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THE MORECAMBE BAY INVESTIGATION Agenda item 2.3

Barbara Young appointed as Shadow Chair of the Care Quality
Commission (CQC) _
Cynthia Bower appointed Chief Executive of the CQC

UHMB approved to go forward as an applicant for Foundation Trust (FT)
status and forwarded from Department of Health (DH) Ministers to Monitor
{prior to the Healthcare Commission reporting on Mid-Staffordshire NHS
Early 2009 |Trust in March 2009)

Authorisation later halted due to quality concerns (the first Mid-Staffordshire
Inquiry in February 2010 made clear that the information on quality being
used for FT applications needed improvement)

NHS North West Strategic Health Authority (SHA), the Healthcare
Commission and Monitor hold risk summit to discuss risks relating to

January radiology, Healthcare Acquired Infections AIO>_mV historical governance
and cultural issues (at UHMB)
30-Jan UHMB application submitted to Department of Health FT applications

committee

A submission was put to Ministers (addressed to MS(H)) advising to
support the application for Morecambe Bay's FT application to go to
Monitor. The submission indicated that further assurance had been sought
04-Feb from the SHA on the Trust's MRSA performance, A&E performance, and
compliance with information governance requirements and that assurance
on actions being taken had been provided by the SHA. Advice in
submission was accepted the following day

123

Mitchell Report Review of Children’s Services commissioned by Cumbria
Primary Care Trust (PCT)

The SHA was identified as the lead organisation to follow-up actions from
the risk summit with UHMB

February

March

National chronology . . December 2013
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- e

Agenda item 2.3

May

UHMB FT application - further advice was put to Ministers an the UHMB FT
application (addressed to the Minister of State in relation to the application
in light of the initial Mid-Staffordshire findings. This indicated that some
clinical issues were being investigated (including a complaint to the
Pariamentary and Health Service Ombudsman (PHSO) about maternity
services), but concluded that a review of available data had identified no
material quality issues at UHMB. The submission therefore recommended
that ministers did not need to qualify their support for UHMB proceeding to
Monitor to be considered for authorisation

| May

Monitor put UHMB FT application “on hold” due to SHA concerns - Monitor
determined they would not take an authorisation decision as planned due to
the PHSO not being able to conclude whether an investigation into the SUI
was necessary and also that the CQC was considering the complaint as
well and were consuilting their investigations team about how to proceed

May

Monitor and DH sought clarification of apparent ‘low levels of concern’
identified within the UHMB organisation risk profile {ORP). CQC provided
Monitor with an ORP as part of the FT process for aspirant National Health
Service (NHS) trusts oo

May/June

James Titcombe apparently referred his complaint against UHMB about the
care his son received to the PHSO. The PHSO later (February 2010)
concluded that an investigation would not provide a different outcome to
what was already known

June

CQC met SHA to discuss Trust's handling of the SUls. SHA conciuded it
was satisfied with Trust's handling and reported no commonality between

the five maternity SUls

National chronology

- December 2013
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Agenda item 2.3

Following the initial Ea-m.ﬁmm_oam:__.m findings, the FT application assurance
process was updated including introducing - minimum quality threshold,
explicit role for NHS Medical Director, explicit requirement for CQC

June assurance on guality and safety and increasing the Sgwﬁ:mmm of SHA sign-
off. However, UHMB FT application was supported by the Secretary of
State prior to the NHS Medical Director review was introduced into the
process, and the process was not retrospectively applied to such Trusts

August CQC and PHSO met

26-Dec Barbara Young resigned as CQC Chair, effective from February 2010

2010 ~

CQC North-West Planned Collaborative Review meeting held with all
regulatory stakeholders, SHA participates and all agencies provide
summary of concerns on all North West organisations. SHA informs

January stakeholders of current position at UHMB and that the Trust has
commissioned Professor Dame Pauline Fielding to undertake a review of
the incidents and clinical governance. All regulators continue with their
performance management

February Jo Williams appointed as interim Chair of CQC

>§..___ CQC write to “sﬁ.u:zoﬂ to confirm its level of concern had reduced to minor

: concerns. At this point, Monitor's FT assessment is restarted

September  |Jo Williams confirmed as substantive Chair of CQC

September  |CQC confirms to Monitor that UHMB rating is “green”.

October UHMB authorised by Monitor and achieved FT status. (UHMB NHS FT)

mm,.onﬁ DH/CQC review meeting (Jo Williams, 0«355 Bower, Una O'Brien, David

Flory, David Behan

Early 2011 CQC became aware of Fielding Review .
CQC became aware of more issues with 38@35\ services at UHMB NHS
June FT. CQC met SHA, Nursing and Midwifery Council (NMC) and Local

Supervision Advisory Midwifery-Officer to discuss scope of review of
maternity services at the Trust.

