is not apparent from the evidence submitted to the
Investigation. However, in July 2010 the Trust was required to submit to Monitor a Board statement
and detailed Board memorandum on its quality and governance arrangements. This was a high-level
assurance, addressing specific questions raised by Monitor. The assessment did not address clinical
governance at divisional level.

4.97 The memorandum and statement were designed to show that the Board was satisfied that:

®  “the Trust has, and will keep in place, effective leadership arrangements for the purpose of
monitoring and continually improving the quality of healthcare delivered to its patients; and

® due consideration has been given to the quality implications of future plans (including
service redesigns, service developments and cost improvement plans).”’°

4.98 The Board statement and memorandum were self-assessments of the governance and quality
arrangements in place within the Trust. These were all signed off as being delivered by the Board.”

Response to the Fielding Report

4.99 Dame Pauline told us that following finalisation of her report in August 2010, she was surprised
that she received no feedback and was not invited to present her report to the Trust Board. She
told us that she had also suggested a follow-up review, but the Trust did not take that up either. She
believed that all these expectations were shared with the chief executive before the review, and was
left with the view that “no-one was particularly worried”.”

4.100 We heard conflicting versions of how the Fielding Report was handled by the Trust. Ms Holt,
Director of Nursing, subsequently mentioned to Angela Brown at the NW SHA that it had been taken
to part two of a Trust Board meeting in 2010, but we could find no minuted evidence of this, and
when the report was finally presented to the Board in April 2011, the record suggests to us that this
was the first time the Board had seen it. The chairman at the time, Eddie Kane, told us that there
was a very clear steer from the Trust Board, the chief executive, medical and nursing directors,
that the action plan would be cascaded to those who needed to take action to implement the
recommendations. The chief executive, Mr Halsall, told us that it had not been handled properly:

“First of all, just say, you know, we handled the Fielding Report incorrectly. So, you know,
even if we hadn'’t liked the Fielding Report and didn’t think it was, you know, credible, or we
didn’t like the information, it should have gone to a minuted meeting of the Board from a
governance point of view, without any doubt. So, you know, | don’t believe for one second
that that was done in terms of trying to cover up a report or to, you know, anything else.
But there’s no doubt whatsoever we were wrong in terms of not ensuring that went to a
minuted meeting of the Board, and | don’t think you can get past that, and I've never tried
to sort of — to get past that, and | think in my dealings with Monitor etc. I've never tried to
make — make that any different...””®

Ms Holt told us that she had spoken to the clinical team about it, but could not say whether it was
“embraced and owned” by the clinical team.™

70 Board memorandum on quality governance arrangements — University Hospitals of Morecambe Bay NHS Foundation
Trust, 1 February 2010.
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4.101 Both Mr Halsall and Peter Dyer, Medical Director, told us that they were disappointed with
the content of the report, which did not highlight the issues that the executives were hoping for, and
this, in their view, contributed to the report being ‘lost’, instead of being presented to the Board and
communicated to staff in the divisions and at clinical level. Mr Halsall told us that one of the reasons
the report was not taken to the Board was the lack of a Board secretary, and this resulted in less
than adequate governance and follow-up at Board level and a risk of things slipping through the net
during exceptionally busy times:

“[The Fielding Report] was very much around, as | say, about trying to get an angle on
clinical governance across the system. That first came back in around about the time
where the Care Quality Commission had downgraded our rating from red to green and
Monitor then triggered the next part of the process, and so we were just being asked for,
literally, you know, hundreds of documents.”’®

Given the emphasis that we were told had previously been placed by the Trust on the Fielding
Report, we did not find this a convincing explanation.

4.102 The evidence we heard from staff at divisional level indicates that there was no follow-up of
the report in 2010, and many clinical staff remained unaware of its content. Fraser Cant, Divisional
Manager, said:

“I can remember talking to Angela Oxley (Head of Midwifery) about that, and | remember
Angela saying to me, ‘What’s happening about this report?’ and | said, ‘Well we haven’t
had it back to the division,” and | didn’t know whether it was going to the Board, because
I think the Board commissioned it. And | didn’t know what was going on with it, to be
honest with you, but we did — there was an agreement that we proceed, because there
was, from a professional perspective, the midwifery service and the obstetric service had
some issues with some of the content of it...

But it was not progressed in the way that | think it should have been progressed. In other
words, where’s the action plan? First of all, received by the Board, the action plan, [sic]
how the reporting mechanisms and the delivery of it would be up through the organisation
through the governance structures. That was not clear.”"®

4.103 The following year, when the Trust was asked to provide evidence of action in response to
the report, a communication from the director of nursing suggested that, although there was no
action plan, the Trust had been working on some appropriate measures, and stated that it was the
division’s decision whether to adopt all the recommendations of the Fielding Report. Clinical staff,
including midwives and obstetricians, were unable to recall any specific action in relation to the report
at all.”” The maternity risk manager did not recall being asked about implementing the actions of the
Fielding Report until sometime afterwards.”®

4.104 The Fielding Report was not shared with the NW SHA at the time of completion. Angela Brown
told us that she asked Ms Holt for a copy of the report:

“Jackie said that she would let us have that report as soon as they could, and it didn’t
come in and it didn’t come in.

What Jackie also told me was, ‘It hasn’t really told us anything that we didn’t know and
we weren’t working on. This is work is progress, but it is about taking us forward.’ So, she

® Tony Halsall interview.
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sent to me a document that had some of the key recommendations or what | thought were
the key recommendations, as well as what was the — she’d put on that as well the terms
of reference, which was the first time I'd seen the terms of reference. And on the bottom
of that was also confirmation that CQC had done a visit into the unit and that everything
had gone well.”"®

She also said to us that:

“We had looked at some of the clinical indicators that were telling us this Trust was on an
improvement process and this seemed to fit. But, as | say, the report just didn’t come in
and the next thing | knew they had gone to foundation trust status.”®°

4.105 After all we have heard of the events surrounding the Fielding review, it seems to us that the
principal objective in Trust executives’ minds was to use it as a means of getting the Foundation Trust
process back on track. In fact, given the findings of the report, it was more likely to have had the
opposite effect, and we believe it is in that context that the prolonged redrafting, lack of disclosure
to the Board and relevant Trust staff, and the failure to share it with external bodies should be seen.

Summary

4.106 A number of things began to emerge to indicate problems in maternity services. There was
a serious complaint, the letter of concern from Mr Misra, and a cluster of incidents, against a back
drop of strong suspicions that there was a dysfunctional culture in the unit. Appropriate actions were
taken in terms of seeking external reviews and opinions, but the evidence and sequence of events
suggests that these actions were prompted by a threat to the progression of Foundation Trust
status, rather than a belief that the unit really did have serious systemic safety problems.

4.107 By the time the Fielding Report was completed, the Trust had achieved CNST level 2
accreditation, and the CQC had deemed the unit compliant with all standards, and was sufficiently
reassured to reduce its risk rating to ‘Green’. The Trust was authorised as a Foundation Trust in
October 2010.

4.108 The findings, recommendations and actions of the reviews were not followed up by the Trust
Board or the Executive; there was no ongoing scrutiny of the service or any rigour around ensuring
that actions were being implemented.

Following Foundation Trust authorisation, 2010-12

Overview
4.109 In October 2010, the Trust was authorised by Monitor as a Foundation Trust.

4110 The inquest into the death of Joshua Titcombe was scheduled to take place in early
May 2011. The CQC became aware of the content of the Fielding Report in April 2011. The Trust
commissioned NHS Audit North West to undertake a review of the Trust’s response to the Fielding
Report, which offered assurance despite the lack of a written action plan at the point the audit was
commissioned. The Fielding Report was taken to the Board in April 2011, just before the inquest was
expected to take place.
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4.111 The coroner was critical both of the evidence he heard and of the care given, and issued a
rule 43 letter following the inquest, setting out that the Trust needed to take action to improve staffing
levels, multidisciplinary working and record keeping in order to prevent further deaths. The police
became involved as a result of the coroner’s concern over a missing observation chart.

4112 The CQC carried out a further unannounced inspection of maternity services jointly with the
Nursing and Midwifery Council in June and July 2011 that resulted in a warning notice being issued.
At this point, the maternity services had clearly become a significant concern for the Trust Board, and
were generating increasing external pressure on the Trust. By September, the Trust was responding
to action plans in relation to the Fielding Report, the NMC report on midwifery supervision and
the CQC inspection. Monitor found the Trust in breach of its terms and commissioned two further
external reviews, one of maternity services (by a clinical team from Central Manchester Hospitals
Trust) and one of Trust-wide governance (by PricewaterhouseCoopers). Both of these reports were
highly critical. Other serious issues emerged. The transition to a new electronic patient management
system highlighted a major problem with incomplete follow-up outpatient appointments. When
national mortality data was published in September 2011, the Trust was identified as having the
highest hospital standardised mortality rate in the country; this was subsequently demonstrated to
be due to the new information system not identifying comorbidity or palliative care correctly, and
returned to previous levels once this had been corrected.

4113 All of these activities resulted in a plethora of inspections, action plans, interest and requests
for information from the full range of external stakeholders, police involvement and intense media
scrutiny that, we heard, threatened to overwhelm the Trust’s ability to respond, whilst continuing to
manage its services from day to day. An intervention known as ‘Gold Command’, more usually used
as part of the response to a major incident, was initiated, we heard, by Jane Cummings, Director of
Nursing and Performance at the NW SHA, as a way of bringing together the various stakeholders,
coordinating action plans aimed at securing safety of services, pulling together the various strands
of activity, assisting with communications, and controlling requests for information from multiple
sources. Following the arrival of Sir David Henshaw as interim chairman of the Trust, there were
extensive changes to leadership of the Trust, with, in effect, a new Board from mid-2012.

