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Preface

This is a geliminary Report to the Minister for Health relating tahe issuesthat arose following a
Primetime Investigateprogramme relating to Portlacise Hospitdiaternity Servicemn 30" January
2014.

| approached the task on the basis that it was in the interests of the patients and families alike to come
to as early a view asogsible on findings and recommendations while pointing to areas that would
require more time for further consideration or analysis. Report does not purporto say therefore,

that all facts have been establishgiven the time frame in which it was cqheted.

The first interactions | had were with some of the families involved. The storigatefynKeenan,
Joshua KeyeSornally Mark Molloy andNathan Molyneauxnade asignificantimpression on me. The
bravery and commitment of their parents in makisgre their stories were heardgo that they could
benefit other people is the reason we have thifeport. They have created thispportunity to
improve our services| hope | have done some justice to theand in some small way helped their
parentsto ensure thatKatelyn JoshuaMark and Natharhave a legacgf whichthey can be proud.

| am acutely conscious that there is enormous pressure on the efathe Portlaocise ldspital
Maternity ServiceNot only do they have to cope with the significant adverse publicity, the real impact
it has on their lives in the communities in which they live and the prospect of more investigation, they
are alsothe ones whomust continue to provide the service thdhe local population needfRecent
hospital management initiatives to strengthen governance are acknowledgiedmy view however,

that they cannot be expected to do that alone, without guidance and mentoring and without
reconfiguration of the govername of the service in a way which secures its future for the people of
Pottlaoise and its environs in a safe and sustainable manner.

In preparing thidgeport, | was supported by a small team of people whom | reassigned fromddugir
to-daywork to allow thisReport to be completed speedily. The Team was headed by Dr Kathleen Mac
Lellan, Director of Clinic&8ffectivenessl am indebted to her and her team for their wotkam alg
GSNEB AN G§STFdz G 2 CrieNNuksingOiddor Yier sugport: partica@axly info the issues
relating to midwifery staffingleadership and development.

[ el

Dr Tony Holohan,
Chief Medical Officer
24 February 2014






Executive Summary

Introduction

Patients who use our services have a right to good care and to kind and compassionate treatment.
They also have a right to expect that thealthcareprofessionals who provide that care and the
system they work in do their best, in every sense of that teiordeliver high quality care. High quality
care means care which is evidence based, appropriate, timiigieat, effective and patiententred.

It implies that, even when things go wrong, the professionals and the system will do the right thing.

It isthe action or inaction of senior responsible medical and nursing/midwifery staff in the immediate
aftermath of events such as those that are the subject of this Report that make all the difference to
effective management. It is vital to patient, publicdastaff confidence and morale that at the most
challenging of times, the healthre system performs to its highest standard. It is imperative,
therefore, that we continue to strengthen policy and practice in respect of patient safety and in
particular ourcapacity to learn lessons derived from monitoring and analysis of adverse events.

Background

With these issues in mind, the Minister for Health requested the Chief Medical Officer to prepare a
Report for him on issues that arose followingPaimetime Investigatesprogramme relating to
Portlacise Hospital Maternity Services (PHMS) dh&huary 2014.

This Report provides a preliminary assessment of PHMS focusing on perinatal deathdat2)Gthd

related matters. Through a series of recommendatidrsets out the need for further examination or
actions where the findings of this preliminary assessment suggest such a need. It also makes clear who
should be responsible for these further examinations or actions.

Methodology

The critical initial questin which this Report sought to address is whether the service provided by
PHMS can be said to be safe from now on and into the future given the events that were reported in
LJdzof AO YR t2NIfl2A4S | 2aLAdGlfQa NBaLRyasS G2 GKS

In order to inform thepreparation of this Report, meetings were held with some of the families
involved, Patient Focus, the senior management team at Portlaoise Hospital, representation from the
obstetric and midwifery team at PHMS, the National Clinical lead for the Obstatit&ynaecology
programme, the HSE Quality and Patient Safety Directorate HBE Directoratethe State Claims
Agency, HIQA amglevantregulatory bodies.

PHMS clinical activity and outcome data, investigation reports, incident reports and deskiewsev

all relating to the period 2006 to date, were examined. The analysis was further informed by a detailed
examination of National Perinatal Surveillance Data from the various systems in existence that collect
and report such data. In addition relevaRiSE and Portlaoise Hospital policies and guidelines were
reviewed.

Quantitative findings and assessment

The datawe obtained had it been collated and examined, could have shown that there was good
reason to suspect that there may have been anrgoing poblem with outcomes of care experienced
by people using the service in PHMS i.e.

Birth rates had risen very quickly over a short period

There vasa number of whatwouldnd 6S RSTAYSR a4 WyS@SNI S@Syia
A number of other serious adverse events occurred

There was a rise in notifications of adverse incidents

There was a significant increase in transfers out of PHMS for both maternity and paediatric
care to other centres

1 There was a higher than expected rate of obstetric claims

=A =4 =4 =8 -4



All of this data was availablthroughout the period in question. It is clear that local hospital analysis of
this kind of data was not happening on a regular basis. While there was awareness that the service
was under pressure, there does not appear to be any evidence that monitofrimgw this might have

been impacting on patient care was taking place. Using the available data on-gwingnbasis is a
straightforward and useful way for maternity units to monitor trends, so areas of possible concern for
the service can be identifieglrlyand actions taken as required

We also conducted a detailed analysis of the various systems that collate and report data on perinatal
mortality. We found someniconsistencies and some duplica. These are the subject of specific
recommendations.

Quialitative findings

In the course of the work undertaken, a number of issues and themes emerged. These were organised
into seven overall themes which are set daglow together with the overalReport findings and the
reconmendations relating to them.

Theme Ondooks at the patient safetyuiture at PHMSthe services whenedling with a perinatal
death the response to patients and families following serious adverse incidamisthe practices in
respect of disclosure to patients of serious adversenevand of investigations

Theme Twalealswith the system of ¢hical governance at PHM$his includes arrangements fask
managementand alverse incident reporting and investigatioim the context of the reviews
undertaken by the hospital. In parti@s| it focuses on theime taken to conduct and complete
reviews the quality of reviews, the involvement of staff, the use of codes in reviews and the
nomenclature utilised for incidestand for reviews It also examines themiplementation of
recommendatnsfrom these reviews.

Theme Thredooks at the arrangements for implementation of standards and guidelines in general
with particular reference to escalation of care and clinical handover. It considers the oesdnfie
further specific national guidandeased on the findings of the reviews undertaken by the hospital.

ThemeFourconsiders the scalation of incidentsutside of the hospitahnd role of national HSH
considers this in the context of the events which took place in Portldéispitalin 2007. It considers
how the systems of escalation and support can be strengthened.

Theme Five deals with leadership, staffing and workforce planning with particular reference to the
supports needd by front line service leaders. It considers how workforce planning and assessment of
midwifery requirements might be impwed given the findings in thesRort.

Theme Sixconsiders the rifrastructure and equipmentlt is based not only on the walk around
conducted, buton specific findings in the reviews completed by the hospital that have relevance for
medical equipment and also medical record management.

Finally,Theme Sevegives consideration to the role that tHéoronial procesénquests)played in he
cases reviewed. It also considers the issue®p$entand onfidentiality.



Conclusions
The overd conclusions in thedport are as follows

1. Families and patients were treated in a poor and, at times, appalling manner with limited respect,
kindnesscourtesy and consideration.

2. Information that should have been given to families was withheld for no justifiable reason.

3. Poor outcomes that could likely have been prevented were identified and known by the hospital
but not adequately and satisfactorily &ct upon.

4. The PHMS service cannot be regarded as aaf sustainablewithin its currentgovernance
arrangements as it lacks many of the important aigaequired to deliver, on a staralone basis,
a safe and sustainable maternity servi(@ee Overalléommendation 3).

5. Many organisations, including PHMS, had partial information regarding the safety of PHMS that
could have led to earlier intervention had it been brought together.

6. The external support and oversight from HSE should have been strongemaied proactive,
given the issues identified in 2007.

Summary Recommendations

All recommendation, wherever they appear in theeRort, are seen as critically important elements of
the whole responseThere are, howeverl 1 overallrecommendations. Overalecommendatios are
given the notation QR (overall recommendation) and cross referencedhere relevant to where
they appear in the maindport.

Recommendation O.R.PHMS should apologise unreservedly to the patients concerned.

Recommendation O.R.An immediate assessment of the patiesafety culture at Portlaocisedspital
should be undertaken by HIQA.

Recommendation O.B. A team should be appointed to run the PHMS pending implementation of
Recommendation ®4 below.

Recommendation O.R.#HMS should become part of a Managed Clinical Network under a singular
governance modekith the Coombe Women & Infatdniversity Hospital.

Recommendation O.&.Other small maternity services should be incorporated into managed clinical
networks within the relevant hospital group

Recommedation O.R6: The HSE should address the implications of this Report for other services at
Portlaoise Hospital.