National chronology

Pecember 2013
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Apenda item 2.3

July

CQC and NMC undertake a joint review of maternity services, which
included further unannounced inspections. The CQC and NMC found the
Trust was not meeting seven out of 10 essential standards. Major concerns
were found with suitability of premises, staffing arrangements-and
monitoring and quality of maternity services

Late summer

Decision taken to conduct the CQC capability ._.m<wm<<

Brief to Ministers (addressed to Minister of State (Health(MS(H)) findings
of CQC compliance report on maternity services at Furness General

om-mm“.u Hospital following inspection in June 2011. Refers to cluster of incidents in
2008, the Joshua Titcombe case and the police investigation

14-Sep Health Select Committee (HSC) accountability report published

October 2011 )

to February |DH carried out a Performance and Capability Review

201z .

October NMC: Review of UHMB NHS FT published by the NMC and the CQC

10 & 11 DH Performance and Capability Review panel (chaired by Una O'Brien) and

November support team visited CQC. Met the CQC Board and CQC executive team.-
Also held separate meetings with staff and with stakeholders

05-Dec National Audit Report into CQC published

January MS(H) met local Members of Parliament.
23-Jan Public Accounts Committee (PAC) on CQC report
30-Jan CQC meeting with Ministers

Late January

DH/CQC catch up (Jo Williams, Cynthia Bower, Una O’Brien, David
Nicholson and David Flory)

February

Monitor publishing outcomes of two reviews into lessons learned at UHMB
NHS FT and management responses to an internal audit of the Trust

National chronology.

December 2013
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Apenda item 2.3

CQC, Monitor and SHA held risk summit about early findings of the
investigation. CQC issued UHMB NHS FT with two further wamning notices
on use of mixed-sex accommodation and monitoring patients in A&E at

30-Nov

February Royal Lancaster Infirmary. CQC considered issuing a further warning
notice on staffing at A&E at Royal Lancaster Infirmary but decided against
: this
February DH publishes its performance and capability review of CQC
February CQC Chief Executive, Cynthia Bower, announces her resignation
February Issue about effectiveness of CQC's regulatory activity at UHMB NHS FT
o raised at a CQC Board meeting—.
DH Performance and Capability Review Panel met with the CQC Board to
{09-Feb o .
highlight key findings
07-Mar DH response to HSC accountability report into CQC published
30-Mar PAC report into CQC published and CQC response published
June CQC shared draft investigation report with UHMB NHS FT, SHA and DH
July Monitor publishes KPMG report about its role in the Foundation Trust
application process for the Trust
July David Behan appointed Chief Executive at CQC
July NMC review of UHMB NHS FT commissioned by NMC
July CQC commissions Grant Thornton consultancy to carry out investigation
into CQC handling of UHMB NHS FT
30-Jul DH/CQC catch up (Jo Williams, David Behan, Una O'Brien, David
] Nicholson and David Flory — UHMB NHS FT discussed)
September  |HSC annual CQC accountability hearing
Deloitte Report into CQC'’s use of investigation powers under section 48 of
September  the H&SC Act 2008 commissioned by CQC’s Audit and Risk Assurance
Committee (ARAC). )
30-Nov Deloitte undertakes a feedback sessions with the ARAC. -
CQC ARAC Meeting - The Chair updated the Committee and stated that
the review was progressing well and it was expected that the report from

Deloitte would be available to discuss at the next ARAC. In the meantime

|the Chair would discuss next steps with the Chief Executive and Chair.

National chronology

December 2013
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Agenda item 2.3

CQC updates DH at Quarterly Account Review pre-meeting about the

06-Dec Deloitte report, which will go to CQC's ARAC in December.
19-Dec Deloitte undertakes a feedback sessions with the CQC Board and presents
interim report. ¢
19-De QAR Meeting - CQC discusses Deloitte findings with DH, stating the main
c message is that CQC is not strategic enough in the use of its powers.
December  [Deputy Chief Executive of CQC, Jill Finney, mgjocaomm her resignation.