Authorisation as a Foundation Trust

4.114 Monitor made the decision to authorise the Trust as a Foundation Trust at its meeting on 29
September 2010. The summary of performance which was assessed by the Monitor Board indicates
that the decision was based on the Trust’s financial stability (scored as 3, the highest rating), together
with good scores for quality governance and corporate governance. The measurable clinical quality
indicators cited in the Monitor paper were reported numbers of MRSA and Clostridium difficile
infections, accident and emergency (A&E) and cancer waits, and door to thrombolysis time following
heart attack. On more qualitative issues, it was reliant on the opinion of the CQC, which had reported
to Monitor at the time that it had “no concerns” about the Trust.®" The Monitor paper included
evidence from the CQC that there were “robust systems for multidisciplinary working in place”,®? that
the Trust was “compliant with all required standards of safety and care”,®® with “evidence of Trust-
wide focus on supporting quality through systems, practice and people development post maternity
challenges in 2009/10” and that there was “review of all unexpected deaths”.8* Monitor itself noted
that its observation of the Board and the Clinical Quality and Safety Committee provided evidence of
direct challenge to the executive team by the non-executive directors on quality issues.

8! Monitor Board decision meeting, 29 September 2010, about University Hospitals of Morecambe Bay NHS Trust.
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4.115 In line with Monitor’s routine processes, Trust performance was reviewed on a quarterly
basis following authorisation. From the time of authorisation until the early part of 2011, Monitor’s
documents indicate that it was aware of no serious problems. In the period from January to March
2011, Monitor first noted that an inquest was to be held that could generate negative publicity for the
Trust. By the period April to the end of June 2011, the outcome of the inquest was known, and this
prompted a joint responsive review of maternity services by the CQC and the NMC, which was to
look specifically at midwifery supervision arrangements. Monitor also planned to initiate independent
reviews of maternity services and Trust-wide governance.

Revisiting the Fielding Report

4116 Atthe beginning of 2011, there was a clear increase in interest from external bodies, including
the CQC, the NW SHA and Monitor, in the Trust’s responses to previous incidents. We believe, on
the basis of what we heard, that this was prompted by the impending inquest into the death of
Joshua Titcombe. We found indications in contemporary documents that potential adverse publicity
surrounding the inquest was a significant factor in reigniting interest in the Trust. Whilst we can well
understand that ‘reputation management’ is a legitimate concern for any NHS body, we found it
disappointing, and understandably distressing to families, that this appeared to be the trigger for
further action, not the underlying concerns.

4117 Following an email from one of the families in February, referring to a “secret report”, the
NW SHA's quality lead, Angela Brown, was concerned that this might refer to the Fielding Report. She
contacted the Trust in February 2011 to check that the report had been shared with the appropriate
people and was being actioned. She was told by Ms Holt, Director of Nursing, that it had been to
part 2 of a Board meeting in 2010.8° We could find no evidence that the report had been presented at
a formal Board meeting in 2010, and when it was taken to the Board in April 2011 the minutes gave
no indication that Board members had seen it before. On that basis, we believe that if the Fielding
Report was presented to part 2 of a 2010 Board meeting at all, it received only a brief mention and
was not discussed substantively. The renewed interest in the report in 2011 coincides with evidence
from Trust staff that indicates a change of approach to the Fielding Report. The divisional manager
for family services, Fraser Cant, exempilified this:

“The action plan started, I think, from memory, in February of 2011... The director of nursing
following it up with one of the matrons... And then everything that should have formally
[been] happening previously started to happen in terms of pulling together the evidence
and demonstrating the change. "

4.118 In April 2011, the Trust commissioned NHS Audit North West to carry out an audit of progress
on the Fielding Report action plan. The Fielding Report was belatedly presented to the Board by the
director of nursing on 27 April 2011, with the assurance that there would be an audit report available
in mid-May. The Board was reminded that there would be a related inquest in early June, and that the
Care Quality Commission had carried out a review of maternity services at Furness General Hospital
in June 2010 that had been positive. As we heard from several interviewees,®” and as is clear from
documentation, there was no action plan in response to the Fielding Report in April 2011. Clinical
and middle management staff told us that they were unaware of the Fielding Report until 2011 and
that in 2011 there was no great priority given to responding. An email exchange from April 2011
exemplifies that lack of engagement of staff and the mixed signals. A maternity matron wrote to the
director of nursing:
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“Joyce [McGullion] and | are very concerned to hear today that we are going to be audited
on the progress made to date on the Fielding action plan. We only saw the report a few
weeks ago... Fortunately we have been working on a lot of the points raised... but... we
need to undertake and update this piece of work prior to the audit.”®®

The reply was on the same day:

“l was surprised to hear this from Sue [Knowiles, acting Head of Midwifery] given there was
a meeting... last year... and the Division were asked to work on an action plan... | also
made it clear that it was the division to decide whether to adopt all the recommendations. .. ”®°

Whether or not the director of nursing had expected the division to produce and implement an action
plan in 2010 — and the comment the she did not know “whether that report was embraced... by the
clinical team” would make it an optimistic assumption — it is clear that it had not produced an action
plan and that there was no follow-up in the interim to see if it had.

4119 The audit was published in May 2011, with an audit opinion of “significant assurance”,
although the majority of actions are identified as “started” or “ongoing” rather than completed.®
In addition, recommendations that had not been accepted were recorded as completed. We can
only conclude that the auditors failed to recognise that the action plan was retrospective and the
recommendations optional. The internal auditors carried out several subsequent reviews of the
action plan over the next year, with the audit demonstrating that increasing numbers of actions had
been completed, although the reviews that were subsequently to take place suggest that these audit
opinions were flawed.

4.120 It is the Panel’s view, based on all the evidence we heard and saw, that the Trust was
prompted to revisit the Fielding Report by the forthcoming audit and likely adverse publicity, and
quickly produced an action plan and initiated an audit as a response. The reference to the successful
CQC visit reinforces the belief that the Trust was placing more emphasis on the successful CQC visit
as a source of assurance than on the more challenging Fielding Report.

4121 The Trust had not informed the CQC either of the Fielding Report before 2011. The CQC
regional director during most of 2010 was Sue McMillan, who was clear in speaking to us that she
had no knowledge of the report before January 2011, when she received an email from Mr Titcombe
asking if she had seen the Fielding Report, which he attached. Ms McMillan told us that within a
matter of hours Mr Titcombe had phoned to ask her to delete the report at the request of his lawyer
(it had been sent to Mr Titcombe as part of the papers for the forthcoming inquest into the death of
Joshua). Ms McMillan checked that the Trust had not shared the report with the CQC and found that
it had not. She formally requested all maternity documentation and reports, and obtained a copy
from the Trust in April 2011: “They didn’t respond straightaway, but we pushed it and — we did, and
eventually we got it in April.”®" In Mr Halsall’s view, this was not deliberate, but was an oversight:

“That first came back in around about the time where the Care Quality Commission had
downgraded our rating from red to green and Monitor then triggered the next part of the
process, and so we were just being asked for, literally, you know, hundreds of documents.
| don’t believe we purposely decided not to do anything... | think it got lost in between
everything else that we were doing at the time, if I’'m being honest.”%

88 Email from Karen Weakley to Jackie Holt, 14 April 2011.

8 Email from Jackie Holt to Karen Weakley, 14 April 2011.

0 NHS Audit North West, University Hospitals of Morecambe Bay NHS Foundation Trust, Internal Audit Report 2011-12
(Fielding Report).

9 Sue McMillan interview.
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Following the Joshua Titcombe inquest

4.122 The inquest took place on 2 June 2011. In giving his verdict, the coroner was strongly critical
of several aspects of the accounts given by midwives in court and the loss of an observation chart,
as well as of the clinical care.® It is clear to us, on the basis of the evidence we saw and heard, that
the preparation of staff for the inquest went beyond what could be considered proper. At a meeting
with midwives called to give evidence, a solicitor for the Trust’s legal advisors presented a series of
difficult questions that might be put to witnesses. There is no record of what discussion took place
at the meeting, but Jeanette Parkinson, Maternity Risk Manager, told us that she then prepared a
set of what we could only describe as ‘model answers’ to the questions and circulated it to all the
midwives involved. The similarity of evidence, particularly on the lack of knowledge of the significance
of a low temperature in a neonate, was noted by the coroner.

4.123 The chief executive reported the outcome of the inquest in part 2 of a meeting of the Board
on 29 June 2011. It was reported that the chief executive and director of nursing had met with the
Care Quality Commission two days previously. They learnt that the CQC was considering the Fielding
Report and the subsequent follow-up audit report. The chief executive informed the Board that an in-
depth review of the Trust’s maternity services should be expected. At that point, a number of actions
had been put in place. A new clinical lead for paediatrics and obstetrics, and a new head of midwifery
had been appointed. This was thought to provide “an opportunity for continual improvement in
maternity services, facilitating an integrated service between midwives and clinicians” .%*

4.124 Ataroundthistimein 2011, the Trust’s governance structure was reviewed, and responsibility
for governance and patient experience moved to the nursing director. The nursing director was
supported by a new post, the associate director of quality and governance, to whom, in turn, the
head of patient safety, the head of risk compliance and the head of patient experience reported.

Care Quality Commission warning notice in September 2011

4.125 The inspection by the CQC took the form of an unannounced visit to the maternity units
of the Trust between 18 and 20 June. It found poor compliance across six outcomes: three with
major concerns and three with moderate concerns. A warning notice was issued in respect of the
concern relating to the assessing and monitoring quality of service provision. The Trust was given
until 21 November 2011 to become compliant with all the outcomes identified. Many of the issues
of concern reflected those identified in previous reports, particularly the Fielding Report: privacy and
dignity in relation to the layout of the unit and the route from labour ward to theatre, and emergency
out-of-hours arrangements. And although the CQC found that there were systems in place to
evaluate and monitor care delivery and practice, actions were not always taken in response to results
in a timely manner.

Nursing and Midwifery Council report, October 2011

4.126 The NMC carried out a review of midwifery supervision in the Trust. Midwifery supervision is
a mechanism intended to maintain standards and ensure safety in midwifery practice. It dates from
the time when most midwives were independent practitioners responsible for home deliveries, and
as a result it operates in isolation from other clinical governance and professional regulatory systems.
This separation of systems had caused friction in 2008/09 when the chief executive had delayed
the midwifery investigation, pending completion of the Trust’s external investigation into a neonatal
death. The subsequent midwifery report failed to identify shortcomings that were evident from the
external review.