Recommendation O.R.Support should be provided to the Portlaocise Hospital senior management
team. This shdd lead to a wider programme of support for frontline leaders, particularly in smaller
hospitals, to ensure that they can and do provide safe and effective care

Recommendation O.&.HIQA should beequestedto undertake an investigation in accordance lwit
Section 9 (2) of the Health Act 2007

Recommendation O.R.HIQA should develomational standards for the conduct of reviews of
adverse incidents.

Recommendation O.R.1The HSE should ensure thateey maternity service (and later every health
service provider) be required to complete a Patient Safety Statement which is published and updated
monthly.

Recommendation O.R.1 National Patient Safety Surveillance system should be established by
HIQA.
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Section 1 Introduction and background

1.1 Introduction

Patients who use our services have a right to good care and to kind and compassionate treatment.
They also have a right to expect that the professionals who providecdra and the system they
work in do their bestin every sense of that termto deliver high quality care. High quality care means
care which is evidence based, appropriate, timely, efficient, effective and patient centred. It implies
that, even when thing go wrongthe professionals and the systemligo the right thing

Delivery ofhealthcareis inherently risky. The science of medicine is not an exact one. Its scale and
complexity is without parallel in other sectors and businesses. The technologiearthused do not

yield perfect observations or outcomes. Furthermore, health services are delivered by humans who
make mistakes.

While it is inewiablethat things go wrong, there is much that can be done to prevent harm and error,
to identify it when 1 occurs, to take actions to mitigate the effect of that harm or error and to learn
lessons from the investigation of harms/errors or groups of harms/errors that allow actions to be
taken to minimise the risk of recurrence.

One cardinal lesson from patierafety practice is that honesty and openness are essential elements
of patient trust and confidence which in turn are integral to the effective response to errors when they
occur. Once this trust is broken, it is almost impossible teestblish. Patiets and families
experience distress at the fact of an error which can then be compounded by mistrust, lack of
confidence and hurt that can understandably be felt when health professionals and providers
appearto, or do, withdraw from engagement, fad tommunicate and act defensively.

It is the action or inaction of senior responsible medical and nulisiiolgvifery staff in the immediate
aftermath of events such as those that are the subject of Reigort that make all the difference to
effective mangement. Serious adverse events and incidents are eeéryday occurrences.
Furthermore, effectively mnaging a major adverse incident and the response to it is a complex task.
In many institutions, there may be little direct experienadich challenges the exptation of a
consistentcompetentresponse.

It is vital to patient, public and staff confidence and morale that at the most challenging of times, the
health system performs to its highest standaitl.is imperative therefore, that we continue to
strengthen policy and practice in respect of patient safety and in particular our capacity to learn
lessons derived from monitoring and analysis of adverse events.

1.2 Background

With these issues in mindhe Minister for Health requestethe Chief Medical Officer to prepare a
Report for him on issues that arose following Primetime Investigatesprogramme relating to
Portlaoise HospitaWaternity Services (PHM8) 30" January 2014

ThisReport provides a preliminary assessment of PHMS focusing on perinatal deathsdg@d@nd
related matters.Through a series of recommendationséts out the need for further examination or
actions where the findings of this preliminary assessmentasigguch a need. It also makes clear who
should be responsible for these further examinations or actions.

ThisReport is presented in the context of the implementation of a series of patient safety initiatives in
Ireland that have emerged from thHeeportof the Commission on Patient Safety and Quality Assurance
(2008}. In addition the Health Information and Quality Authorityd(QA has identified that as part of
their Business Plan for 2014, and in line with their programme for the monitoring oN#tienal

! hitp://www.dohc.ie/publications/pdf/en_patientsafety.pdf?direct=1
12



Standards for Safer Better Healthcarthey will be conducting a governance reviewHSE Midlands
Regional HospitdPortlaoisé.

1.3 Patient safety policy

Patient safety has become both a national and international imperative in recent yethrsncreased

emphasis on patient safety in policy reform, legislative changes and development of standards of care
driven by quality improvement initiativesh& Commission on Patient Safety and Quality Assurance

was established itreland inJanuary 200and published its report irAugust 20080 ¢ KS / 2 YYA &da A
report provides the roadmap to developin@ national culture of patient safety and recommend

increased eadership and accountability throughout the service through new governance,
management and repting structures A number of other important recommendationselevant to

this Report, were made including

- legislation on licensing of all public and private healthcare providers
- mandatory adversé@ncidentreporting

- open disclosure on patient safeitycidents

- participaton ofcliniciansin a national programme of clinical audit

- improved research, education and training on patient safatyg

- patient involvement in service review and planning.

A National Patient Safety Advisory Growas establishedin 2011 by the Minister for Health. It
provides a forum at national level for the maintenance of dialogue and interaction between key
stakeholders in relation to the patient safety agenda and provides leadership, direction and policy
advice foron-goingwork under thePatient Safety Firstnitiative. Key structural healthcare reforms
include the establistment of the Patient Safety Unit within the Department of Health (2006galth
Information and Quality AuthoritfHIQA)(2007) the Quality and PatienSafety Directorate in the
Health ServiceExecutive(HSE)2011) and the strengthening and reform of regulatory frameworks for
healthcareproviders anchealthcareprofessionals.

Legislative proposals are at an advanced stage of development by the Deptaudfridaalth for the
introduction of a national licensing systerfhis will provide for a mandatory system of licensing for
public and private health service providelswill be designed to improve patient safety by ensuring
that healthcare providers daot operate below core standards which are applied in a consistent and
systematic way.

Much of the legislation governing healthcare professionals has been extensively updated and
amended in recent years with the publication of a number of relevant Actsiding the Medical
Practitioners Act 2007 and the Nurses and Midwives Act 2011.

Patient safety has been made a priority within the HSE Annual Service2Rtfi through specific
measures focused on quality and patient safety includieglthcare acquirednfections HCAI¥
medicationsafety and implementation oéarly warningscore systemsClinical effectiveness is a key
component of safe, quality care. To this end the Minister for Health established the National Clinical
Effectiveness Committe@NCEC 2010 to provide a framework for national endorsement of clinical
guidelines and audit.

A new Patient Safety Agency (PSA) is to be establigthedAgency will be established initially on an
administrative basis within the HSE structures in 2014.

Many of these patient safety initiatives have made significaptogress in terms of legislative,
regulatory and structural change€hanging culture and developing processes for patient safety are

2 http://www. higa.ie/publications/nationaistandardssaferbetter-healthcare

% From this point onward in the Report HSE Midlands Regional Hospital Portlaciseneftied to as Portlacise Hospital
* http://www.dohc.ie/publications/pdf/en_patientsafety.pdf?direct=1

® http://www.patientsafetyfirst.ie/

® http:/iwww.hse.ie/eng/senices/Publications/corporate/serviceplan2014/
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critical to delivery of quality safe healthcare serviéequaliy and safety culture ensures that quality
and safety is seen as fundamental to every person working within that seimaeding clinical and
non-clinical staf, healthcare managers and the®&d, or equivalent of an organisation.

1.4 Maternity services in Ireland

All pregnant women who are resident in Ireland are entitled to receive public maternity care under the
1954 Maternity and Infant Scheme. This care is provided by general practitioners registered with the
scheme and hospital obstetricianworking within the public maternity services. The HSE is the
national agencyaccourable for the planning and delivery of heatthre services including maternity
services. Public and private maternity services are provided in 19 maternity hospitesitound the
country (Tablel.1).

Tablel.1lIrish maternity service2013

Maternity Service Births
Dublin Coombe Wome Infant UniversityHospital 8,209
National Maternity Hospital, Holles Street 8,994
Rotunda Hospital 8,843
Total 26,046
Southand  Cork University Maternity Hospital 8,344
SouthEast Kerry General Hospital, Tralee 1,500
South Tipperary General Hospital 1,202
{G [dzZ] SQ& DRiKeBriyl £ | 2a LA G 1,815
Waterford Regional Hospital 2,215
Wexford General Hospital 1,990
Total 17,066
Westand  Galway University Hospital 3,141
North Letterkenny General Hospital 1,798
West Mayo General Hospital, Castlebar 1,697
Portiuncula Hospital, Ballinasloe 2,044
Sligo General Hospital 1,544
Total 10,224
Mid West  University Maternity Hospital, Limerick 4,652
Total 4,652
North East Cavan / Monaghan Hospital Group 1,915
Our Lady Of Lourdes Hospital, Drogheda 3,648
Total 5,563
Midlands  Midland Regional Hospitd\lullingar 2,461
Midland Regional HospitdPortlaoise 1,983
Total 4,444
Total 67,995
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http://www.hse.ie/eng/services/list/3/hospitals/coombe/
http://www.hse.ie/eng/services/list/3/hospitals/holles/
http://www.hse.ie/eng/services/list/3/hospitals/rotunda/
http://www.hse.ie/eng/services/list/3/hospitals/CUMH/Cork_University_Maternity_Hospital.html
http://www.hse.ie/eng/services/list/3/hospitals/kerry/
http://www.hse.ie/eng/services/list/3/hospitals/Southtipp/
http://www.hse.ie/eng/services/list/3/hospitals/lukeskilkenny/
http://www.hse.ie/eng/services/list/3/hospitals/waterford/
http://www.hse.ie/eng/services/list/3/hospitals/wexford/
http://www.hse.ie/eng/services/list/3/hospitals/guh/
http://www.hse.ie/eng/services/list/3/hospitals/lgh/
http://www.hse.ie/eng/services/list/3/hospitals/mayo/
http://www.hse.ie/eng/services/list/3/hospitals/Portiuncula/
http://www.hse.ie/eng/services/list/3/hospitals/sligo/
http://www.hse.ie/eng/services/list/3/hospitals/MaternityLimerick/
http://www.hse.ie/eng/services/list/3/hospitals/CavanMonaghan/
http://www.hse.ie/eng/services/list/3/hospitals/Lourdes/
http://www.hse.ie/eng/services/list/3/hospitals/mullingar/
http://www.hse.ie/eng/services/list/3/hospitals/Portlaoise/

While numbers of births nationallynéreased substantially from 20@6 2009, since 2010 there has
been a gradual decreagEigurel.l).