HSC annual CQC accountability report published

January

Jo Williams' term as Chair of CQG ends

23-Jan

CQC ARAC Meeting - The Committee discussed and accepted the report,
its recommendations and recommended this report go o the CQC Board
who would be responsible for determining how and when the
recommendations would be implemented

28-Jan

Deloitte report formally delivered to CQC. Makes recommendations for how
CQC could improve the use of its investigation powers. Also suggests
CQC should question its generic approach to inspection, access to clinical
advice for inspections and review communications across the organisation

30-Jan

David Prior’s term as Chair of CQC begins

41304

CQC ARAC Meeting - Grant Thornton review, discussed. Individuais not
already interviewed as part of the process but who had a connection to the
matters investigated would be invited to send in their comments for
consideration. This process was felt to be appropriate and was being
handled in this way in order not to cause any further delay in concluding the
report

February

John Woodcock EU obtains Westminster Hall debate on UHMB NHS FT

National chronology

December 2013
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>mm=mm.mnm3 2.3

John Woodcock MP meets Parliamentary Under Secretary of State for
Health (PS{H)). MP brings along local patient representative’s including

February James Titcombe. Meeting establishes that local desire is not for a public
inquiry but for an inquiry, in public, independent of the Trust.
Februa Local NHS and NHS England confirm to DH that they also want to see the
Y eventual inquiry run independently of the Trust and other interested parties.
February Deputy Chief Executive of CQC;dill Finney, leaves post
05-Feb Report of the Public Inquiry into Mid Staffordshire NHS Foundation Trust
published _
. 08-Feb CQC Board agreed new Board Standing Orders incorporating a mechanism
for raising concerns ,
March PS(H) meets local MPs fo discuss issues at UHMB NHS FT including
review of services and recently announced cost savings programme
March Chair of independent Investigation appointed — Dr Bill Kirkup CBE
07-May DH response to HSC annual CQC accountability report published
31-May Professor Mike Richards appointed as Chief Inspector of Hospitals at CQC
June Grant Thornton report into CQC handling of UHMB NHS FT published

National chronology

December 2013
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THE MORECAMBE BAY INVESTIGATION P2

Chalred by Dr Bill Kirkup CBE

3" Floor

Park Hotel

East Cliff Complex T: 01772 536376

Preston E:correspondence@mbinvestigation.org
PR1 3EA

R'ESTRICTED PERSONAL
Name and address

XXXX 2013

Dear
Request for Information

Thank you for your reply to the Investigation’s request for information.
OR
Thank you for contacting the Investigation.

- To hefap the Investigation understand whether the information you wish to provide is within the
Investigation’s terms of reference, will you complete the attached proforma with the basic details of
the incident and provide the names of the patient or (patients) involved.

Once the Investigation has had the opportunity to consider the detail you provide, in relation to the
Investigation’s terms of reference, you will be contacted, by your preferred means of
communlcateort and informed of the next steps. '

If you have any queries relating to the completion of the proforma or the information requesied
please contact the Investigation at the address above. 4

Yours sincerely,

Oonagh Mcintosh
Secretary to the Investigation

Independent investigation into the management, delivery and outcomes of care provided by the Maternity
and Neonatal services of University Hospitals of Morecambe Bay Trust from January 2004 — June 2013
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THE MORECAMBE BAY INVESTIGATION  eeu2

Chaired by Dr Bill Kirkup CBE '

Please complete this proforma to provide further information to the Investigation.

Full Name
Address -- -

Daytime telephone number Email address

Preferred method of contact -

Name of patient - Your relationship to patient

Name of the hospital at which the incident occurred

Name of the hospital department in which the incident occurred
Did the hospital consider the incident as a ‘serious untoward incident’? (please tick the appropriate box)

YES [] - NO [ NOTKNOWN [ ]

Please provide a brief description of the incident including the date that it occurred

Please return the completed proforma to the Morecambe Bay investigation at the following address:

Morecambe Bay Investigation, 3™ Floor, Park Hqtel, East Ciiff Complex, Preston, PR1 3EA
Email: correspondence@mbinvestigation.org

Independent investigation into the management, delivery and outcomes of care provided by the Maternity
and Neonalal services of University Hospitals of Morecambe Bay Trust from January 2004 — June 2013
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MBIPM 2.2

Key Questions Relating to the {nvestigation’s Terms of Reference

(1) To review clinical outcomes between January 2004 and June 2013

Key Questions:

A,

B.

s there evidence of substandard care in maternity and neonatal services during the
review period? For example:
« Was the Trust a national outlier at any point during the review period for:
- maternal mortality
— intrapartum stillbirth
- early neonatal deaths (within 7 days)
- neonatal deaths (up to 28 days) from sepsis
« Was mortality at the Trust higher than expected for particular causes of
maternal/neonatal death (Panel fo advise on which causes of death are most
relevant o substandard care)? |
« Was the Trust a national outlier at any point during the review period for other
measures of substandard care not relating to mortality, for example:
- Maternal complications e.g. admissions to intensive care; postpartum
" haemorrhage; VTE; readmission to hospital within 30 days
- Neonatal complications e.g. injury to neonate; Apgar score <7ats -
minutes; term babies admitted to neonatal care; readmission to hospital
within 30 days :
- Long-term complications associated with birth trauma e.g. patterns of
hospital readmission related to hypoxic brain injury (Pan 0
 Gifier long-term complications that are relevant to substandard care)
- Infections eg. MRSA, C-Difficile J]
* Panel to sliggest other measures of substandard care
| |
If there is evidence of substandard care, does it reiate to healthcare systems
(strategic, commissioning, operational, clinical) and/or o specific management or
clinical teams and/or to specific individuals?