% Transcript of inquest into the death of Joshua Titcombe.
9 Trust Board minutes, 29 June 2011.
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4.127 The midwifery supervisory function in maternity units is overseen by the Local Supervising
Authority, at that time hosted by the SHA (now by NHS England) but professionally accountable to
the NMC. Marian Drazek, LSA Midwifery Officer until 2010, told us that supervision at the Trust was
“not as dynamic” as in some others.% Whereas in some Trusts supervisors appeared to be proactive
in contacting the LSA often to ask for advice or to make suggestions, the supervisors at the University
Hospitals Morecambe Bay Trust just “got on with it”.°® There were, she said, incidents that should
have been notified but had not been. Her successor, Lisa Bacon, also told us that investigation
reports from the Trust were not of good quality in terms of presentation, which, she felt, was likely to
be indicative of the quality of the investigations also. We were struck by the observation that, despite
these consistent concerns about the quality of supervisory investigations, the LSA system seemed
unable to take action to intervene until the NMC review. Although the LSAMO could report concerns
to the SHA, which could take them up with Trust management, this is an indirect route, particularly if
the organisation is a Foundation Trust; this seems to us a cumbersome system where patient safety
is involved, and ineffective in the case of this Trust.

4.128 The NMC attended the Trust to carry out its review in July 2011. This review focused solely
on the arrangements for the statutory supervision of midwives, with the aim of identifying whether
these arrangements were effective in supporting safe practice and identifying and responding to
unsafe practice.

4.129 The report made 19 recommendations, 6 for the Trust Board, 2 for the Local Supervising
Authority and 11 for supervisors of midwives. These covered governance, risk management,
collaborative working and leadership, and again reflected many of the common findings within other
reports, including the need for a systematic approach to developing and maintaining midwifery
guidelines, better use, understanding and dissemination of the risk register, improvements to privacy
and dignity of women going to theatre, security of records and collaborative working.®” The final
report was issued on 10 October 2011. Viewed with knowledge of the full range of failure within the
maternity unit and Trust, the recognition of poor supervisory practice and inadequate investigations
is weak. We believe that this reflects the narrow focus of the review that resulted, probably inevitably,
from the isolation of the LSA mechanism from other clinical governance systems.

Trust response

4.130 The outcome of the CQC and NMC inspections and immediate actions were presented to
private meetings of the Board in September and October 2011. Further leadership changes were
made, with two new clinical leads working across the two obstetric units (FGH and RLI), one for
obstetrics and one for gynaecology, and two new consultants were appointed. These changes
removed responsibility for clinical leadership of the maternity unit from the previous clinical lead and
associate medical director, Mr lbrahim Hussein. The division developed an action plan to address
the issues identified by the CQC, to be implemented over the next three years. Finally, the Board
discussed the capital funding required to improve the maternity unit facilities and solve the problems
in getting patients from the delivery suite to the obstetric theatre. The discussion reflected the difficulty
of achieving improvement, both in finding the capital required and in identifying a physical solution
that would not be detrimental to other parts of the service, but the Trust chairman made it clear that
maternity, and achieving CQC compliance, were priorities for the Trust. Maternity was also placed at
the top of the risk register.%®

% Marian Drazek interview.

% Marian Drazek interview.
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4.131 In October, the Board was informed of the plans for the clinical review commissioned by
Monitor, and the Monitor governance review. The NMC review of midwifery supervision had been
published, and the minutes reveal the Trust’s disappointment that positive references to safe practice
present in a previous draft did not appear in the final version: the Trust had been hoping to use
selected quotes in a press release in response to the adverse CQC report. We heard and saw
consistent evidence that at this time the Trust’s emphasis in responding to reviews and reports was
strongly on accenting anything positive and minimising the usually much more substantial negative
findings. The chief executive told us that, although he was by now aware of significant shortcomings
in maternity services, it was important that the service continue and “we were trying... to keep public
confidence”.®® In our view, it is wrong to issue press releases claiming that services are of high quality
when there is knowledge that they are not. Not only is this misleading and falsely reassuring, but it
also serves only to increase the frustration and alienation of patients who have been harmed, and
their relatives.

4.132 The Minutes also record that the Trust had engaged a consultant midwife from Imperial
College London and a supervisor of midwives to assist with midwifery practice, and that it intended
to undertake a detailed review of each midwife’s performance with support from the director of
nursing and the Human Resources Department. Midwives were also being transferred from the
maternity unit at Lancaster Royal Infirmary to Furness General Hospital to provide support, while their
positions were backfilled by locums. Two paediatricians had been appointed, with a brief to provide
an effective link between maternity and paediatrics. A hew associate medical director for family and
clinical services, Dr Richard Neary, had been appointed. A Serious Untoward Incident Panel, a new
sub-committee of the Clinical Quality and Safety Committee with executive, non-executive and PCT
representation, was established in November 2011. A risk summit was planned to give a number of
stakeholders (SHA, CQC, PCTs) the opportunity to identify concerns with Trust services, to take the
form of a monthly meeting, with weekly conference calls. All of these actions seem to us to represent
appropriate attempts to tackle problems. However, given the length of time those problems had
been allowed to persist (on account of previous missed opportunities for intervention), we are bound
to observe that the actions would take significant time to be effective.

Gold Command

4.133 Monitor found the Trust to be in breach of its terms of authorisation as a Foundation Trust on
11 October 2011. Accordingly it commissioned reviews of clinical services (the Central Manchester
review) and clinical governance (the PricewaterhouseCoopers review). During the same month, the
NW SHA declared a major incident as part of the National Quality Board process and established
a Gold Command. We believe that this was in response to the high level of activity from both the
CQC and Monitor regarding the Trust, although the use of major incident procedures is more usually
associated with urgent crises, such as infection outbreaks. Two sub-groups were established,
one for maternity/paediatrics and one for outpatients, in which problems had been identified with
appointment scheduling. The NW SHA delegated the lead role in Gold Command to one of the PCTs,
NHS Cumbria. The format was of regular, twice weekly, meetings of the sub-groups, each of which
required briefings and updates from Trust staff and generated actions for the Trust to fulfil. After each
meeting a briefing was provided to the Department of Health. Although a number of interviewees told
us that this process was designed to support the Trust,'® Trust executives explained to us that they
did not find this to be the case:

“Well, we then had a situation where the organisation was under extreme scrutiny. There was
a lack of capacity initially to deal with [the external bodies] | think. | have to say, personally,
trying to manage the day job, the day job has to keep being delivered to patients, and

% Tony Halsall interview.
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trying to manage an incident of a scale that was expanding was — I've never faced anything
like that in my career... | was the lead executive for Gold Command and sometimes those
meetings were twice a day.”"

“What was frequently happening is that somebody who hadn’t been part of something
would see a piece of information and react to it, even if that had been dealt with, and even
if we explained that this has been dealt with, you very often got to the point where you
couldn’t persuade people that it had been dealt with.” 1%

4.134 We were unable to find clear evidence of tangible benefit for the Trust and its services from
the Gold Command process, although it did clearly serve to keep the NW SHA and the Department
of Health better informed. On balance, we were unconvinced that the process had achieved anything
significant for the Trust and its services, but the requirement for briefings and updates did, we believe,
act as a significant distraction.

The Central Manchester Report, December 2011

4.135 Monitor commissioned a clinical review of the Trust’s maternity and neonatal services that
was carried out by a team from the Central Manchester University Hospitals NHS Foundation Trust,
comprising a senior nurse, midwife, obstetrician and neonatologist. The stated objective of the review
was to ensure that all immediate and potential safety risks within maternity and paediatric services
had been identified, and to assess and quality-assure the action plan that had been put in place by
the Trust to address the risks identified in the diagnostic review.

4.136 The Central Manchester team found various action plans in response to previous reviews.
The Gold Command initiative was also under way, and generated a high demand for briefings,
updates and meetings, as well as further actions for the Trust to implement.

4.137 The Central Manchester review reported in November 2011. It was strongly critical of the
lack of clinical leadership and the absence of an overarching strategy for the service. There was no
detailed review of people and systems to provide the Board with assurance that the services were
safe. The review team also found that the Trust did not have a robust mechanism for reviewing the
service against national standards and guidelines, and there was no evidence of a systematic review
being escalated through a governance or management structure.'®

4.138 Leadership within maternity services was identified as a major concern. There were no
strong role models; meanwhile midwives and obstetricians did not work together and blamed each
other for a lack of excellence. Given the recent serious incidents, the team found it inappropriate
that there was no senior presence at the FGH site, other than a band 8a matron (middle manager),
leaving a gap in visible leadership in an area of high risk. The review did not find any evidence of
implementation of the strong governance arrangements for paediatrics that had been recommended
by an external report in 2009.%*

4.139 Although the Central Manchester team identified changes that had been put in place to
strengthen governance arrangements at FGH, including additional posts to support practice, and
designation of a consultant obstetrician as labour ward lead, college tutor and lead for CNST, they
found that it had had little effect in practice. Critical incidents were still being reviewed by the midwifery
team rather than by a multidisciplinary team as was required, and obstetric incidents were not being
reported to the Integrated Risk Committee and therefore the Board.

101 Jackie Holt interview.
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4.140 The review team discovered that, although systems and processes were in place, the
assurance given to the Board was not robust. For example, the Trust set a target date for completion
of mandatory training of November 2011, but by then less than 2% of doctors in maternity and
paediatrics had undergone mandatory training. It found no joined-up approach to training and
professional development. The complaints system was poor and slow, with no real-time feedback
and an over-reliance on positive comments. The team concluded that the methodology used by
human resources to provide assurance to the Board was flawed.

4.141 In summary, it seems clear to us from the Central Manchester review that the Trust had
attempted to make some changes in management and governance structures and had action plans
in place, but there was no sign in October 2011 that these were having any effect in improving
services.