Figure 1.1 Number of total births, Ireland 202012
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A new National MaternitgervicesStrategy will be developed this year which will provide the strategic
direction for the optimal development of maternity services to ensure that women in Ireland have
access to safe, high quality maternity care in a setting most appropriate to their .ndéds
Department of Health will oversee the development of this strategy whipkanswill be finalised by

the end of the yearThe recommendations in this Report will inform the strategy.
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Section 2 Methodology

2.1 Introduction

The criticalinitial question which thisReport sought to address is whether the servipmvided by
PHMScan be said to be safieom now and into the future given the events that were reported in
public andPortlaoise ldspital@response to these events

In order to address thisye examined
1. The extent to which there was verifiable implementation of
a. recommendations made into any incidents that PHMS had investigated
b. relevant national policies

2. The extent to which the clinical governance arrangements weunhble reliable identification
and reporting of serious adverse incidents, their speedy and effedtivestigation, the
implementtion of the resultant learnings and the arrangen&nfor monitoring and
assurance.

While this cannot provide an absolutpiarantee of safety, we took theewir that a high standard of
achievementor performance relative to the criteriaes out above would allow a reanable
conclsionto be drawnregardingsafety.

Portlacise ldspitalwasrequestedto provide detail of all adverse events and serious incident reviews
that occurred2006 to datein PHMSIn order to be able to make an expediaf#liberation in terms of
PHVS a detailed examination of a reasonable samplpgesinataland relatedevents2006 to datewas
conducted In addition the data and informatiorwas utilisedto create an overall impression of the
patient safety and risk management processes in place in PHMS and the ovarsighipportbeing
provided by the HSE Directorate.

The preliminary assessment of risk managment and patient safety at PiM& wasconducted
ascertainedffom 2006 onwardsthe number of:

1 perinatal deatls
1 early neonatabnd maternalransfersto other maternity hospitalsand

1 the number of perinatal incidentdeclared to be adverse events by the hospital as evidenced
by repots, reviews or investigations

The HSE designated the Regional Director of Performance and InteqRED®&t}o act as HSE liaison
between the PHMS and the Department of Health team.

2.2 Meetings

In order to obtain other information and perspectives, meetings were held with some of the families
involved, Patient Focus, the senior management team at Portlaoise Hospital, representation from the
obstetric and midwifery team at PH#the Director of the National ClinicaProgramme foilObstetrics

and Gynaecology, the HSE Quality and Patient Safety Directorate, the HSE Directorate, the State
Claims Agency, HIQA and regulatory bodieble2.1).
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Table2.1 Meetingswith key informants

Date Key informantmeetings

4" Feb 2014 Patient Focus

4™ Feb 2014 Familymeetings

5" Feb 2014 Family meetings

5" Feb 2014 RDPI andenior mangement team Portlaoise Hospital
6" Feb 2014 Director National Clinical Programrfeg Obstetrics and Gynaecology
6" Feb 2014 National Director for [thical Strategy and Programmes
6" Feb 2014 Chief Nursig Officer, Department of Health

6" Feb 2014 National State Claims Agency

6" Feb 2014 HSE Qualitgnd Patient Safety Directorate

6" Feb 2014 Assistant Secretary, Acute Hospit@epartment of Health
7" Feb 2014 Nursing and Midwifery Board, Ireldn

7" Feb 2014 Irish Medical Council

11" Feb 2014
12" Feb 2014

14" Feb 2014
14" Feb 2014
14" Feb 2014
18" Feb 2014
18" Feb 2014
20" Feb 2014
20" Feb 2014

HIQA

RDPI, snior management team, representativeffom obstetrics and
midwifery, Portlaoise Hospital

Assistant Secretary, Acute Hospif&epartment of Health

HSE Directorate

Chief Nursing Officer, Department of Health

Assistant Secretary, Acute Hospit@lepartment of Health

HIQA

Family Meetinggnd Patient Focus

RDPI and senior management team Portlaoise Hospital

Patient Focus is an advocacy agency whiabperating a Helpline for families. Its commitment to

providing valuable support and information to those affected by the issue is acknowledged. Patient
Focus facilitated the Department of Health in terms of working with families and providing valuable
information and insights.

Contact was made with the Irish Medicines Board (IMB) to ascertain if there was any national sales
data for OxytociAwhich might provide additional information. The IMB indicated that there are two
authorised Oxytocin containing gductsin use in IrelandThese are: Syntocinon (dosages of Oxytocin
5IU/ML and 10I1U/ML) and Syntometrine (Oxytocin 51U and Ergometrine 500mcg/ml 500mcg/ml). The
product sales historyhowever, does not indicate usage nor does it indicate whether the usthese
products was appropriate.

In addition awalk around of the maternity unit was conducted 12th February 2014.

2.3 Examination of national perinatal data

A detailedexamination of national perinatallata was undertaken. Thiequired both verbal and

written correspondence withPHMS as well asthree of the agencies involved with perinatal
surveillancedata These agenciesra the General Regist Office (GRO), the National Perinatal
Reporting System(NPRS)and the National Pematal Epidemiology CentréNPEC) All agencies

provided the requested data in a prompt and thorough manwaich enabled the analysis ie&ion

4 to be carried out.

! Oxytocin isa drugutilised for labour induction

17



2.4 PHMS risk management data and processes

In order to create a view of Portlacide2 & LA G £ Qa4 2y FaaSaavySyan 27
examination of relevanPHMSinvestigation reports, incident reports and desktop reviews conducted
(2006 to date) was maddable2.2 sets out the numbers of each of these that were made availabl

us. The ceoperation of Portlacise Hospital in providing this information in a timely manner is
acknowledgedIn addition,three meetings were heldvith the Portladse Hospitalsenior management
team.

Table2.2 PHMS safety and risk reports reviewed

Serious averse incidentreview reports 6

National IncidentManagementTeam (NIMT review 1

Desktop revieve 10

Incident forms 2,380 (Approximately)

In addition relevant HSE and Portlaocise Hospital policies and guidelines were eeM{@ppendixl).

This process considered Portlaocise Hos@itgéneral approach to risk management and patient safety
issues and whether the full cycle of implementation of recommendations from the various reports
(Table2.2)was completed in a timely maer by Portlacise Hospital.

We then sought to establish the extent of both escalation to or monitoring by HSE at regional and/or
national level of adverse incidents as well as the extdmxternal support and guidance provided to
the Portlaoise Hospitadver the time period in question.

2.5 Report findings —meetings with families and Portlaoise Hospital

Prior to finalising the Reparain overview of findingand recommendationsvas presented firstly to
the families and secondly to the Plabise Hospitakenior management teamFeedback from both
meetings informed the final findings and text of this Report.
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Section 3 Portlaoise Hospital

3.1 Portlaoise Hospital governance structures

Tullamore, Mullingar an@ortlacise Hospitalmake up the Midland Hospitals amgpbvernance eross
these hospitals relates directly back to theevious structure of the Midland Health Board prior to the
establshment of the HSE in 2005.

This arrangemenevolved wih the creation of the HSE Irgeated Services Directorate in late 2009.
Overall managment responsibility for thehree hospitals rested with the General Manager, Niuls
Hospitalswho reported to the Network ManageEach hospital had a Grad#ll Hospital Manager,
Director of Nursing and each Consultant had a reporting relationship to the General MaFRagerce,
human resource R and risk management were provided through this centralised ser¥oemal
monthly meetings were ¢ld with the General Manager and Network Manager. Quality andwiesle
agenda itens at these meetings.

From late 2009the Network Manager reported to a Regid Director of Operations (RDO). Bye

end of 2010 the Network Manager, General Manager and Ritknager who had dedicated time in

the hospital fwo days per week) retiredNone of these posts asreplaced. In early 2015hn Assistant
National Director was redeployed within the system to take overall charge of the three Midland
Hospitals. All previous reporting relationships to the General Manager now reported to this postholder
who in turn reportedto the RDO.

A Clintal Director was appointed tod?tlacise Hoital as part of the national roll out of th@inical
Directorate structures in 2010. From 2011 onwatfte Assistant National Direct@onducted monthly
meetings with thethree Midland Hospital management teams ede quality and risk was an agenda
item. He was also a member of tizublinMid Leinster(DML) regionainanagment team.