Panel to suggest additional, relevant Key questions under this ToR

(2) To review the Trust Board’s actions and governance procedures, and thé
relationship and communication between the Trust and patients and families, and
other agencies

Key Questions:

A.

B.

Is there evidence that the Trust’s governance structures and procedures were
inadequate during the period of the review? |

Is there evidence that the claims of substandard care by the families were
inadequately investigated by the Trust?

n



Is there evidence of a lack of transparency and honesty by the Trust when
communicating with patients and their families?

Is there evidence that the Trust failed to communicate adequately with the SHA,
CQC, Monitor, Coroner and Police?

Is there evidence that the Trust has changed its governance procedures to address
shortfalls identified in earlier reports?

Panel o suggest additional, relevant key questions under this ToR

(3) To review the Trust Board's responses to previous reports, and action taken as a
result

Key Questions:

A

B.

Is there evidence that the Trust has responded effectively to restore public
confidence in the quality of maternity and neonatal services?

Has the Trust responded adequately to recommendations in previous reports that
have been published during the review period?

Do action plans reflect national clinical standards for maternity and neonatal care?
Is there evidence that workforce issues including capacity, training, performance
assessment, and discipline have been addressed? ’

Are implementation plans complete or progressing appropriately to meet clinical
standards and to ensure patient safety? '

Panel to suggest additional, relevant key questions under this ToR

(4) To make findings as to the adequacy of actions taken by the Trust to mitigate
safety concerns '

Kéy Questions:

A.

D.

Will the actions tl"’at have been taken by the Trust ensure that national clipicai
standards for maternity and neonatal care will be met? !

B. Are there governance processes and procedures in place that will assure
C.

Commissioners, Boards and the general public that these standards will be
maintained? "

Are there processes in place to ensure that patients and families will be treated with
trust and respect and that all communications will be transparent and honest?

vant key questions under this ToR

(5) To assess the Trust's ability to discharge its duties in delivering maternity
services

Key Questions:

A.

Does the Investigation have access to andior knowledge of those changes that have

“been introduced either within the Trust or across to NHS to address the sporﬁails it

has identified through ToR 1 and 27 |
Does the Investigation need to establish what the Trusts and its regulators minimum
statutory and professional obligations are when delivering maternity services?

TS



Panel to stiggest additional, relevant questions under this ToR

'(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. '

Key Questions:

A. Does the Investigation need to establish what, if any, relevant recommendations
have been made in recently published reports eg. Francis Report and those Reports
referred to in the terms of reference, and what action, if any, has been taken by: the
Trust and its professional, regulatory and management authorities?

B. Does the Investigation need to be aware of constraints on any of the regulatory
bodies that will impact on their ability to implement recommendations eg. the NMC is
a four country regulator and requires the co-operation of govemments in Wales,
Scotland and N Ireland to implement change? -

Paniel to stiggest additional, relevant questions under this ToR

Y49




MBIPM 2.4

Potential Sources of Data for the Morecambe Bay Maternal and Neonatal Services
Investigation

The Morecambe Bay Maternal and Neonatal Services Investigation may wish to explore access
to the following sources of data in relation to Term of Reference 1:

To review the outcomes for mothers and babies that occurred during this time [between 1
January 2004 and 30 June 2013], including maternal and neonatal deaths that occurred in the
Trust and in any other institutions to which patients were fransferred..

1. Hospltal Episode Statistics (HES)

HES is a record of all hospital admissions within the English NHS since 1989/90.

Each record contains information about the patient, their episode of care, and any
diagnoses or procedures during that episode.

Hospital episodes that resuit in the delivery of a baby also capture supplementary
variables (e.g. method of delivery; gestational age; birth weight) in the HES 'maternity tail'.
A unique identifier enables tracking of patients between hospitals.

HES includes deaths that occurred within hospital, and can be linked with the ONS death
register to identify deaths that occurred after hospltal discharge.

HES data could be used to review certain outcomes' for mothers and babies at the Trust
and compare rates of these outcomes with other Trusts in the region / similar Trusts in
England.