The PricewaterhouseCoopers governance review, 2012

4.142 ThePricewaterhouseCoopers (PwC)review of Trust-wide governance was also commissioned
by Monitor following the declaration that the Trust was in breach of its terms of authorisation as a
Foundation Trust. It reported in February 2012. Almost without exception, the report is damning in
its criticism of governance, the people, processes and systems at all levels. Some of the problems
underlying these findings may have been exacerbated by a degree of organisational turmoil that
undoubtedly resulted from the plethora of external reviews and their consequential action plans and
other external interventions, such as Gold Command. This was the view of senior Trust staff,’®® and
is reflected in what we heard from the report’s author:

“I mean, you have got a sense of a Board that was a bit overwhelmed really. We went in
there at a time of, you know, they were in crisis mode at that stage after everything that had
happened to them but | would summarise it overall by saying the governance processes
and procedures were broken really and given the way governance was not working, it was
not operating properly, | do not think the Board could have known everything that could
have gone on because it just was not getting the right information and the problem was it
did not realise it.”%

4.143 \We were also told by the report’s author that his observations did not suggest that
the problems were recent in origin:

“I mean, there was a governance structure that looked like it could have worked, it looked
like most governance structures... a Board and some sub-committees reporting in and
then divisional governance below that... [but] there was a lack of prioritisation amongst
a lot of people down at the divisional level. Middle management was overwhelmed by
the amount of work it had to do. There were action plans all over the organisation but it
would have been virtually impossible for anybody to actually locate them all and work out
who was responsible for what... A lot of things you would expect clinicians to be leading
on, divisional level, for example, it was the operational managers that were being held
to account. So a lot of them did not have that responsibility and as a result were deeply
disengaged.”"

105 Peter Dyer interview.
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Response

4.144 InDecember 2011, at the time the findings of these two reviews were emerging, the chairman
left the Trust. Sir David Henshaw was approached by Monitor to act as an interim chair. He told us
that, although he had previously been the chairman of the NW SHA, he was taken aback by what he
found on arrival at the Trust: “... when | went up there [to Morecambe Bay] and walked in and then
pulled the filing cabinet out, | was just staggered. Staggered.”'®® He told us that poor governance
was at the heart of the problem:

“The core of this problem was the lack of good governance of the Trust. It was — the Board
was not in control. And ‘not in control’ covers the whole gamut from everything — there was
no strategic vision other than, it seemed, to become an FI. That was the game at hand.
Once they got — that occurred, it seems to be that the second line running was, ‘well,
we will take over North Cumbria. That will become another game to play.” So there was
no clear vision, no clear strategy, the quality of the Board in its debates and the agendas
and the papers was very poor. It was not what | [was] used to wherever | had been. The
quality of the debate, as far as | could surmise when | interviewed all the members of the
Board and then talked to people about how it had operated, | mean, it was clear to me
that there was just an absence of what | would call even a partially functioning Board...
the way the hospital was run... the clinicians were on the edges, hanging [back] and
throwing the occasional brick, whilst managers stood there in the middle and did not lead
or manage because there was a lack of strategy and vision... Commissioners were very
disengaged.”®

4.145 His initial actions were to replace key executives and non-executives:

“Tony Halsall and I on the very second week had a conversation, and, I think, | made it clear
I didn’t see him as being the Chief Executive who would lead recovery on the basis of what
I had seen in the previous 10 days... So the Medical Director, | [had a] conversation with
him and he agreed he would stand aside once | found somebody that we could bring into
the role.”'°

Sir David Henshaw approached Eric Morton to take on the role of interim chief executive. Mr Morton’s
first impressions were similar: he found that the Trust had lost its way as a result of being overly
focused on achievement of Foundation Trust status to the exclusion of “the day job”;'" it had a poor
relationship with Clinical Commissioning Groups and clinicians, with both groups disengaged.

4.146 The interim chair and chief executive embarked on a series of changes of personnel,
divisional structures and processes during their time at the Trust, with the aim of improving services
and building confidence with the CQC and Monitor.""? A new substantive chief executive, Jackie
Daniel, was appointed in June 2012.

Summary, 2010-12

4.147 \When under the pressure of external scrutiny, the Trust belatedly attempted to demonstrate
that the Fielding Report had been subject to the proper organisational governance processes. Once
the inquest into the death of Joshua Titcombe had raised the profile of clinical failures in the Trust’s
maternity services, Monitor and the CQC initiated a series of inspections and reviews of the Trust.
The outcome of these was consistently highly critical of both services and governance arrangements

%8 Sir David Henshaw interview.
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in the Trust. Initial attempts were made to respond by improving leadership and management at
clinical unit level and addressing processes; but as the degree of scrutiny increased, the Trust
became overwhelmed by the level of external intervention and the additional activity generated.
Finally, the Monitor-commissioned Central Manchester and PwC reviews unequivocally concluded
that the actions that had been put in place had not served to improve maternity services, and clinical
governance systems remained inadequate. The scale of intervention and lack of confidence in the
leadership eventually resulted in the Board being dismantled and a new leadership appointed.

Whistleblowing response

4.148 The Investigation heard evidence from Sangeetha Kolpatti and Russell Dunkeld. Both
interviewees explained to the Panel that they had raised concerns about serious incidents they
had witnessed at the Trust and considered themselves to be ‘whistleblowers’.'"® Both Dr Kolpattil
and Mr Dunkeld were deeply disappointed and disaffected by how they considered they had been
treated by managers and colleagues at the Trust following what they regarded as a brave step to
whistleblow. Both expressed their distress that fellow clinicians did not share their concerns, even
when they suggested that there was evidence to support their claims.

4.149 The Investigation also interviewed Kirk Panter, Chair of the Staff Side at the Trust, who stated
that, from his experience, whilst serious concerns raised by staff at the Trust were not given urgent
attention in the past, the current Trust Board is more responsive when concerns are raised by staff
within the Trust. He considered that the Trust Board and senior managers take seriously and act
upon the concerns raised by whistleblowers.'#

4.150 Mr Panter told us that the Trust’s staff-side representatives encourage their members to
use existing policies and procedures to raise concerns, and will raise concerns themselves with
executive and non-executive directors, and that this is explained during the induction programme for
all new recruits to the Trust.'™

4.151 During the course of the interview programme, the Investigation Panel asked a cross-section
of staff from the Trust (clinical and management) if they were aware of how to report a serious
untoward incident, and whether information about the Trust’s whistleblowing policy was readily
available. Staff advised the Panel that they were aware of how to report an incident, could access
the current incident reporting system, knew where the whistleblowing policy could be found on the
Trust intranet site, and knew that concerns could also be submitted in writing to the Trust Board.

4.1562 The Investigation considered the results of the Trust’s staff surveys undertaken from 2004 to
2013 in respect of incident reporting and whistleblowing.''® Data on whistleblowing was not collected
by the Trust prior to 2008, and it was not until 2010 that staff were explicitly asked “if they knew how
to report fraud, malpractice and wrongdoing and if they felt safe doing so”.""7

4.153 It should be borne in mind that only a random sample of Trust staff are surveyed annually
(c.850) and of that group there is an average response rate of 65%.

18 Sangeetha Kolpattil interview; Russell Dunkeld interview.
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4.154 However, the results of the 2013 staff survey at the Trust suggest that, of those staff who
responded, 87% knew how to report any concerns they had about fraud, malpractice or wrongdoing
by staff, and of those 68% commented that they would feel safe raising their concern.''®

4.155 In its response to the findings of the survey, the Trust Board committed to:

“..ensure that staff are aware of the organisation’s whistleblowing policy and how to report
their concerns”. "9

4.156 This view was reiterated by the Trust’s chief executive, Ms Daniel, when she gave evidence,'?°
and by the Trust Board when its members were interviewed in respect of terms of reference 5 and
6.121

4.157 The Investigation did not have an opportunity to hear evidence explicitly regarding the Trust’s
whistleblowing policy. However, the report of the Freedom to Speak up review was published in
February 2015. The review, chaired by Sir Robert Francis QC, was an independent review into
creating an open and honest culture in the NHS. Mr Dunkeld advised the Investigation that he had
contributed to the Freedom to Speak up review, and Sir Robert Francis had already reported that he
had received hundreds of detailed contributions from a wide range of staff working in the NHS and
other organisations.

4.1568 The Morecambe Bay Investigation is confident that its findings will be considered by the
Secretary of State in conjunction with the findings of the Freedom to Speak up review.

Chapter conclusions

Key findings on the Trust’s clinical governance management

1. Clinical governance reporting structures and policies were in place at Trust level, and the
Trust Board would have taken assurance from successful CNST accreditation that these
were adequate. There were shortcomings in the way that they operated in practice, but the
Trust was far from alone in needing to develop its understanding at this stage.

2.  Management structures and understanding of the requisite roles and responsibilities were
inadequate for effective clinical governance at divisional level before 2008. There was a
fragmentation of the governance systems in the Trust, with managers responsible for
finance and operations, while clinical directors were responsible for clinical governance.
The two elements were treated separately, with performance and management targets
given clear priority. Clinical issues were not addressed, even where there were committees
in place, some of which did not meet or had poor attendance.

Key findings on the Trust, 2004—08

3.  We believe that a combination of poor clinical skills and knowledge, lack of engagement,
lack of ownership of problems, and failure to escalate concerns amongst maternity staff
led to problems not being evident at Trust level. Governance systems were not sensitive
enough to identify this problem in the absence of other indicators of poor outcome prior
to 2008.

4. Had the clinical problems been escalated effectively to more senior level prior to 2008, it
is possible that effective corrective action could have been taken before the dysfunctional

118 NHS National Staff Survey results from University Hospitals of Morecambe Bay NHS Foundation Trust 2013.
"9 University Hospitals of Morecambe Bay NHS Foundation Trust 2013 Staff Survey Management Report.
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nature of the unit that we have described elsewhere became embedded and more
widespread.

Key findings on the Trust, 2008-10

5.

10.

The initial response to the letter of complaint by James Titcombe was appropriate, but
became inadequate when further information became available subsequently.