Quiality and risk management support has been accessed through the briskdiands management
servicerather than being provided in the hospital itself.oMever, dedicated access to thigsource

diminished from2010due to retirementsand the broadening of the remit of this seice to cover the

entire Dublin MidLeinster region. A dedicated risk manager/risk eardinator was appointed in
July/August 2018 Portlaoise Hospitads a result of concerns in relatiom the implementation of risk
reviews.

Over the last two years the hospital has made significant changes to the managment of incidents and
risks. There ar@ow seven quality and safety specialty departments in thepital including one for
obgetrics and gynaecology. Each hagliaical lead and monthly meeting are held driven by the
National Standards for Safer Better Hbaaré. The departmental groupseéd into the monthly
guality and safety executive meetiag

During 2012and on foot of concerns expressed by HIQA in relation to the governance arrangements
of Portlaoi® Hospital the RDO instructed the Assistant National Director to attend at the hospital for
at leasttwo days per week.

In July 2013the HSE structures changed and the Regional Director of Performance and Integration
(RDPIlyeplaced the RDO.

Current governancestructure

The current goverance arrangmentswere described by the RDPI as followlse Hospital Manager
has overall operational responsibility for the hospital amdthat respect both the Clinical Director
and Director of Nursing report to her in relation ¢lay-to-day running of the hospitalTogether the
Hospital Manager, Clinical Director and Director of Nursing comprise the hospitalgeraent team
and reportto the AssistantNational Director both collectively as the management teas wel as
individually with regards to their respective rolékhe Clinical Director has responsiblity for all medical

8 http://iwww.higa.ie/publications/nationaistandardssaferbetter-healthcare
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matters and the Director of Nursing for all nursing matters. The Assistamriél Directorreports to
the RDPI.

Figure3.1 Portlaocise Hospitabovernancestructure

Assistant National Director
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Clinical Director Director of Nursing

The HSE Quality and Patient Safety Directoimtieveloping a clinical governance framework and a
series of resource documents. TRDOnominated five hospitals to work with the resourcdsach
hospital established aultidisciplinary project team led by the clinical director, with a local project
manager and agreed terms of referendgach team used the resources to undertake a gap analysis;
the findings of which helped them prioritise and plan quality improvementoastto strengthen
quality and safety structures and procesdesrtlaoise Hospital became a pilot site in September 2013.

3.2 Portlaoise Hospital Maternity Services

PortlaociseHospitalis a 206bed hospital servicing the catchment areas of Laois, Offdllyare, Carlow
and Tipperary with ipatient, day cases, emergency and outpatieervices. The obstetric and
gynaecology service is a consultded service which has delivered@,025 births since 2006

The obstetric and gynaecology department consigfsa 30 bed irpatient ward, three room
assessmet unit, three labour rooms and anine-bed special care baby unit. The hospital maintains a
five day 9anbpm obstetric and gynaecology emergency departmemtusing an early pregnancy
assessment unitOutside of these hoursall attendances are facilitated through three room
assessment unit.

PHMSs not a training location for midwifery nor is it recognised as a training location by the Institute
of Obstetrics and Gynaecology in Ireland for the tragmf junior doctors.
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Section 4 Quantitative findings: Analysis of perinatal data

4.1 Births

From2000 to 2012, there @as been a significamicrease in nationabirths of approximately 30%. The
rate of increase was greatest fra@005 to 2004Figure 4.1)

Figure 4.1 Number of total births, Ireland 202012
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In comparison to nationdigures, from 2000 to 2012PHVIS shows amuchgreaterincrease irbirths

of almost 1@% (1,047 births in 2000 compared with@59 births in 2012)In addition, from 2005 to
2007 thee was approximately a 80increasein PHMSompared to a 1%increase natioally in the
same time periodFigure4.2). In the seven years to 2007, the number of births in PHMS doubled.
Births inPHMShaveremained at this levetver since.

Figure 4.2 Number of total births PHMS 20Q012
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4.2 Perinatal deaths

Perinatal mortality statistics are complex and reporting on these rates is hampered by different
definitions of stillbirth both nationally and internationally. In Ireland, four different agencies are
involved in the compilation and reporting of perinatabrtality data. This results in discrepancies in
reported rates of perinatal mortality and needs to be addressédvas surprising the degree of
complexity involved in ascertaining the numbers and underlying processes used to generate a
perinatal mortalityrate. The sections below set out the current situation and offer suggestions as to
how these issues can be improvethis examination was of a complex nature and required several
days of analysis by a public health specialist and statistician.

The four agncies that are involved in the collecting and reporting on perinatal data are the General
Register Office (GRO), the National Perinatal Reporting System (NPRS), the National Perinatal
Epidemiology Centre (NPE@hd the Central Statistics Office (CSO).

oI'he National Perinatal oY his centre was oIhe General Register wVital statistics releases
Reporting System established after the Office is the central civil and publications are
(NPRS) has the principal findings of the Lourdes repository for records prepared on behalf of
aim of the provision of Hospital Inquiry Report relating to births, the Minister for Social
national statistics on oollects from 19 stillbirths, deaths, Protection in accordance
perinatal events maternity units, marriages, civil with the provision of
including birth rate and evaluates and publistes partnerships and section 2 of the Vital
perinatal mortality. All perinatal mortality and adoptions in Ireland. Statistics and Births,
maternity severe maternal Deaths and Marriages,
hospitals/departments morbidity data on an Registration Act 1952
and independent annual basis and Section 73 of the
midwives report to the Civil Registration Act
NPRS. 2004.

There are two components to the process of legal documentation of a birth, as follows:

1. The naotification of the birth and
2. The registration of the birth.

Notification Process

All births both live and stillbirth(which is defined by the Civil Registratiofct 2004 as weighing not
less than 5009 or has a gestational age of not less than 24 weeks and shows no sign stiditéd be
notified using the quadruplicate birth notification form (Form BNF/01) that is usually completed with
the parent(s) by hospitataff (in the case of hospital births) or by a doctor or midwife (in domiciliary
births). The relevant copy of the form is sent to:

White @py: the Registrar of Births (GR@} soon after birth as possible

Yellow Copy: the local director of Public Healdnd Medicine

Green Copy: the National Perinatal Reporting System (NPR&n day eighafter birth.
Pink Copy: F2NJ K2alLWAGLtQa 24y NBO2NR

On this form, details of type of birth (live, stiflje recorded. Thisneans thatthe Registrar of Births
(GeneralRegister Office GRO) and the NPRBouldboth receive the same details arumbers oflive

and stillbirths (as per the definition above) that took place. The NPEC collect data from the 19
maternity units specifically on perinatal mortality using theirrobhespokeonline form. TheCSO do

not collect their own data but simply report on the registered birth and death information they receive

° This centre was established after the findings of the Lourdes Hospital InqpioytRe
(http://www.dohc.ie/publications/pdf/lourdes.pdf?direct=10).
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from the GRO. This multiple process of collection and reporting of perinatal data adds to the workload
for maternity wits and is an additional strain on current scarce health service resources.

Registration Process

The GRO receives the white copy of the birth notification foeomndicate births that will require
registration. As this white copy is completed and sent to the GRO soon after the birth, details of later
neonatal death may not be recorded on the natification form at that time.

The completion of a Birth NotificatioForm is NOT sufficient to register a birth or stillbirth and the
parent(s) or other qualified informant must attend the registrar's office in person to complete the
registration process.

Collection and reporting definitions

The definition of stillbirthfor collection of data is defined as weighing 500 grams or more or a
gestational age of 24 weeks or more. This definition originated in the Stillbirth Registration Act 1994
and still applies today as per the Civil Registration Act 2004.

In terms of reporting, the NPRS only report on stillbirths having a weight of 500g and greater, which is
in line with World Health Organation WHQ recommendation¥. The CSO and NPEC (since 2011)
both report on the broader definition of 500g and greatara gestational age of 24 weeks or more. In
addition, the NPRS and NPEC report on notified stillbirths whereas the CSO report on registered
stillbirths.

Legal requirements of notification and registration

TheCivil Registratiorct2004also states that lalive births and stillbirths must baotifiedto the GRO
as soon as is practical after a birth has occurt¥tile it is mandatory to notify the GRO of a stillbirth,
it is not mandatory toregister a stillbirth. While the legislation allows for the registration of the
stillbirth within 12 months, if the registration does not take place within this timeframe, the G&0
request the medical practitioner or hospital to complete the registration precewever, in practice
this does not occur due to the understandable sensitivity surrounding stillbirths.

The Act does not require notification of an early neonatal de@hdeath thatoccurs up to and
including day seveafter birth). However it is manaktory to registerall deaths and this would include
early neonatal deaths.

Historically Part 3 of thiguadruplicateform is also to beeturned to the NPR8&fter day eighiof birth

so that any data on an early neonatal deatin also be recorded on theturned part 3 The NPR®B

turn validates the information returned from the maternityinitshealthcare professionalhowever,
there is no legal basis in the Civil Registration 224 to notify the NPRS specificallyable 4.1
summarises the processes of data collection and reporting that the four agencies useriftatal
mortality statistics.The difference in returns of birth notifications to the GRO and the NPRS is
discussed further beloyFigure4.3).