HES data is available at patient Ievei which allows risk adjustment models to be
developed to take patient case mix into gaccount.

2. Extraci(s) from thé Trust's electronic maternity record system (if available)

Maternity Information Systems (MIS) are now used in the majority of maternity units to
capture detailed demographic and clinical information related to each pregnancy and
delivery under their care, =

MIS data tends to be more detailed and more reliable than HES data.?

A list of questions regarding the use of MIS by the Trust during the period of investigation
has been sent to the current Head of Midwifery in order to determine what data is
captured e!ectrﬂntcally

3. Copies of the Trust's Maternity dashboard (if available)

Dashboards serve as a clinical performance and governance score card to monitor the
implementation of the principles of clinical governance on the ground.

The use of maternity dashboards was recommended by the Chief Medical Officer in 2008.
We are exploring the use of maternity dashboards within the Trust during the period of
investigation with the current Clinical Director and Head of Midwifery.

4. Comparative benchmarking information based on HES (if available)

Some Trusts purchase comparative benchmarking information from organisations such as
Dr Foster Intelligence and CHKS. These companies provide comparative information on
processes and outcomes of care, based on data submitted to HES.

We are exploring the use of benchmarking information within the Trust during the period of
investigation with the current Clinical Director and Head of Midwifery.

! !

! !
! Including complications such as emergency caesarean section; unplanned readmission within X days of birth/delivery;
. third and fourth degree perineal tears; infection rates; injury to neonate. Note that data quality is not uniform among

trusts

*For example. variabies such as Apgar score at 1 and 5 minufes tend to be mandatory.

150



MBIPM 2.4

-~ The Dr Foster Unit at Imperial College London (not to be confused with Dr Foster
Intelligence - the commercial arm) also conducts analysis of routine HES data and notifies
Trusts in confidence if they are mortality outliers. , '

- In 2013, the Royal College of Obstetricians and Gynaecologists (RCOG) developed a
suite of performance indicators for all maternity units in England (based on 2011/12 HES
data) and fed results back to trusts in confidence.

5. PEER database ,
~ * Administered by the Perinatal Institute (formerly the West Midlands Perinatal Institute)
-~ The PEER database holds detailed clinical data® on over 150,000 maternities in the West
Midlands between 2009 and 2012.
~ I available to the Investigation, this data could be used {o investigate and/or compare
rates of particular outcomes at the Trust with outcomes at other Trusts within the region.

6. RCOG Maternity Information Systems (MIS) Database

~ This is a project being undertaken by the RCOG to collect detailed clinical information on
maternity care, including maternal and neonatal outcomes, from 15 Trusts across the UK
and link it to HES maternity data.

- The database will contain data on 100,000 deliveries that took place between April 2012
and March 2013.

— This is an alternative source of detailed, patient-level data for comparison of clinical
outcomes among Trusts.

-~ The database is anticipated to be ready in early 2014.

7. Confidential Enquiries:

Centre for Maternal and Child Enquiries (CMACE)

- CMACE, and its predecessor, CEMACH, had been conducting national maternal
confidential enquiries and perinatal mortality surveillance since 1 April 2003.

- CMACE was decommissioned in April 2011 when the contract for the national confidential
enquiries maternal and newborn programme of work was awarded to the National
Perinatal Epidemiology Unit (NPEU).

— If available to the Investigation, this data could be used to identify whether the Trusf was a
national outlier for maternal or perinatal mortality at any point during the period being
mvestlgated | !

Maternal Deaths
~ It is a government requirement that all maternal deaths should be subject to Confidential
Enquiry, and all health professionals have a duty to provide the information required. In
participating in a Maternail Death Enquiry, professionals are asked:
i. To provide a full and accurate account of the circumstances leading to the
woman's death, with supporting records. .
ii. To reflect on any clinical or other lessons that have been learned, either personally
or as part of the wider context.
- Triennial reports were produced. The last report, published in 2011, contained data for
2006-08.

Perinatal Deaths
- CMACE also collected epidemiological and clinical data on all stiltbirths and neonatal
deaths in England, Wales apd Northern Ireland. : |

B

3 Over 100 data items per delivery.



MBIPM 2.4

CMACE introduced annual national perinatal mortality reporting in addition to reporting to
individual NHS Trusts, Strategic Health Authorities, Neonatal Networks and Primary Care
Trusts. This allowed health care providers, commissioners and policy makers to
benchmark themselves against national performance indicators and other organisations.
The Trust should have retained copies of these reports.

The last report, published in 2011, contained data for 2009.