The chief executive initially commissioned an external review of the Joshua Titcombe
case and then a management review of clinical governance arrangements in the maternity
unit. These appeared to be an appropriate attempt to identify underlying problems in the
maternity unit, but this approach was not followed through adequately.

The subsequent Fielding review was poorly implemented and missed opportunities
to identify the real problems. Insufficient attention was given to the commissioning and
support of the Fielding review to ensure its success, given the potential significance of the
issues that were suspected, and the evidence from serious incidents of the impact that
these issues were having on quality and safety.

The way that the report was dealt with by the Trust was significantly flawed, partly shaped
by the threat to the Foundation Trust authorisation process. Although we were unable to
find definitive evidence, we believe that, on the balance of probability based on all that we
did hear, Trust officers decided to give the report limited circulation amongst Trust staff and
to delay sharing it with external bodies.

The Trust’s achievement of the NHSLA risk management standards accreditation at level 2
in January 2010, the positive outcome of the CQC unannounced inspection in June 2010,
and the downgrading of the risk rating from ‘Red’ to ‘Green’, allowing the Foundation Trust
process to progress, all provided false reassurance that improvements had been made.
The failure to follow up formally the findings of either the Flynn or the Fielding review at
the level of the Trust Board, or to continue to progress the original aim of exploring the
acknowledged problems in obstetrics, once the external pressure had gone away, was a
failure of clinical and corporate governance.

Key findings on the Trust, 2010—12

11.

12.

13.

14.

It is our view that the belated attention to the Fielding Report was stimulated by the threat
of the imminent inquest in 2011 and the likely attendant publicity, and the consequent
renewed interest and scrutiny by external bodies. The response was too little, too late.
Once the result of the inquest was known, a series of reviews was initiated. These were
universally critical of the Trust. Prior to the outcome of the inquest, and without knowledge
of the Fielding Report, the same bodies had produced reports that were positive.

The senior management and Trust Board responded by making changes in personnel,
structures and processes, and the profile of maternity services was appropriately raised
at Trust Board level; but these changes were not enough, by that point, to have sufficient
impact. In addition, markedly increased levels of concern and intervention from external
stakeholders generated a rapidly rising additional workload, which had the effect of
overwhelming the organisation.

The Central Manchester and PwC reports revealed the fundamental and long-standing
nature of problems at all levels. With the emergence of additional problems elsewhere in
the Trust, it is our view that by this point a change in leadership was a necessary, but not
sufficient, requirement to begin to restore confidence.




CHAPTER FIVE: External response

Introduction

5.1 This chapter considers the external environment in which the University Hospitals of Morecambe
Bay NHS Foundation Trust (UHMB FT or ‘the Trust’) worked. It sets out our findings on the relationship
and communications between the Trust and external organisations in accordance with our terms of
reference 2(b), including the origins and responses to the externally commissioned reports that were
identified in the terms of reference 3 (all those listed in paragraph 2.4 other than the Fielding Report
and Clinical Negligence Scheme for Trusts (CNST) reports, which are considered in Chapter 4 of this
Report, which deals with Trust governance).

5.2 During the period of the Investigation, there were times when the health system, through its
interactions with the Trust, might have altered the response of the Trust and the health system to
the incidents that prompted the establishment of the Morecambe Bay Investigation (MBI or ‘the
Investigation’). These are examined in detail.

6.3 The key events to be considered are:

® The North West Strategic Health Authority (NW SHA) advised UHMBT on establishing the
Fielding review. It also made an assessment of whether the clinical incidents of 2008 were
linked — concluding that they were not, on which other bodies subsequently relied and
which the Trust took as confirmation of its view that they were not.

® The Secretary of State (SofS), on advice from the Department of Health (DH), approved the
entry of UHMBT into the NHS Foundation Trust (FT) pipeline in February 2009.

® The NW SHA and Primary Care Trusts (PCTs) both had responsibility for assessing whether
the Trust had properly addressed serious untoward incidents (SUls) and discussing what
was required with the Trust. This responsibility lay with the NW SHA at the beginning of the
period with which the Investigation is concerned and then transferred to the PCT in 2009.
The point of transfer enabled an overview of the Trust’s incidents in maternity care to be
taken. This was a significant opportunity to consider the quality of care and the possibility
of systemic problems.

® |n May 2009 the Care Quality Commission (CQC) was asked to consider investigating the
incidents that had arisen in 2008. Having completed an initial screening, it concluded that
the referral did not warrant investigation — in part because the incidents were thought not
to be linked.

® The Parliamentary and Health Service Ombudsman (PHSO) considered, and ultimately
rejected, a request to investigate the handling of one of the incidents. It is likely that the
interpretation of this decision by other bodies, including the Trust and the CQC, led to them
taking steps that would have been different had an investigation been launched.

®  During 2009 and 2010, Monitor considered the application of UHMBT to be a Foundation
Trust, culminating in its authorisation in October 2010. This was taken as further assurance
by the Trust that it was well governed. The process of authorisation involved the PCTs
and the NW SHA, and the CQC and Monitor took assurance on quality issues from these
bodies.
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® The CQC (initially through its predecessor the Healthcare Commission) monitored the
quality of care in the Trust throughout the period of the Investigation. It decided in April
2010 to register it without any conditions, contrary to expectations held by other parts of
the system in the months prior to that decision.

® Subsequent CQC activity included a number of visits to the Trust, regulatory actions
including formal warnings, and in particular a section 48 investigation in 2012 designed
to ascertain whether there were systemic failures within the Trust. The report made a
substantial number of recommendations for improvement at the Trust.

®  Monitor identified governance failures in the Trust during 2011, found an interim Chair and
commissioned diagnostic and governance reviews, which reported in 2011 and 2012,

® (Concerns about the effectiveness of midwifery supervision within the Trust led to an
investigation by the Nursing and Midwifery Council (NMC) in 2011, with recommendations
for the Trust and a follow-up report in 2012.

® Briefings were provided by DH officials to the Secretary of State in September 2011 and
July 2012.

® Parliament considered the position in a debate on 19 June 2013."

® The PHSO considered a number of complaints about the supervision of midwifery system
overseen by the NW SHA and undertook investigations, publishing its reports in 2013.

5.4 Each of these events is considered in the context of the framework for external oversight of
UHMBT and in the light of the effectiveness of that oversight in assisting or requiring the Trust to
improve the quality of its care and governance.

Context

6.5 The primary responsibility for direct clinical care sits with health professionals. The primary
responsibility for clinical governance sits with the Trust Board. However, there are a number of external
organisations who have responsibilities that relate to the scope of the Investigation. This section of
the Report relates to the work of those organisations. The Report describes a health system, which
has providers, commissioners and regulators. Within the system, responsibilities lie with each of
these types of organisations. What commmunities can expect, is that the system works, each element
does its part and that the components of the system communicate and work effectively together.
This includes commissioning the services that the Trust provides so as to ensure they are safe
and effective. Regulatory roles include ensuring that the Trust meets the prescribed standards for
registration as a health provider and also the governance requirements for a licence to operate as a
Foundation Trust.

6.6 This section examines the relevant aspects of the work of the following bodies who had
oversight responsibilities in connection with the Trust:

® The two Primary Care Trusts that commissioned services from UHMBT: Cumbria PCT and
North Lancashire PCT.

® The North West Strategic Health Authority, which was responsible for creating a strategic
framework for the NHS in the region, performance management and building the capacity
of the health system to improve. This included direct oversight of the performance of the
PCTs and also UHMBT until its authorisation as a Foundation Trust in October 2010. The
NW SHA had a specific statutory role as the Local Supervising Authority (LSA) in respect
of the supervision of midwives.

T www.publications.parliament.uk/pa/cm201314/cmhansrd/cm130619/debtext/130619-0002.htm
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The Healthcare Commission and the Care Quality Commission, which regulated NHS
providers. From April 2010 hospitals were not permitted to offer services unless they
were registered with the CQC, and the Commission carried out an assessment process
to determine whether UHMBT should be registered and whether this should be with any
condition or warning. The two Commissions produced quality annual ratings for the Trust,
carried out inspections and had powers to take a range of regulatory actions, which were
used at various points in the period covered by the Investigation’s terms of reference.

Monitor, who regulated Foundation Trusts, including assessing whether UHMBT met the
required standards for authorisation as an FT (during 2009 and 2010), and then keeping
under review whether it complied with the terms of that authorisation. Monitor has a range
of powers of intervention, which it exercised at various points during the years in question.

The Department of Health had five basic roles: setting direction and priorities, supporting
delivery, leading health and well-being for Government, accounting to Parliament and the
public, and supporting DH staff to succeed.?

The Secretary of State for Health, supported by his Ministerial team, has the fundamental
statutory duty to promote in England a comprehensive health service designed to secure
improvement in the physical and mental health of the people of England, and prevent,
diagnose and treat illness.®

5.7 This section of the Report also considers the actions taken by bodies to whom matters within
the scope of the Investigation were referred. These are:

The Parliamentary and Health Service Ombudsman, who has jurisdiction to investigate
maladministration on the part of NHS bodies. The Ombudsman was invited to consider
two matters: the first concerned the handling of a particular patient issue; the second
concerned the work of the NW SHA in relation to its responsibilities as LSA, ultimately
leading to reports upholding the complaints.

The Nursing and Midwifery Council, which was responsible for professional regulation,
including the oversight of statutory supervision of midwives and also the fitness to practise
of individual nurses and midwives who were referred to the Council.

The General Medical Council (GMC), which regulates individual doctors and also aspects
of medical education.

The Health and Safety Executive (HSE), which is responsible for ensuring safe systems of
work and entitled to investigate serious failures in such systems that cause death or risk of
serious harm. The HSE was invited to consider exercising its powers in respect of some of
the deaths that we have reviewed.