% http://whglibdoc.who.int/publications/2006/9241563206_eng.pdf
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Table4.1 Summary of perinatal data collection and reporting processes

Collects data

Reports on dta

Mandatory status

Managesnotified

Manages
registered dita

GRO Yes. No. Yes Yes. Yes.
Stillbirths | Through form 1 of For natification of Collects hirth Collects stillbirth
the Birth births and stillbirths. | notifications through | registration data
Notification Form form 1 of the Birth
(to be returned as Notification Form
soon as practical
after a birth takes
place)
GRO No. No. Yes No. Yes.
Neonatal For registration of Death registration
Death deaths. process
NPRS Yes. Yes. No. Yes. No.
Stillbirths | Through form 3 of | Using data from However, Collects birth
the Birth form 3 of the Birth | historicallythe notifications through
Notification Form Notification Form | return of form 3 of | form 3 of the Birth
(to be returned (to be returned the Birth Notification Form
from the eightrday | from the eighh Notification Form which has
of birth). day of birth) has always occurred information on
andthe returnsare | stillbirths.
validated by the
NPRS.
NPRS Yes. Yes. No. Yes. No.
Neonatal | Through form 3 of | Using data fom However, Collects birth
Death the Birth form 3 of the Birth | historicallythe notifications through
Notification Form Notification Form | return of form 3 of | form 3 of the Birth
(to be returned (to be returned the Birth Notification Form
from the eighh day | from the eighh Notification Form which has
of birth). day of birth) has always occurred information on early
andthe returnsare | neonatal deaths
validated by the
NPRS.
NPEC Yes. Yes. No. Yes. No.
Stillbirths | Through their Using data The information Using data collected
bespoke online collected from returned to the from their bespoke
Perinatal Death their bespoke NPEC from the online Perinatal
notification form. online Peimatal maternity units is Death notification
Deathnotification | voluntary. form.
form.
NPEC Yes. Yes. No. Yes. No.
Neonatal | Through their Using data The information Using data collected
Death bespokeonline collected from returned to the from their bespoke
Perinatal Death their bespoke NPEC from the online Perinatal
notification form. online Perinatal maternity units is Death notification
Death notification | voluntary. form.
form.
CSO No. Yes. Not applicable as No. Yes.
Stillbirths Using stillbirth the CSO do not Reports on
registration data | collect primary data. registered
received from the stillbirths.
GRO.
CSO No. Yes. Not applicable as No. Yes.
Neonatal Using death the CSO do not Reports on
Death registration data | collect primary data. registered deaths.

received from the
GRO.
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Finding/Assessment

When examining the details of the followid@bles, it is important to beain mind the complexities in
perinatal mortality data, as outlined abovin the following section, perinatal mortality numbers for
PortlaciseHospital and nationally are presented.

In Table4.2 using the definitiordStillbirths weighing >=5@Dor gestatimal age >= 24 weeks plus early
yS2yIl il fnuRbBrs df Kelidatdl deaths derived directly from Portlaoise Hospital records for
the purposes of thigeport, show a slight under recording of cases in the hospital records for some
years. However, the NPR8tified cases (data that was received from returnsfiyMIo the NPRS)
show slightly more perinatal death notifications for some years than weperted by the hospital.

The NPEC used the above definition in 2011 onwards and show the same numbeiraifpdeaths

as direct data from Portlaoigdospitalin 2011 and 2012.

Table4.2 Perinatal nortality (Stillbirths weighing >=500 g or gestational age >=
weeks plus early neonatal deaths) numbers, Portlacise Hospital 22062 by
source of data

2006 | 2007 2008 2009 2010 2011 2012

Portlaoise Direct 10 12 13 17 8* 12* 7
NPRS 11 16 14 17 9 13 7
NPEC# - - - - - 12 7

*Unable to classify 1 perinatal death in each of 2010 and 2011 from hospital data received therefore not inclt
the first row of theTable

#NPEC used this definition of stillbirth from 2011 onwards

If perinatal mortality is defined as stillbirthgeighing >500g only (as recommended by the WHO for
reporting purposes) pkl early neonatal deathTable 4.3 shows a variation in cases classified as
perinatal deaths compared witfiable4.2. The different definition has an effect on the numbers that
are recorded as perinatal deaths.

Table4.3 Perinatal nortality (Stillbirths weighing >=500 g plus early neonatal deatf
numbers, Portlaocise Hospital 2068012 by source of data

2006 2007 2008 2009 2010 2011 2012
Portlaoise Direct 10 10 12 16 8 11* 5
NPRS 11 16 13 16 8 13 6
NPEC# - - 9 16 8 - -

*Unableto classify thregerinatal deaths for 2011 from hospital data received due to no weight recor:
therefore, not included in the first row of th&able
#NPEC used this definition of stillbirth fr&008 to 2010

Table4.4 National perinatal deaths’2006-2012 by source of data

2006 2007 2008 2009 2010 2011 2012
NPRS 493 557 565 572 550 493 458
NPEC - - - - - 456 444
GRO* and CSO
combined 515 560 624 587 574 542 N/A

~(Stillbirths weighing >=500g or gestational age >= 24 weeks plus early neonatal deaths)
*Data for GRO refer to stillbirth notifications and for CSO refer to registered neonatal deaths
N/A: Not available
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Turning to the national situation, there are variations in the number einatd deaths collected as
shown inTable4.4. These variations depend on several factors including the agencies from which the
numbers are derived:

T

1
1

The NPRSdata derived from the nomandatory part of the Birth NotificatioRorm that is
returned afterday eightwhich should include any details of a stillbirth or an early neonatal
death

The NPEG data derived from thenon-mandatory bespoke online Perinatal Mortality
notificationform and provided by the maternity units on a voluntary basis

The GRO and CSOnandatory Birth Notification Form 1 and mandatory death registration
data.

The following graph(Figure 4.3)displays the perinatal mortality rate using notified data from the
NPRS, NPEC and registered data from the CSO. The graph aisadhdorid perinatal mortality rate
which would be calculated if one was to use GRO notified birth notification data for stillbirths in
conjunction with the numbers of neonatal deaths notified to the NPRS through themamlatory

part of the Birth Notiftation Form.

Rate (per 1,000 live and still births)
o [l N w N (6] 0] ~ (o] [{e]

Note: Stillbirthgn this graph refer to those weighing 500g or more or at
a gestational age of 24 weeks or greater.

Figure 4.3 National perinatal mortality rate (stillbirths plus early neonatal deaths)
20082011

m Hybrid
(GRO+NPRS

m NPRS

mNPEC

mCSO

2008 2009 2010 2011

A hybrid rate was gemated for the purposes of thisdport to show that the GRO receive a higt
number of stillbirth notifications than the NPRS. The reverse seems to be the case for early n
deaths with NPRS receiving more earlpmatal death notifications than are registered with the GF
The hybrid rate shows that the current perinatal mortality rate calculated to date may b
underestimate of the true value of perinatal mortality in Ireland.

Table4.5 below shows the formula@sed in the various calculations of perinatal mortality rates t
currently exist (13) and a hybrid calculation (4).
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Table 4.5 Calculation nethods for perinatal mortality rate

1.

2.

NPRS 1000 x (normandatory notified stillbirths + nemandatorynotified early neonatal
deaths) / Number of hoimandatory notified live births and stillbirths
NPEC 1000 x (normandatory notified stillbirths + nemandatory notified early neonatal
deaths) / Number of hommandatory notified live births and stillbirths

CSO 1000 x (registered stillbirths + registered early neonatal deaths) / Number of

registered live births and stillbirths

Hybrid 1000 x (mandatory notified stillbirths + nenandatory notified early neonatal
deaths) / (Number of registered live births + ndlatory notified stillbirths)

As seen irFigure4.4, there are differences in the numbers of stillbirths collected by the NPRS and

GRO, even though data used by the NPRS and GRO come from thgirsiaNetification Form. There
are more stillbirths notified to the GRO than the NPRS. Thamammdatory nature of birth notification

to the NPRS may have a bearing on the reduced numbers of stillbirths notified to the NPRS compared
with the numbers notified to the GRO.rttay also reflect on administrative errors with the return of

the Birth Notification Form to the correct agencies.

In addition, the numbers of early neonatal deaths recorded by the two agencies also shows a
difference. The NPRS show slightly higher reporesadfy neonatal deaths (even though the return of
this data is normandatory) than the GRO which keep registered data on early neonatal deaths. This

shows undetregistrationof early neonatal death. This difference is also illustrateféigure4.5.
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Figure 4.4 The number of stillbirths and early neonatal deaths notified to the
GRO and NPRS, 262611
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Figure 4.5 Difference between stillbirths and early neonatal deaths notified
to the GRO and NPRS, 202611
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The mandatory GRO notified numbers of stillbirths are higher than thenmamdatory notified NPRS
stillbirth numbers which are in turn higher than the CSO reported registered numbéis. is
illustrated inFigure4.6.