Mothers and Babies - Reducing Risk through Audits and Confidential Enquiries across
the UK (MBRRACE-UK) ‘

In June 2012, MBRRACE-UK was appointed by the Health Quality Improvement
Partnership (HQIP) to continue the national programme of work investigating maternal
deaths, stillbirths and infant deaths, including the Confidential Enquiry into Maternal
Deaths -

MBRRACE-UK is a collaboration between the NPEU and the universities of Leicester,
Liverpool and Birmingham, University College London, Imperial College L.ondon, the
stillbirth and neonatal death charity Sands and an Oxford-based GP. '
Data collection-began again in January 2013. This means that no data was collected for
maternal deaths that occurred in 2009-2012 and for perinatal deaths in 2010-2012.
MBRRACE have retrospectively collected data on 85% of maternal deaths from 2009-
2012 and will attempt to collect data on perinatal deaths in 2012. The first report is
planned for Autumn 2014,

. National Neonatal Audit Programme (NNAP)

 NNAP was established in January 2006 and is currently commissioned by the Healthcare

Quality Improvement Partnership (HQIP). .

The audit addresses eleven questions and collects data on every baby admitted to a
neonatal unit. From October 2008 units are named in all NNAF reports.

NNAP now covers 97% of English and Welsh neonatal units.

. National Reporting and Learning Service (NRLS)

This is a database of NHS patient safety incidents reported by Trusts to the National
Patient Safety Agency since 2004. In April 2013, the NRLS function transferred to NHS
England. ' i S

A set o?icodes specifically relating to maternity and neonatal risks has now been
introduced. These codes cover patient safety incidents as well as risks that are not
necessarily preventable e.g. unexplained stillbirth. Is it unciear how many Trusts are now
submitting these new codes.

i

Never Events

This is a specific category of patient safety incident. Never events are defined as ‘serious,
largely preventable patient safety incidents that should not ocour if the available
preventative measures have been implemented by healthcare providers'. _
There are currently 25 such events, including ‘in-hospital maternal death from post-partum
haemorrhage after elective caesarean section’ and ‘retained foreign object post operation’
(of which vaginal swabs are the most commonly retained object).

These incidents have been recorded since 2010.

When a never event occurs, providers should report it to their commissioners and the
NRLS. Since the summer, reports should also be made to the Strategic Executive
Information System. :

Commissioners should publish the numbers and types of “never events” that have been
reported to them on an annual basis. _

Providers should also report never events directly to the Care Quality Commission as part
of their existing requirements to report Serious Untoward Incidents.

IS2
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10. NHS Litigation Authority (NHSLA) :
- Maternity payments accounted for a third of total clinical negligence payments in 2012-13.
~  The NMSLA administer a database of claims made by patients/families against NHS.
~ Uncertain of precise content, but likely contains a detailed report of each maternity and
neonatal claim,

11. Maternity service user experience survey :
- This survey was conducted by the Healthcare Commission in 2007, and by the CQC in
2010 and 2013.
~ It asks a sample of approximately 25,000 women who have given birth about their
experiences of antenatal care, labour and birth, and postnatal care.
~ Trust level data is published on the CQC website.
- The 2013 results are anticipated December 2013.

12. North Western Perinatal Survey Unit
~ Based at St Mary's Hospital, Manchester .
— This unit produced a series of annual reports containing regional statistics on maternal
outcomes and perinatal mortality.
~ Ceased to function in 2010 due to funding cuts and is no longer active.



MBIPM 2.5

PAPER FOR THE PANEL MEETING, 11 DECEMBER 2013

EVIDENCE FROM AFFECTED FAMILIES

At its first meeting, the panel heard from 7 families, and we hope to hear from a
further two at the forthcoming panel meeting. The accounts that they gave were
both moving and compelling, and raised clear matters for the panel to address,
including: '

non-compliance with clinical protocols and national guidelines;
frequent occurrence of intrapartum failures of care;
professional behaviour and competence;

professional relationships within the unit,

incident and risk reporting;

clinical governance; and

organisational culture and learning.

We were particularly concerned to hear that five episodes that included a maternal
death, two intrapartum stillbirths, two neonatal deaths and hypoxic brain injury were
apparently not reported as serious untoward incidents (SUIs). This raises significant
questions over the proper investigation of these incidents and the action taken to
prevent recurrence and to learn from these events. '

There have been various external reviews, some clinically led and some recent,

including the Gold Command exercise last year specifically to address the questiop.
- of current clinical risk in the unif. It is important that we do not seek to repiicatg
those initiatives, nor risk stifling improvement work only just beginning to take root i
the Trust. In-response to the concerns that these accounts have raised, however,
we do need to consider now how best to take a measured approach to assessing
both what has happened and how the Trust has responded.