Primary Care Trusts

5.8 Until 1 April 2013 when they were abolished, Primary Care Trusts were responsible for a wide
range of statutory and non-statutory functions. These functions shaped the role of PCTs in the
health system — including their relationships with provider organisations, such as the University
Hospitals Morecambe Bay Trust. It is in exercise of these functions that PCTs were responsible for
the provision of hospital and community health services to their local population. In addition to the
specific requirements set out in law — various Health Acts, human rights legislation and employment
law — the Secretary of State for Health delegated powers to PCTs in order that they arrange for
other bodies or persons to provide services. It is on this basis that PCTs are able to commission

2 The DH Guide: A guide to what we do and how we do it. Department of Health, 2007.
3 National Health Service Act 20086, section 1(1).
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services from secondary care and community providers, such as NHS Trusts, Foundation Trusts and
independent providers.

5.9 In addition, PCTs had specific roles that they were expected to perform. These can be
summarised as:
® strategic leadership and planning;
®  partnership, engagement and planning;
®  providing or securing services;
® monitoring and evaluating;
® accountability and assurance;
® workforce;
® estatesand IT;
®  service-specific responsibilities relating to:
B mental health;
B young people;
offender health;
continuing healthcare;
maternity (provision of a Maternity Services Liaison Committee);

primary care.

6.10 The role of PCTs was complex and wide ranging. Until April 2013, PCTs played a major role
in the development and assessment of local health services. Their role was critical both in terms of
maintaining high-quality services and in the development of service-change, based on population
need. PCTs were required to monitor and evaluate local services, and to plan, in partnership with
their populations, service strategies which were then delivered through their commissioned services.
PCTs had a direct responsibility to ensure that high-quality services — including maternity services —
were commissioned to meet the needs of their populations, and also, through the monitoring of the
service providers, to ensure that this high quality of services was delivered.

6.11 PCTs had a responsibility for strategic leadership and planning. PCTs assessed the needs
of their populations and prioritised the issues that needed to be addressed. There is clear evidence
that the PCTs undertook both assessments of service priorities and population-based needs
assessments.*

5.12 Both Cumbria PCT and North Lancashire PCT faced challenging agendas, and were dealing
with significant service issues. In Cumbria, the focus was on the north of the county. Here, there were
unresolved strategic questions about community hospitals, and the future of Westmorland General
Hospital. In North Lancashire, the PCT’s attention was split between the Royal Lancaster Infirmary,
Blackpool's and Preston’s hospitals and community services. Both PCTs were also engaged in
reviews of mental health services. There does not seem to have been a direct focus on maternity
services or Furness General Hospital, and there was no indication of significant problems before
2009. In 2009 Janet Soo-Chung became chief executive of North Lancashire PCT and she identified
in her interview that a number of issues were raised with her about services at the Royal Lancaster
Infirmary, but that maternity was not one of them.®

4 Board papers and strategies.
5 Janet Soo-Chung interview.
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5.13 With significant strategic issues on the agendas of the PCTs, attention was not at this time
on UHMBT, and where issues were being raised they did not relate to maternity services. Under
such circumstances it is not unexpected that the attention of the PCTs was on other strategic
issues. However, there is a clear responsibility placed on PCTs to provide strategic leadership and
assessment of services. It is not unreasonable to expect a PCT to have a clear idea about a service
and to have a strategy for that service. No evidence of a maternity service strategy at either of the
two PCTs has been shared with the Investigation. Cumbria ran a major consultation in 2007, Closer
to Home,® on providing more healthcare in the community in the north of Cumbria, which covered
maternity-related services; and there was also a report by the director of public health, Born in
Cumbria, in 2009.” Neither of these reports is a strategic plan for maternity services. Dr Hugh Reeve,
former Medical Director at Cumbria PCT, told us that the Clinical Commissioning Groups (CCGs) had
not inherited a service specification from the PCTs.®

5.14 However, the PCTs also had responsibilities relating to the contracting, monitoring and
evaluation of existing services. In many cases an NHS Trust served the population of multiple PCTs.
In large urban areas a great number of commissioners can contract with a Trust. Conversely, there
can also be many different service options available to the population. In rural areas there are likely
to be fewer commissioners and little competition to local services provided by a Trust. The latter
was the case in Cumbria. The two main commissioners of the Trust were Cumbria PCT and North
Lancashire PCT. In 2009/10 the two PCTs were responsible for 97 % of the Trust’s contracted income
(56% from Cumbria PCT and 41% from North Lancashire PCT).® Whilst there was some variation
over the period of the Investigation, the two PCTs remained the main commissioners for the Trust.

5.15 It was normal practice where there were multiple commissioners for there to be a lead
commissioner. It was the responsibility of this lead commissioner to act on behalf of all commissioners
in the contracting of services with that Trust. The lead commissioner would agree with other
commissioners a commissioning plan and then negotiate, contract and monitor the services provided
for the populations. In this way a coherent and single approach to service provision can be agreed,
monitored and evaluated, without the provider trying to meet differing and potentially conflicting
requirements from other commissioners. Lead commissioning was common practice across the
NHS during this period. However, when questioned about this, the two PCTs were unclear about
who had lead responsibility, with both PCTs indicating that the other had responsibility and the
NW SHA stating that, in the North West, UHMBT was the only Trust where there was no lead
commissioning in operation.® 11 12

5.16 Where lead commissioning was not in operation there is always the potential for differing
strategies to be developed that might not provide a consistent and unified service for the population.
Priorities will be different and the lead arrangements can be used to reconcile this so that a single
approach to a Trust can operate. Communication between PCTs is paramount, in order that they
can understand and monitor the services they are commissioning. Without a lead commissioner
this can become fragmented and ineffective. The absence of lead commissioning arrangements
cannot have helped in the management of contracts by the PCTs. It demonstrates a lack of effective
communication between commissioners and a lack of focus on the Trust. This is further reinforced
by Cumbria PCT mainly looking to the north of the county and North Lancashire PCT looking at one

6 Closer to Home, September 2007.

" Born in Cumbria, September 2009.

8 Hugh Reeve interview.

® Morecambe Bay Board to Board report, 7 May 2009.
0 Sue Page interview.

1 Janet Soo-Chung interview.

2 Jane Cummings interview.
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part of the Trust (Royal Lancaster Infirmary) and then, not as a major focus of attention. Without focus
on a provider, it is easier for issues to be missed or not followed through.

56.17 Monitoring of contracts and latterly the performance management of the Foundation Trust
by the PCTs should have provided evidence to the commissioners of major failings in service.
Routine assessments and monitoring meetings were held and these should have identified service
issues. Indeed, monitoring did identify issues, but these were not related to maternity prior to 2008.
Monitoring raised concerns about outpatient follow-ups, urgent care and other services, but did not
specifically raise issues relating to maternity.

5.18 The other issue of concern was financial balance. There were clearly financial problems within
the Trust and dialogue over the levels of activity being undertaken by the Trust and the efficacy of
demand management. Debate between the Trust and the PCTs focused on cost improvements and
activity reduction plans — as was not uncommon at the time. There was recognition by the PCTs
that the Trust needed some further investment but the ability of the PCTs to do this was seriously
hampered by the problems in the north of Cumbria.'® Arbitrations by the NW SHA ended in support
for the providers in the north, which the PCT felt removed its ability to follow its priorities and invest
additional resources in UHMBT.

5.19 In summary, prior to the SUls, there were no specific concerns about maternity services
being raised with the PCTs through the contract and service monitoring. There were concerns being
discussed but these were not maternity focused. GP feedback was not picking up problems, patient
feedback was not raising significant concerns and subsequently attention was elsewhere.

5.20 Public Health had looked at population issues and provided a population-based assessment
of the whole life course in a series of reports and there was work planned on the impact of services
on small ethnic groups. Cumbria PCT did commission some investigation into maternal mortality,
but this focused on population-based analysis and there is no evidence that it identified any major
concerns or outliers, or that it was used specifically to look at cases at UHMBT.

6.21 The Investigation is satisfied that there were no significant signs of problems relating to
maternity services prior to 2008 that should have been picked up through the routine monitoring of
contracts by the PCTs. Nevertheless, there was a recognition that such monitoring was not the only
thing that might trigger concerns. Professor John Ashton, former Director of Public Health, Cumbria
PCT, and former Regional Director for Public Health North West, clearly recognised this when he
told us:

“... at the same time was there were three maternal deaths — three maternal deaths in two
years; two in one year and one the year before or the year before that. There were three.
And I’'m thinking nationally there are about 60 a year, and you’ve got three in Barrow in
a couple of years. Now this could be nothing, small numbers, statistically it could be an
aberration. They were all women that were born overseas as well, and you thought is there
something to be looked at further here? Are there cultural issues about access to good
services? What does it mean? Does it mean anything? Does it mean nothing? We need to
know more about this.”*

5.22 One of the specific functions that a PCT was required to provide was a Maternity Services
Liaison Committee. We could find no evidence that there had been one in place for the period
under investigation. It is possible that if this had been in place, concerns might have been raised
earlier about maternity services but this is by no means certain, as the feedback from GPs, service
users and from external assessments such as the CQC and the CNST were all positive at the time.

3 Sue Page interview.
# John Ashton interview.
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However, the committee should have been in place and could have acted as another route by which
concerns were received by the PCT.

5.23 A specific area of interaction between the PCT and the Trust related to the application for
Foundation Trust status. Initially the two PCTs indicated their support for the Trust’s application for
FT status.’ However, when the application was deferred, following concerns about the SUls, the
two PCTs met with Monitor and expressed concerns about the viability of the Trust’s business plan
and the competency of the Board.'® It was also stated that these concerns were raised with the
NW SHA. It is unclear how these issues were handled. The Investigation has not found evidence
that the PCTs wrote formally to Monitor or the NW SHA on these issues, relying on the meetings
to express their concerns. Monitor believed that the PCTs had been asked to place any concerns
in writing, but these were not received. What actually happened remains unclear but no objections
at this time were raised in writing by either the PCTs or the NW SHA about the Foundation Trust
application, and Monitor took the formal written responses on file as the position of the PCTs and
the NW SHA. Whilst on their own these views are unlikely to have made a material difference to the
Foundation Trust application, the concerns of the PCTs were further evidence of disquiet about the
capacity and capability of the Board at the Trust. In his evidence the current chief executive of Monitor
said that, under the current arrangements, these concerns would have been fully investigated before
approval to Foundation Trust status was made. The emerging picture shows that there was no really
significant evidence of service failure available to the commissioners prior to the SUIs but there were
a number of small pieces of evidence that needed further investigation. Any pattern was missed.