Figure 4.6 Number of stillbirths notified to the GRO and NPRS, and
the numbers registered and reported by the CSO, 2 1
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Note: Stillbirthgn this graph refer to those weighing 500g or more or at
a gestational age of 24 weeks or greater.
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Taking into consideration the complexities of different definitions, the impact of mandatory
notification and the issue of undeegistration of stillbirths and neonatal deathscammonperinatal
mortality rate calculationis proposed.The recommended Gffial National Perinatal Mortality Rate
Calculation based on the findings of this review should be as follows;

1000X (mandatory natified stillbirths + mandatory notified early neonatal deaths)

(Number of registered live births + mandatory notifigillbirths)

This analysis showthat there are weaknesses and inconsistencies in perinatal data collection,
collation and reporting. This gives rise to inaccuracies and also tosistencies in the data reported

¢ depending on the source usetdihe aim of the recommendatioria this Reportis to facilitate the
presentation of the most accuratand consistentreflection of perinatal mortality in IrelandThe
current disparate nature of reporting of perinatal data in Ireland leads to confusions addcthe
workload for maternity units and is an additional strain on current scarce health service resources.
There istherefore, a considerable case to be made for the consolidation of these systems to avoid the
duplication and occasional confusion treatses at present.

Recommendation 1

The Department of Health should work with the Department of Social Protection to ensure
all official perinatal mortality rates shoulde calculated using a common definition.
Responsibility: Department of Heali and Department of Social Protection

Timeframe: Common definition in use by 2015

The recommended Official National Perinatal Mortality Rate Calculation based on the findi
this review should be as follows:

1000 x (mandatory notified stillbirths + mandatory notified early neonatal death
(Number of registered live births + mandatory notified stillbirths).

It should be noted that stillbirths in this calculation refer to those weighing 500g or more ol
gestational age of 24 weeks or greater.

The Department of Health should engage with the Department of Social Protection to make
aware of thisReport and of the implication of the findinga the context of the provisions dhe
Civil Registration Ac2004. The new calculation will require mandat notification of early
neonatal deaths. This should also allow for a review of the current definition of stillbittie Civil
Registration Act 2004Any change can be made by way of amendment to the Regiistration Act
2004 along with the proposed change to the notification of early neonatal daatlketailed in
Recommendation 2

Recommendation 2:

The Civil Registration Act 2004 should be amended to include a duty to notify early neo
death tothe General RegisterOffice.
Responsibility: Department of Healttand Department of Social Protection

Timeframe: Commencdormal engagement betweendpartmentsimmediately

There appears to be under registration of early neonatal deaths. An amendment to the
Registration Act 2004 to require notification of early neonatal death would ensure the captt
this information. The Department of Health should engage with tepabtment of Social Protectio
to make them aware of thiReport and of the implication of the findings the context of the
provisions othe Civil Registration Act 2004.
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Recommendation 3:

The @neral RegisterOffice should ensure that all notified edy neonatal deaths are registered.
Responsibility: General Register Office

Timeframe: End Quarter 12014

There are differences in the numbers of stillbirths collected by the NPRS and GRO, even thot
used by the NPRS and GRO come from the $rtieNotification Form. There are more stillbirths
notified to the GRO than the NPRS. The-n@andatory nature of birth notification to the NPRS |
have a bearing on the reduced numbers of stillbirths notified to the NPRS compared wi
numbers notifed to the GRO. It also may reflect on administrative errors with the return of
Birth Notification Form to the correct agencies.

In addition, the numbers of early neonatal deaths recorded by the two agencies also sh
difference. The NPRS show dligthigher reports of early neonatal deaths (even though the ret
of this data is normandatory) than the GRO which keep registered data on early neonatal de
This shows underregistration of early neonatal death.

The opportunity should be takenof rationalisation of current, various data collection streams to a
single point. Data should be collected once and used several times. This can be achieved by the
development of electronic transmission of the Birth Notification Form used for the repoding
perinatal events. Paper transmission of the Birth Notification Form should be phased out.

Recommendation 4

The HSE should ensure that thBIPRS and NPE&e consolidated to create a singlaational
reporting systemfor official statisticson perinatal events in Ireland

Responsibility: HSE

Timeframe: EndQuarter 4,2014

Thereis a multiplicity of recording and reporting systems in relation to perinatal data cree
confusion and represents duplication and a waste of limited resources. In particular, the con
operation of the NPRS and th¢PEC both with HSE fundingshould be addressed In order to
consolidate them, a review of the functions of eaahd a plan based on that revieto have one
single amended system should be undertaken.

4.3 ‘Never events’

¢KS GSNXY WyS@OSNI S@SyidQ ¢ & ,NMD, Ndinier CEQ GfthE B&tid& R A Y
Quality Forurd™ It particularly refers to concerningmedical errors (such as wrossife surgery) that

should never occur. Oveime, this list has been extended to include significant adverse events that

are clearly identifiable, serious (resulting in death or significant disability) and usually pableen

This Rport is recommending thaperinatal deathor serious injuryof a neonate associatedith
labour or delivery in a lowisk pregnancyand maternal deattare liged asperinatal‘\Hever events§for
Ireland. See &ommendation 21.

 http://psnet.ahrg.gov/primer.aspx?primeriD=3
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If these definitions operinatal \Hever event® alidftion to adefinition of asurgical\ever even?
were in place in PHMgom the period 20062013six such events would have occurrd@lle4.6).

Table4.6PHMSWY S@SNJ S@SyGaQ o0{2dzNOS t 2NIfl2AaS8 [ 2aLAGI

2006 2007 2008 2009 2010 2011 2012 2013
Neonatal 1 1 1 1
deaths
low-risk
pregnancy

Unintended 2
retention of

a foreign

object

Wever eventQare by their naturesufficiently serious and uncommon that thehould immediately
raise a flag for an organisation to examine the circumstances leading up the evertb dakle
immediate actions as require@HMS did not appear to have such processes in pN@eeassurance
can be derived from summary statistics Buas perinatal mortality rates in circumstances where there
are \Hever event§are taking place.

4.4 Perinatal and maternal transfers

Table4.7 showsdata made available by Portlaocise Hospital on the number of transfers from PHMS out
to other centres in the early neonatal periodle adjusted the total number to create a rate per 1,000
births in the unit and this is shawin Figure4.7. It shows an alnsh threefold increase in transfer rate

out of PHMS over the time period in questioNe believe that the hospital was unaware of these
trends until we shared our analysis of their data with thefhhe manner in which these data were
recorded andnitially presented to us meant that we couftt determine the reason for transfer, time
frame for transfer, whether it was a neonatal or maternal transfer or whether the transfer was direct
from the labour ward oof the neonate from the Special Care Baby UniB($C

Table4.7 Transfer rate out of PHBI per 1000 births, 2006 to 2012

2006 2007 ‘ 2008 2009 2010

Transfer rate per 1000
births, PHMS 13.46 11.08 13.38 16.76 20.58 25.64 31.07

2@nintended retention of a foreign object in a patient after surgery or othid2 O S R dzNB Q
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Figure 4.7 Number of transfers out per 1000 births, PHMS
20062012
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Once Portlaoise Hospital was asked for its perinataisfer ratethey provided other data detailm
types of transferTable4.8 and Figure4.8 show that both the rate of maternal and neonatal transfer
rate increased fron2009. While this 8port does not investigate the exact reasons for this increase in
transfe rate the fact that data on changing maternity unit activitas easily available and had not
been examined by the Portlaocise Hospitalain important observationThe data in itself does not
provide any answers but raises questions that should teeen followed up.

Table4.8 PHMS transfers out 20aB013 (Source Portlaoise Hospital)
2006 2007 2008 2009 2010 2011 2012 2013

SCBU 12 I 12 8 13 14 20 19
Maternity 12 15 18 30 35 44 43 38
Total 24 22 30 38 48 58 63 57

Figure 4.8 Maternal and neonatal transfer rate per 1000 births,
PHMS 200&012
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4.5 Adverse incident report forms

Approximately 2,380 incident report forms 2006 to date were made available by PHM& was
significant variabilty in quality and completeness of the incident report forms. In additierseverity

of incident varied from dall/slip to missing doumentation toserious clinical incident&xamination

of adverse incident reporting rate per 1000 births shows that there [emsistantrise in obstetric
incidents reportedoy PHMS over the years 2006 to 2qQEXxure4.9). In 2007, there was a very high
overall number which appears to be contributed to by multiple notifications of individual events,
specificallystaffing level concerns among midwives

These reports are sent afite to the regional risk office for collation. There was no indication that
regular trend reports are run in order that the PHMS can track its trends and make changes or take
remedial actions as required.

Figure 4.9 Adverse incident report rate per 1000 births, PHMS 2006
2012
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4.6 Obstetric claims

The Clinical Indemnity Scheme (CIS), which is operated by the State Claims AgencywéSCA),
established in 2002 in order to rationalise prexisting medical indemnity arrangements by
transferring to the State, via the HSE, hospitals and other healthcare agencies, responsibility for
managing clinical negligence claims and associated risks. Under the CliStatheassumes full
responsibility for the indemnification and management of all clinical negligence claims, including those
which are birthrelated. Claims made under the scheme are managed by the team of clinical claims
managers within the Agency. The SCA G SI'Y 2F Ot AyAOFf NRAR&] | ROAASN
and other relevant clinical and administrative personnel to support patient safety and to help
minimise the occurrence of clinical claims.