Six potential areas of evidence seem particularly relevant. Each is considered briefly
below. Panel members are asked to consider whether, in light of these
concerns, we should focus on giving these early attention, and whether others
should be considered. :

(1) Previous clinical case reviews
- This would comprise any\all reviews of clinical cases that took place either
internally or by external bodies (particularly relevant in cases where there are no

SUl reports to examine) and iany\all actions that arose out of those reviews. |

The Investigation needs to establish if, based on the number of events reported
to it, the Trust (Furness General Hospital) is an outlier in relation to numbers of

| 54



intrapartum stillbirths and early neonatal deaths and injury due to intrapartum
issues.

Backgrouhd:

Catherine Calderwood advises that data is not collected separately for
intrapartum stillbirths. Generally it is expected that intrapartum stillbirths would
be around 7% of all stillbirths (overall stillbirth rate > 24 weeks gestation is 1 in -
200) and would therefore expect an intrapartum stillbirth rate of approximately 1
in 3000 births. Furness General Hospital delivers approximately 1200 babies
per year and women/babies at the highest risk are transferred to other hospitals
if higher level neonatal care might be required for example. We might therefore
expect an intrapartum stillbirth once every 3 years or less. |t is recognised that
due to low numbers it may be difficult to establish whether this hospital is an
outlier.

MBRRACE-UK ‘(the current provider of the new confidential enquiry data into
maternal and perinatal deaths) have been asked, informally at this stage, to
examine the legacy data they have from CMACE perinatal mortality report and
the data collected since 2009. This will be provided in basic form initially for the
panel on Wednesday. Data submitted to the new MBRRACE process will also
be supplied to Catherine. MBRRACE has informed Catherine that the Trust will
have been sent Trust-specific data and the funnel plots that are produced by the
CMACE process. The Investigation could request the Trusts process for and
response to these reports. :

(2) New clinical case reviews

The Investigation might require a more detailed examination\review of case

" notes to establish its own position. In order to best investigate the quality of care
provided by the Trust, all maternal deaths, intrapartum stillbirths and early
neonatal (within 7 days) deaths could q”e examined in detail and all neonatal (up
to 28 days) deaths from sepsis.

i
i

Background

Our initial expectation was that the panel would conduct case reviews, and
panel members have been selected with this in mind, and to provide the
necessary range of expertise and experience. Such reviews have been carried
out confidentially elsewhere by external ‘contractors, some of whom have
considerable experience and use an established methodology. There would

~ however be significant risks to delegating part of the panel's perceived core
role, not-least from families who have expressed confidence in the investigation
and from the Secretary of State who is expecting the investigation to undertake
this work. It would also raise difficulties and delay over anonymisation of
records. :

An option for consideration is to seek an early meeting with established

reviewers to learn about their preferred methodology and apply that to any
reviews the panel might undertake of cases. In light of what we hear, the panel

1S5



various data reporting exercises, including MBRRACE, ONS and regional
returns. '

There is evidence that Trusts which are poor at complying with data repor‘ting
requirements, for instance submitting late, incomplete and/or inaccurate retums,
are more likely to be poor performers clinically.

(6) Current litigation

As a result of a Freedom of Information request made by James Titcombe, we
are aware that there are currently 34 open claims in obstetrics from the Trust
with the NHSLA. We could seek o establish from the NHSLA greater detail
about these claims.

There are significant legal obstacles to overcome in using information derived
from litigation that has not yet concluded, and it is not clear what, if anything, the
NHSLA would feel able to release. Subject to appropriate legal advice,
however, we could ask the question. '

[SE



will be able to take an informed view of the best way to proceed and to provide
the necessary support to panel members to carry out reviews effectively without
an unduly onerous burden.

(3) Early interview of current key staff

We might consider conducting early interviews with key clinical staff to establish
how the unit is currently functioning and the way that changes have been
intfroduced to ensure that the sérvice is safe and effective. We would need to
establish carefully which staff interviews should be brought forward in this way,
but the clinical lead for obstetrics and the Medical Director might be early
candidates and the investigation could interview them again later should this be
necessary. :

The principal disadvantage would be that we would be conducting these early
interviews with less than full knowledge and understanding of what has
happened in the past, and therefore what are the key changes the investigation
might consider need to be recommended to prevent recurrence.

Another option for consideration would be if a sub group of the panel were to
visit early in the New Year the unit at Barrow to familiarise themselves with the
layout of the maternity unit, meet key clinical and establish whether changes
have been put in place and how the unit appears to function. As well as
establishing the context for the evidence heard from the families and
forthcoming interviews, this would send a positive message to the Trust and the
clinical staff that the investigation wants to establish the current position in order
to meet term of reference 5.