5.24 It was clear that there were examples of poor relationships between the PCTs and the Trust,
but it is difficult to gauge how widespread tensions were. Although the Cumbria PCT’s medical
director described a good relationship with the medical director of the Trust, he also recounted an
example of barriers being raised to communication between clinicians:

“Just to give you an example, Neela [Shabde] and I, we discovered an incident. This was
post Gold Command starting, and this was early on, and there was an incident happened,
and we requested to go down and see the clinicians there, and we were refused entry. We
were halfway there, driving down Cumbria, and we were told to turn back, that we wouldn’t
be welcome until they’d looked at it themselves. Now, we thought we were building a
relationship then, and there was still a mistrust around.

And there were difficult discussions about who they sent to Gold Command, for instance,
at the beginning. They sent at times relatively junior people in the organisation, for what
was a major incident, and we had to criticise for that, but that did change, | have to say,
as time went on and we got high-level representation, and the [inaudible] has also put a lot
of its own resources into the programme office, etc, and recruit from outside to give, you
know, fresh eyes and fresh perspective.”!”

5.25 Similarly, there was an angry exchange of correspondence in May 2010 when North Lancashire
PCT received a paper setting out concerns that the chief executive of the Trust felt had not been
raised with him.™® However, it is not clear that this was something that might not have happened in
other health economies when they were under pressure.

'S Letters of support from two PCTs.

6 Sue Page interview; Janet Soo-Chung interview; Dr Geoff Jolliffe interview.

" Mike Bewick, Peter Clarke, Neela Shabde interview.

'8 Letter to Tony Halsall from Janet Soo-Chung, 5 May 2010; Letter to Janet Soo-Chung from Tony Halsall, 28 May 2010.
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The North West Strategic Health Authority

5.26 Strategic Health Authorities (SHAs) came into being with effect from 1 October 2002, when
28 SHAs were created. A number of the functions of the Secretary of State for Health were delegated
to these new organisations — subject to limitations set out in the Regulations and subject to any
further directions he might make.™

56.27 The main functions of the SHAs were set out in a Department of Health document published
in January 2002, Shifting the Balance of Power: The Next Steps. The document laid out three key
functions:

® creating a coherent strategic framework;
® agreeing annual performance agreements and performance management;
® Dbuilding capacity and supporting performance improvement.

5.28 The document described the style of working expected of the new SHAs — a focus on delivery,
exercising consistent performance management principles across the whole SHA and commitment
to service quality and patient safety (ensuring effective clinical governance was in place within all
NHS organisations) — creating an environment where they were the centre of decision-making. There
was also a focus on empowering and devolving to local services where appropriate.?®

5.29 Performance management became a key tool for SHAs. It was through performance
management that SHAs were expected to manage local services on behalf of the Secretary of State.
Performance was assessed on the basis of an agreed set of priorities which would, in turn, ensure
progress towards the longer-term goals of the NHS. Performance management was based on the
concept of ‘earned autonomy’, by which good performance was rewarded by greater operational
freedom for the NHS organisation — a ‘light touch’ approach. Where there was poor performance,
greater scrutiny would be used and interventions made where necessary. The first responsibility was
for the organisation to manage itself, to produce and utilise the necessary information to allow it to
scrutinise its own performance. The organisation would then be externally scrutinised by the PCTs,
the SHA and increasingly by external regulators.

5.30 An emphasis on quality and patient safety was also prerequisite. An Appendix to Shifting
the Balance of Power, entitled Quality and Safety: Maintaining and Developing the NHS Quality
Framework, reinforced the duty of quality placed on all NHS organisations, including SHAs.

5.31 The original 30 SHAs envisaged in Shifting the Balance of Power eventually became 28 SHAs
who, in turn, were responsible for 303 PCTs. This was a significant slimming down of the previous
intermediary tier and a budgetary cap of £11m was placed on the new SHAs which in turn limited
their size and capacity. The original 28 SHAs were designed to cover an average population of
1.5m each, roughly aligned with clinical networks. While the responsibility for securing local health
services was devolved to PCTs, the SHAs provided strategic leadership to ensure the delivery of
improvements in health and health services locally by PCTs and the NHS.

5.32 In 2006 the number of SHAs was reduced to ten, keeping the powers of the previous
organisations but taking on responsibility for larger geographical areas.?!

5.33 The North West SHA was created by combining the Greater Manchester SHA, Cheshire
and Merseyside SHA and Cumbria and Lancashire SHA. Michael Farrar, former Chief Executive of

® The National Health Service (Functions of Strategic Health Authorities and Primary Care Trusts and Administration
Arrangements) (England) Regulations 2002.

20 Shifting the Balance of Power: The Next Steps. Department of Health, 2002.
2 The Strategic Health Authorities (Establishment and Abolition) (England) Order 2006.
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NW SHA, described the new SHA in his interview as “the second largest SHA behind London”.?
The newly created SHA had a vast geographical area to cover and a mix of both urban conurbations
(primarily Greater Manchester) and large rural areas such as Cumbria. Unlike other areas of the
country, the North West SHA was relatively financially stable. Mr Farrar stated that:

“We identified at the time that financial stability was very good in the North West, it had a
long track record of being able to deliver... but it had very poor to variable quality. And we
had very, very poor underlying health, so we had high problems associated with lifestyle
factors and diabetes, high smoking rates.”*?

5.34 Given the relative financial stability, the SHA felt it had the freedom to focus on tackling the
very real health problems within its patch. Its approach was to devolve the responsibilities for tackling
problems to as close to the front line as possible. As Mr Farrar put it:

“We tried to work very much with the National Health Service as opposed to trying to adopt
a commander control model. "

5.35 The NW SHA identified some key issues that it would need to be directly involved with in order
to ensure health improvement. These quality improvements were part of the NW SHA's approach
to quality. It adopted an ‘Advancing Quality initiative’, based on research from the United States. It
followed an evidenced-based approach and focused on five key areas of intervention. They were:

myocardial infarction;
coronary bypass graft;

[ J

[ J

® congestive heart failure;

® hip and knee replacement;
[ J

community acquired pneumonia.

56.36 Successin these areas led to further interventions by the NW SHA. One of these was maternity
and paediatric services in Greater Manchester. There was no specific focus by the NW SHA on
maternity services in Cumbria, although they were involved in the consultations undertaken by
Cumbria PCT in the north of Cumbria, Closer to Home. This was in part because the NW SHA's
monitoring system of health outcomes and organisational performance reported to the Board in the
form of a ‘dashboard’ did not flag UHMBT as being an outlier, so there was no trigger for further

inquiry.2®

6.37 These initiatives were well received nationally and were the catalyst for similar work around
the country. However, while the focus on a small number of interventions did lead to measurable
improvement in outcomes, it does not remove the overall duty of quality placed on the SHA or relieve
it of its overall responsibilities to manage the system. Such work should be seen as complementary
to its core function of managing the local health services on behalf of the Secretary of State.

6.38 Performance management by the NW SHA was described by Jane Cummings, the former
Director of Nursing at NW SHA, as “complex and it was difficult because it was so big”.?° To manage
this complex situation, three associate directors of performance were created, covering the former
SHA patches. It was the responsibility of these associate directors of performance to act as the links
between the NW SHA and the local NHS organisations. They were there to build relationships with

22 Mike Farrar interview.

23 Mike Farrar interview.

24 Mike Farrar interview.

25 Mike Farrar interview; Jane Cummings interview; Michael Cheshire interview.
% Jane Cummings interview.
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Trusts and commissioners.?” These posts also combined subject expertise — such as A&E and waiting
times. A similar structure was created for patient safety, where there was subject expertise in mental
health, safeguarding and general acute services. The expectation was that the PCTs would provide a
great deal of local support in direct performance management. This localised and topic support was
complemented by system expertise. This provided dedicated support to NHS organisations facing
significant problems, such as managing winter pressures. This support would enable expert help
from key individuals as well as peer support between organisations. In summarising the approach by
the NW SHA, Mrs Cummings stated:

“We monitored it very closely, we provided help and support, we encouraged the PCTs
to do a lot of performance management locally because that is their job, and there was
only four of us, five of us in total and I, as you know, had nursing quality and subsequently
commissioning to do as well.”?®

5.39 This view is not shared by one PCT. Sue Page, former Chief Executive of Cumbria PCT, stated:

"MRS FAGE: ... in the North East you would have a plan, you would be held to account
for it, the performance management was far better. In the North West, that performance
management did not exist.

PROF. MONTGOMERY: And a lot of was devolved down. We understand that. Can | —
MRS PAGE: | do not think it was devolved, | do not think it existed. ”?°
5.40 Ms Soo-Chung stated:

“I would describe the relationship as being light touch, and in support of those comments,
I think that we would meet the SHA regularly for our performance review meetings. We
would flag concerns and issues with the SHA if we felt that was necessary, but | wouldn’t
describe it as very heavily performance management. | have worked in other SHAs where,
perhaps, that approach is a little bit more to the fore, perhaps.”*°

6.41 There is a very different opinion about the performance management approach of the
NW SHA. Given the limited resource put into performance management, it is hard to see how an
effective understanding of all the organisations in the NW SHA could be gained and maintained. The
reliance on PCTs to do the day-to-day performance management is clear, with interventions by the
NW SHA being limited and only once a significant problem had been identified. Where there is such
a heavy reliance on PCTs, there needs to be, at the very least, excellent communication between the
SHA and the PCTs to ensure that issues emerging locally are picked up and actioned.

5.42 The relationship between the NW SHA and Cumbria PCT has been described by both parties
as “difficult”. Such a relationship would not help with the effective performance management of the
Trust. The way in which both parties handled concerns raised by the PCTs about the Foundation
Trust application highlights the problems. The concerns of the PCTs were raised with the NW SHA,
and with Monitor, but for reasons that are unclear, they were never followed up in writing or used to
change the previous position stated by the PCTs and the NW SHA. In a system where both parties
were working together to manage the system, scrutiny of the position would be expected and a joint
view formed. There is no evidence of this.