The SCA provided repomghichwere run to recordall claims relating to 4 specifieonatalcategories,
reported to the National Adverse Event Reporting System (NAEMS) as having occurred during the
period Jan 12006 December 312013 The categoriesxaminedwere:

1 Neonatal death

9 Stillbirth

1 Cerebral Intability
1 Apgar <5 @1 etc.

The specialty of Obstetrics consistently accounts for approximately 25% of claims and almost 60% of
cost of claims managed by the SCA.
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On examination of the perinatal claims made from Portladisspital to theSCAand compared with

the average number of claims per year of six similarly sized maternity units, it can be seen that there
was a sharp increase in the number of claims made in 2Bi@gnre4.10.). Of note, this coincides with

the sharp increase in births thattourred in Portlacis¢lospitalin the same itne period as seen in
Figure4.2

Figure 4.10 Number of claims to the State Claims Agency per 1000 births
PHMS and 6 similar sized units, 262611
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4.7 Conclusions

The data in this sectigrhad it been collated and examinedpuld have showihat there was good
reason to suspedhat there may have been apn-going problem with outcomes of care experienced
by people using the servige PHMS.e..

Birth rates had risen very quickly over a short period

There were a number of whatouldnowo S RSFAY SR Fa WyS@SN)I S@Syia
A number ofother seriousadverse eventsccurred

There was a rise in notifications of adverse incidents

There was a significant increase innséers out ofPHMSfor both maternity and paediatric
careto other centres

1 Therewas a higher than expéead rate of obstetric claims

=A =4 =8 -8 -4

All this simple data was available throughout the period in questidndoes not requiresignificant

time or effort to collate itlt is clear that locahospitalanalysis of this kind of data wast happening

on a regular basidVhile there was awarenssthat the service was under pressure, there does not
appear to be any evidence that monitoring of how this might have been impacting on patient care was
taking place.Using the available data on amngoingbasis is astraightforwardand useful way for
maternity unitsto monitor trends, so areas gjossible concerifor the service can be identified early

and actions taken as required
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Section 5 Qualitative findings: Analysis of discussion, reports and
written material

In the course of the workindertaken, a number of issues and themes emerged. In this sethiese
issues are consideretindings or assessments are set out and recommendations made.

5.1 Theme One: Patient-Centredness

5.1.1 Culture at PHMS

¢KS GSNY &aOdzZ 1dzNB¢ Ay (KS @eanidgdt Ean bexd@finedlasifoosf (i & | 7
Thepatient safety culture of an organisation is the product of individual and group values, attitudes,
perceptions, competencies, and patterns of dgbur that determine the commitment to, and the

style and proficiency of, an organisation's health and safeipagement.

A culture of quality and of safe care is one in which there is open, kind, transparent and sensitjve care
effective team communicatns and a commitment to prevention of harm. A positive patient safety
culture isfocused on enhancing every aspect of the experience of a patiesitould be borne in mind

that it is well established in evidence that culture and behaviour are criticapooents of safe and
effective care.

In the preparation of this &port a number ofissuesof concernemerged through meetings with

families and others. There were clear descriptions where patients felt backs were being; tuonedt

accounts were not giverandunprofessbnal behaviours and language wdrequent. Insensitivity and

a lack of empathy were common themes. Younger patients weteso much spoken to dictly as

through their mothersr Y R Kl R G KS FSSt Ay 3 Thefe wars dvgnaccouBtsizR 3 SR ¢
ASYA2N) Oft AyAOl € a0 FTF 0Y2 NPBThaiekway als@ § gk oficylt@radl i A y 3
sensitivity. These accounts were not just applicable to the PHMS but also padl@tric unit.

Thespecificdescriptions provided of the care in the immediate aftermath of perinatal deaths added to
the distress rather than support of the families. These accounts wevesrful, clear and consistent.
While we cannot say that they ifact typify the experience patients have RHMS they indicate a
culture which is not consistent with good patient safety outcomes.

These personal accounts from the families were consistent fiitfingsthat are set outint | a { Qa
own investigation repars where issues of clinical handover, supervision, clinical leadership and the
effectiveness of escalation procedures wemnsistentlyraised.

When these facts are considered with tlumacceptableinstances of nowisclosureof harm or of
investigations being conducted into harem overall concern about the culture of care in the hospital
must be raised. We met witRortlaoise Hospitabn three occasions. We did not hear enough to satisfy
us that this concern should not beisadin the Report In fact, some of the interactions have added to
the concernwe have about the extent to which the culture has really changed as a result of the
lessons derivedfom the learning from previous adverse event reports
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Recommendain 5

An assessment of the patient safety culture in Portlacise Hospifabuldbe conductedby HIQA
Responsibility: HIQA

Timeframe: End Quarter 2, 2014

While the focus of tls Report is PHMS only, assurance is needed with regard to the patient s
cultural factors in the other services in the hospitaisrecognised thathe HSE Quality and Patie
Safety Directorate hadone considerable work in this are&here are a numdr of tools in use
internationally that allow detailed assessment to be made of the patient safety culture of a ho
to be undertaken and to inform the necessary remediation which can take the form of tra
teambuilding, improved policies and pratges and orgoing measurement and assurance
improvements in culture and behaviour.

(See Section 6, Overall Recommendation2).R.

Recommendatiort:

HIQA should be requested to adopt/adapt a standard tool for the assessment of patient s
culture and team working and to use its monitoring role to ensure that it is implemen
throughout the healthcaresystem.

Responsibility: HIQA

Timeframe: EndQuarter 4,2014

A standard national patient safety culture atehm-workingassessment tool which can be utilis|
across the system will provide for local and national patient safety culture informafiois. will
ensure that all hospitalend health serice providers regularlyneasure and trend their culturs
allowing for planning of any necessary remediatiéfiQA will ensure its implementation through |
monitoringof the Standards for Safer Better Health Care

5.1.2 Dealing with a perinatal death

The immediate aftermath of a perinatal death is the only time that parents will have with their child.
There may be little that staff can say do that will help to reduce their trauma and sense of acute
pain at the loss of theichild. However, insensite words and actions can make the trauma much
worse.

Recognition of the emotions and issues that arise for families in these circumstances in general is
much greater than in the past and there are a number of organisations, particularly thitle
Lifeime Foundation (formerlyrish Sudden Infant and Neonatal Death Soc{EsAND}, who provide
practical and sensitive advice.

Meetings with a number of the families provided an opportunity to explore in detail the care of the
recently deceased baby. Itas clear thainadequatefacilities and equipment added to the trauma. It

is also apparent that there was no proceduoe protocol to guide staff in their dealings and
interactions with bereaved familiedlothers were not necessarily accommodated away frother
mothers who had delivered babies; practices with regard to handling, holding, dressing, batiing,
photographing their infants were at best variable; appropriately sized coffins were not always made
available. The transport of infants ithhe boot of taxis to Tullamore ébpital for post mortem
examination was one especially distressing finding. Some of the comments attributed to staff who
dealt with the families in these circumstances also added to the distress.
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Recommendatior:

The HSE shouldconduct a review in PHMS in respect of services for the infant and fa
following a perinatal death
Responsibility: HSE

Timeframe: End Quarter 22014

The HSE should undertake a reviewsefvices for the infant and familp ensure that facilities
equipment, training and procedures are fit for purpose and consistent with an appropriate ex
or national standardThis targetedeview should identify any gaps and arrange for remedial ac
to be taken as necessarlt.is recommended tha# Little Lifetime Foundation (formerlsANDS
provide advice and support for the review and subsequent actions.

Following a perinatal death, autopsy examination can provide answers to important questions that
families have. Access ta speedy service and diagnosis provided in a sensitive manner are each
important in helping families to deal with the loss.

It also appears thaturther familial distress resulted frordelaysthat occurredin accessing neonatal
pathology services when thayere required.PortlaciseHospital indicated that theanajority of such
services are provided by two retired neonatal pathologisten Dublin Another contributing factor is
the fact that such post mortem examinations are not carried out in Portlacise which necessitates
transport of the infant to and from the pathology pgartment in Tullamore bispital.

It is recognised thaPHMSis too small to require an thouse neonatal pathology service. It does,

however, require timely and reliable access to such a service. Families anguish will be increased
unnecessarily if absences or delays in such a service occur.

Recommendatiors:

The HSEshould conducta review of neonatal pathology service requirements and arrangeme
as they relate to PHMS.
Responsibility: HSE

Timeframe: End Quarter 22014
PHMS neonatal pathology services are not carried out in Portldéispital which necessitates
transport of the infant to and from the pathology department in Tullamblospital.

It is recognised that PHMS is too small to require ahounse neonatal pathology service. It dot
however, require timely and reliable access to sudemvice. The HSE should undertake a revie\
this aspect of maternity services to ensure that facilities, equipment, training and procedures
for purpose and consistent with an appropriate external or national standard.