(4) CNST applications and assessments

- We could establish at what level the Trust has applied for the Clinical
Negligence Scheme for Trusts (CNST) operated by the NHS Litigation /}uthonty
(NHSLA) for the penod 1 January to 2004 — 30 June 2013, and what the results
were. The CNST offéers three levels of discount to Trusts on their contributions
to the scheme depending on the extent to which they can demonstrate risk
management systems and results (there is a separate assessment for maternity
services).

This would provide evidence on the confidence that the Trust had in its own
processes over the period and the extent to which this was borne out by NHSLA
assessments. It is well recognised, however, that Trusts take a commercial
view of this, and are apt not to risk applying for a higher level for fear of losing
all of their discount if they fail to meet the requirements. The Panel may wish to
discuss whether, in light of the changes to the CNST that will be introduced
soon whether this is a good use of the investigation’s time?

(5) Trust compliance with data reporting requirements
| ;
We could take steps to establish the method, pattern, level of detail and
response rate with which the Trust co-ordinates and submits responses to



MBIPM 2.6

CONSIDERATION OF SUBMISSIONS TO THE INVESTIGATION — RELEVANCE
TO THE INVESTIGATION’S TERMS OF REFERENCE

Background

The Investigation has been contacted by individuals raising their concerns and
complaints about the standard of care they have received both at the Trust and
glsewhere in the NHS.

In addition the Investigation has also received an offer of assistance from a retired
clinician and, positively, been asked if a member of the public (who experienced poor
care at the Trust and also who was previously employed there) asking if she can
contribute her suggestions on how the standard of care can be approved.

It is anticipated that additional communications will be received by the Investigatfon.

It would be helpful if the Panel would discuss the proposed approach the Secretariat
shouid adopt to handling such submissions in order to develop a standard approach
_and, when necessary, protect anonymity.

Proposed approach

Subm:ssmns are received by the Investigation (via e- maif telephone or in wrstlng)

Subrlﬂssaons are acknowledged.
|
When appropriate, individuals are asked to provide addltlonal background

information using the template proforma (see MBIPM 2.8) or by telephone if more
appropriate.

Completed proforma is considered by the Deputy Secretary to the Investigation or
.the Investigation’s Documents and Evidence Manager to establish whether the
matter raised falls within the Investigations terms of reference.

If not, a response is sent from the Investigation Secretary expiaining the limitations
placed upon the Investigation but providing them with the current details of
wholwhich regulator is best placed to respond to their query\complaint.

If the matter raised does fall within the Investigation’s terms of reference, details of
the qhery\complamt will be anonymised and placed on Huddfe for review by the
~Panel.
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The Secretariat will establish in writing, or by telephone if appropriate to do so,
whether the individual wishes their name, or the name of the patient, to remain
anonymous. This exercise will be repeated before the Investigation Report is
finalised.

If no anonymity is sought, the details on Huddle will be replaced with comprehensive
details.

In cases where professional services have been proffered, the Secretary will discuss
the communication with the Investigation Chairman and an appropriate response will
be issued.

A summary of all “ad hoc” communications (anonymised and open) to the
Investigation, and the responses issued to date\that month will be prepared for
review at each Panel Meeting commencing in January 2014.
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FUTURE WORK PROGRAMME\TIMETABLE

Panel Meetings in 2014

Wednesday 15 January or Thursday 16 January (TBC)
Thursday 13 February

Wednesday 5 March or Friday 7 March (TBC)
Wednesday 2 April or Thursday 3 April (TBC)
Thursday 8 May

Thursday 12 June

“Thursday 10 July

Draft timetable |

2013
December " Determine key questions from the terms of reference
\ Commission evidence
* Finalise approach to the Investigation
2014
January Receive evidence, load onto evidence database and commence
detailed consideration
Consider draft framework for Report
February Consideration of evidence ongoing

|dentification of key witnesses

Commence drafting of Report (explanatory and process
definition chapters)

‘ \Go



March

April

May

June

July

| August

September

Consideration of evidence ongoing
Identification of witnesses
Report writing ongoing

Commence interviewing witnesses and hearing oral evidence

Consideration of evidence ongoing
Interviewing of witnesses\hearing oral evidence

Report writing ongoing
Consideration of evidence ongoing
Interviewing of witnesses\hearing oral evidence

Report writing ongoing

Report writing ongoing

Report writing ongoing

Proof reading of draft Report

Report finalised and shared with families and interested parties

‘Report published.
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