27 Jane Cummings interview.
2 Jane Cummings interview.
2% Sue Page interview.
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5.43 The relationship between North Lancashire PCT and the NW SHA was clearly better, but their
discussions about the Trust focused solely on the Royal Lancaster Infirmary and did not cover any
issues relating to maternity services.

5.44 In her interview, Mrs Page summarised the performance regime in the following way:

"MR BROOKES: I get a sense that pre-FT, you would expect a very strong performance
management from the SHA, in partnership with the PCT’s commissioning responsibilities.
| have a sense from what you said that that was never the culture of the SHA, never its
approach compared with what you were used to.

MRS FAGE: Yes, | probably am able to say that because | came from 17 years in the North
East, and you could see the comparison was just — in fact, | used to go home at night saying,
‘God, you know, how can the NHS be so different in two different bits?’ | was expecting it
to be the same. | know when we have talked about, you know, mistakes and errors, | have
assumed they had backed me over maternity and paediatricians because if you went to the
North East, as | did, with a plan to reorganise maternity services in Northumbria, we did it.
And we were held to account for it and we implemented it. And | was expecting that in the
North West and it was not there. It took me 18 months to two years to realise that, actually,
you know, why would you not you hold people to account for implementing service change
and they did not even do it in the north and the north is still not sorted because they were
not held to account for the change. So it was very different.”®

5.45 This was also identified as a weakness by Sir David Nicholson, Chief Executive of the NHS.
While the NW SHA was strong on development, it was less effective at getting to grips with difficult
decisions:

“... dealing with big problems, outliers... we thought they had some problems in all of
that because many of the things, when you were dealing with an organisation, which
is in serious, serious trouble it is not like dealing with organisations that have got some
problems. It is very different. We raised that as one issue, we were concerned about their
ability to do that... [T]he second criticism was that they did not, they sometimes struggled
with really tough decisions. When it became really difficult decisions, they did not want
to stand by them because they put a lot of store by developing the relationships with
individual organisations and some of the relationships were very productive.”®?

5.46 Throughout their existence one of the key responsibilities of the SHAs was the management
of the health system. The role changed as more Foundation Trusts were established, but the overall
responsibility remained. As the responsible organisation for all non-Foundation Trusts in the region,
the NW SHA remained accountable for the performance of UHMBT until it became a Foundation
Trust, when the responsibilities changed. The resources of SHAs were limited, capped nationally to
reduce the management burden on the NHS, although we were told that there was some adjustment
for the NW SHA in recognition of its size. Flexibility afforded to SHAs in terms of how they structured
themselves led to different approaches in the way that they fulfilled their functions. In some areas,
in both the north and south of the country, a strong performance management regime was created
and this was used as a way of ensuring that NHS organisations were held to account for their
performance. In other areas, a devolved model was adopted, placing more responsibility on PCTs
and the local system to manage itself. Both systems had their merits and weaknesses. A strong
centralist control could lead to a dependency culture and lack of innovation and responsibility being
taken by organisations for their problems. Conversely, without outside scrutiny, problems and issues
might not be identified or, if identified, not resolved.

31 Sue Page interview.
%2 Sir David Nicholson interview.
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5.47 In the North West, the system was devolved, limited SHA capacity was developed and
the managing of the systems fell to a small number of people. Such a system can only operate
successfully where there is a strong partnership between the SHA and the PCTs. This was clearly not
the case in Cumbria where the relationship was not strong and where the focus was not on the entire
portfolio of organisations but on specific issues in the north of the county. The systems were unlikely
to be robust enough to identify early signs of problems within the Trust and, even where those signs
were identified, not coherent enough to take effective action.

5.48 The need to use a Gold Command to deal with the problems once identified shows a lack
of effective routine management grip and systems that could manage difficult decisions. Normal
arrangements had to be over-ridden in order for control to be established. This should not have been
necessary in a health system that was working effectively.

5.49 Inits assurance review of the NW SHA in 2009, the DH panel described it as having a “reactive
approach to addressing performance issues”, found that it did “not always effectively manage and
deal with conflict in the system”, and that it saw a “reluctance to make difficult, potentially unpopular,
decisions in respect of the system as a whole”. It regarded this approach as “unsustainable”, although
it noted that it was “currently delivering results”.*

6.50 Two specific aspects of the NW SHA's work need to be examined in some detail to understand
the missed opportunities to pick up the issues that have prompted the Investigation. These concern,
first, the assessment by the NW SHA of whether the Trust had responded appropriately to the events
of 2008. Prior to this point there had been no specific warning signs relating to the Trust, but at this
point there was clearly a question to be asked as to whether there were systemic problems that
required the NW SHA's attention. Second, there is the specific responsibilities of the NW SHA in
relation to the oversight of midwifery through the statutory duties concerning supervision of midwives.
These are considered in detail in the next two sections.

Assessing whether the Trust had responded appropriately to the events of 2008

6.61 Officers at the NW SHA were aware of a group of incidents that occurred in 2008. An early
conclusion was reached that the incidents were not linked and that the Trust was addressing them.
While this decision was understandable at the time, it appears never to have been directly considered
by more senior staff and it does not seem to have been revisited, despite this conclusion becoming
a key part of assurance to the CQC, Monitor and the DH. It is not clear, for example, that any of the
directors of the NW SHA had read the Fielding Report at the time when the organisation was telling
other organisations (incorrectly) that Dame Pauline Fielding had reviewed the clinical incidents and
found them to be unconnected. It seems that neither Mr Farrar® nor Mrs Cummings® saw the report
at the time.

5.52 Mr Farrar summarised his perceptions of the report, once he had read it, as follows, and
suggested that, had he read it at the time, he might have expected a different response from the
NW SHA:

“So when | read the Fielding Report, which was well after... the event, what | effectively
saw was some points that said, ‘There are some things about this Trust,” and because the
things about the Trust that she said were positive related in part to the responsibility that
my organisation had had around that — the two things in particular, was Pauline, did she
feel that they were making progress against their untoward incident action plans? She says
right up front, and I've no reason to believe she would have put that unless she believed

33 NW SHA Assurance Panel Report.
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it, "Yes, | think they were.’ If she’d not been sighted on it | don’t think she would have
necessarily commented. That was my reading.

And the second thing was that she does actually describe this issue of judgment about
the connectivity of the cases and she says, ‘I think that was a reasonable thing to do,’ as
far as | read that. Now, when you go into those things, and I've now gone into them, there
are things — all kinds — so one is the journey time between units, and is there a place for
the midwives to eat their food? You know, so at one level there’s some things, but then
there’s another one which frankly would have worried me enormously. It says, ‘The Trust
has got no concept, or it’s got a very poor concept of clinical governance.’ You know, that
would have — that is a very damning bit of the Fielding Report, which no-one should take
any assurance from at all. Frankly, that — as | say, had | been aware of that and seen that
and said, ‘There’s no issue with clinical governance,’ | think that is something that would
have triggered a different reaction from the SHA.”%

5.53 It is important therefore to understand how the NW SHA made its assessment of the Trust’s
response to the incidents, as this proved to be a very important aspect of the understanding by the
wider regulatory system of the situation. The key figure in this assessment, on whom the NW SHA
directors relied, was Angela Brown, Associate Director and Senior Nursing Officer at the NW SHA,
who was responsible for patient safety and quality, nursing and the link with the LSA.%"

5.54 MsBrown described to us how she was promptly made aware of the death of Joshua Titcombe
in November 2008:%

“My assistant director at that time, Linda Ward, came through and said, ‘We’ve had a really
serious incident at Morecambe Bay,’” described what had happened, that the baby had
been transferred — Joshua had been transferred to Newcastle.

He had developed an infection that hadn’t been recognised. It had been completely missed.
The chief executive had phoned to say they’d really let the family down, and was going to
get an independent investigation under way. And potentially he was going to look — sort of
looking at the clinical governance systems as well.

Certainly, from the first understanding of that, he was taking it very seriously. We talked
through what else could possibly be done, because he was in contact with the family,
which is what we would expect, but he was having it investigated and felt that the Trust
had responded appropriately with that, and we would see what happened subsequently
with that.

I was also aware that there had been other incidents, maternal deaths, of which some work
was being done with John Ashton in Cumbria, who was looking at the maternal deaths.
Linda Ward was our assistant director for patient safety at that point, because the team got
larger once we built up the patient safety action team, but she was also working with the
children’s team, with Ann Hoskins, so was very conversant with CEMACH®® work. And she
was in contact and had contacted Marian Drazek, who was the lead for the LSA. And they
were making contact with John about what was happening around the maternal review, so
there was work that was happening.”*°

% Mike Farrar interview.
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6.55 Ms Brown was fully aware of the question of whether there might be some link between the
events:

"MS BROWN: They connected, because there appeared to be a cluster of incidents that
had all happened in that sort of 2008 period. They were all different, but they’d all come
together. And, having had the two maternal deaths, one was quite late in being recorded,
because it had happened in the community. What John [Ashton]'s concern was ‘Was that
more than you would anticipate? And was there a problem?’ and he was wanting to look
at that.

PROF. MONTGOMERY- And what did he conclude?

MS BROWN: I've never seen the results of that. | know we discussed it later when we had
a meeting when we were handing over the management of serious untoward incidents
with the PCT, and that happened in the June. It was discussed about whether this was an
unusual number, and part of the issue they were looking at was the CMATS*' information.
And Morecambe Bay was not seen as an outlier, but that information was not broken down
into unit level; it came at Trust level. It wasn’t seen as the outlier, but you get into small
numbers.”#

56.56 In April 2009, Ms Brown looked again at the issues, during Monitor’s consideration of the
Foundation Trust application by UHMBT. The need to look at these matters had been prompted by
an enquiry from Monitor, not by the NW SHA's internal review. By this stage the Secretary of State
had already approved the Trust’s entry into the application process and maternity issues at the Trust
had not been raised in the briefing to invite that decision.*® It appears that it was only prompting by
Monitor that raised the profile of the question about a pot