5.1.3 Response to patients and families following serious adverse incidents
A common factor in each of theerious adverse incideméviews is that they were conducted in a less
than timely manner, often well after the incident had taken place. There is no evidence from the
reports that senior medical and nursing staff responded in such a way as to step up interactions with
the families in order to effectively communicate, to explain and to sensitively provide answers to the
very real and reasonable concerns and questioms the families had or may have had. The fact that
there was also failure to disclose the harms appropriately, or at all, is further evidence that the culture
in the hospitalwasnot one which leads to the right people stepping in and stepping up at the right
times. These inferences that can be reasonably taken fromirkiestigationreports are entirely
consistent with the direct accounts of care that were reeei from the famikes concerned.
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Recommendatiord:

The HSE should ensure that systems are in place in order the¢raor consultant and a seni
nurse/midwife take responsibility for dealing witlseriousadverse events \wen they occur.
Responsibility: HSEand LocalHosptal Management

Timeframe: End Quarter 22014

Once an adverse event takes place which results in significant harm to a patieimperative that
the service and its most senior personnel see and accept a duty of care to those affected. F
and families in these circumstances will oftea Healing with bereavement, Hflealth and the
emotional and psychological effectthis may be compounded by the circumstandbhat may have
caused the harm. It is not likely that they will understand or even hear all information delivel
the acute stage and in the initial consultation. A sustained and continuing engagement dicya
GKS LI GdASyitQa ySSRa IyR dzyRSNRAGFYRAY3 Aa
of any review process which might be necessary. The words chosen by staffiamgpoatant. This
should be led by a senior consultant and a senior nurseAife.

Recommendatiorl0:

Training should be providedy the HSHor senior clinical staff in dealing appropriatelyvith
patients in the context of serious adverse events.
Responsibility: HSEand LocalHospitalManagement

Timeframe: End Quarter 22014
The provision of training for senior clinical stefifl build their knowledge and competence in tf
management of serious adverse events and dealing appropriately with patients, families and ¢

5.1.4 Open disclosure

There were clear and atcceptablefailures to disclose to patientsither that a serious adverse event

had taken place athat reports had been completed intgeriousadverse incidents in their caréhere

is clear evidence available to us that information was available to dispital to show that they knew

that adverse events had occurred and that this was withheld from the families concerned. In some
cases this led to families believing that other factors, for which they might have had responsibility,
explained the deaths ofheir children. Families blamed themselves for events in which they had no
responsibility. They were allowed to go on not knowing even when the ho$gitainore information.

These ardailuresin the duty of care oPortlaoise Hospitadnd the staff chargd with the care of the
patients. It is a most basic breach of the trust that is so essential to the delivery of good quality
patient-centredcare.

There are two aspects of open disclosure that arose in preparing this Report. First is the question of
disclosure of the fact of harm, potential harm or suspected harm as a result of an adverse event to a
patient and/or family. This is an absolute obligati Second is the question of disclosure of the fact
GKFG | LISNE2YQa NBO2NRKOFNB KIFIa 0SSy NBOASGSR o0
to arise.

It is recognised that in certain circumstances, reviews of care do not always leafintting of an
adverse event or harm. In some cases their purpose may not necessarily be a suspicion of harm to that
specific patient. Look backs, deslp reviews, clinical audit, multidisciplinary team reviews all take
place and need to take plagein the delivery of quality ancpatient-centred care. In this case,
disclosure need not take place and in fact might impede participation in necessary quality assurance
practices such as clinical audit were it to take place.
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However, it is clear from the inteeivs and examinations undertaken in preparing tRiport that
there is a widespread confusion as to the intended meaning of these terms and how they are applied,
the actual conduct of sualeviews of carand in the practice of disclosure to patients.

NSt FidAz2zy (2 (GKS A&dadzsS 2F RAaOf 23 diedhredetvedbitS T O
where no harm to the patient hasor will, arise there is a need to have more consistency of
understanding and practice. In many respects, tdepening of uderstandingshould provide more
assurance and confidence toealthcare professionals as to their obligations to disclose in such
circumstances. In turrthis will enable morerather than lessaudit and quality assurance practices.

The forthcoming Healthnformation Bill will bring more assurance for professionals in relation to
disclosure.

The Health Information Bill being prepared by the Department of Health will be designed to foster and
support a culture of open disclosure in the health servicethis context,work will also continue
between theDepartment of Health and Department of Justice akduality toensurethe Billwill be
complementaryto legislationcurrently being prepared byhe Minister for Justice and Equality.

Recommendation 11

The HSE National Open Disclosure Policy should be implemented in full.
Responsibility: HSE

Timeframe: End Quarter 2, 2014

The HSE National Open Disclosure Policy, launcha binister of Health in November 2013 wi
reviewed in the context ofonsidering the issues concerning disclosure of adverse events and
that arose in PHMS in mind to determine if its effective implementation would prevent t
failures from occurring. It is clear from this that the National Open Disclosure Polibjgis quality
policy which is informed hynd consistent withbest practice on open disclosure of adverse eve
around the world. It is not yet in place. It has been successfully piloted in two large tee
hospitals. Assurance of compliance should grevided througha Quality and Patient Safet
Accountability Framework (Recommendation 18).

Recommendatiorl2

The HSE should devel@pnational policy on disclosure where no harm arises.
Responsibility: HSE

Timeframe: End Quarter 2, 2014
Theprocess that led to théiSBENational Open Disclosure Policy should develop a policy in rel
G2 GKS NBLJdANBYSyGs 2N y203 F2NJ RAaOf 2 & dzNd
but where no harm to the patient has or will arise. The gmsge of this will be to have mor
consistency of understanding and practicén a manner which can maintain the confidence &
trust of patients and professionals alike.

Section 48 of theHealth Act 2004 deals with matters excluded from the right to compland a
number of issues are identified where a person is not entitled to make a compldiatfamilies of
those affected by Portlaocise Hospital perinatal deaths (208) raised a perceived issuegegding
the implications of Section 48, Health Act 200his issue is in terms of the continuation of
investigations by the HSE once legal proceedings have commenced.
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Recommendatiorl 3:

The HSE shouldsue directionto the system on the appropriatenterpretation of Section 48 o
the Health Act 2004
Responsibility: HSE

Timeframe: End Quarter 12014

Section 48 of the Health Ac2004deals with matters excluded from the right to compland a
number of issues are identified where a person is not entitled to make a compldiatissue is
whether following the initiation of legal proceedings by a family following an adverse event th
must (a) not commence any new investigation into the éwamd (b) cease any investigation that
underway into the event.

5.2 Theme Two: Clinical governance at PHMS

5.2.1 Risk management

Risk management and audit for Portlaocise Hospital are managesitefatthe HSERegional Health
Cffice (Tullamore). Thisincludesriskmanagement advice, support and-oadination of incident forms

for the hospital. Portlaocise Hospital provided copies of their processes for incidents/near misses,
complaints management, open disclosure and details of their risk register.

The evolution of governance processes in Portlacise Hospital is evident with a number of recent
initiatives aiming to strengthen overall hospital governaritieese efforts have been supported by the
HSE Directorate and are acknowledged as creatindp#ises for stronger governance foundations for

the future. These include, moreecently, processeghat have been put in placen PHMSsuch as
regular obstetric patient safety meetings and monthly perinatakbidity and mortalitymeetings.

Portlacise Hosital senior managementteam outlined their orgoing dissatisfaction at the regional
structural arrangements for risk management and audithat it is not integrated ito their overall

hospital governance. Tgg i F G SR G KI 0 G KA & | NaNthehIWey Kayelrecdatlyd y Q i
appointed a rislcoordinatorin the hospital which thepelieve hasmproved the hospitd® visibility of

risks at clinical and senior management level.

Thesenior managementeam pointed to the absence of a risk maeagent committee reporting to a
Board or senior management which is common in the larger national hospitails is a significant gap

in terms ofhaving formalised structures and processes in place to examine the risk profile of the
hospital and promot®rganisdional learning from reviewof adverse events.

On the other handhere was an apparent ov&mphasis orthe risk management process when some
senior clinical leadership and judgement was needed to ensure that the focus on risk management did
not obscure he real safety and quality lessons that wesddentin the variousadverse eventeports.

The lack of ossite expertise and poor tracking and monitoring systems for risk is unhelpfile
systems have been strengthened recentlye overall picture is unsatisfactory and is not likely to be
sustainable ovetime. In particular the re-establishment of sel€onfidence and control among the
t 2NIfF2A4S | armdgdnéntednDan sitd Gitfiduektdrndl guidance and supportl Wwe
very challenging indeed.

There were difficulties in establishing the baseline of adverse event reviews and desktop ré&views.
though copies of all investigations inclusive of desktop reviews in relation to maternity care in addition
to specific peinatal deaths were requested additional cases not provided were identifiedwiolgp
information from families.This highlights significant weaknesses in the logging and monitoring of
adverse events iPortlaciseHospital. The locallevel information madeavailable by PHMS does not
portray apicture of safety at hospital level. That represents a real andang safety concern.
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5.2.2 Adverse incident reporting and investigation

The HSE operates an Incident Management Policy which outlines that all isdidiemtified should be
immediately managed in accordance withis Policy. It is HSE glicy that all incidents are identified,
reported, communicated and investigated to ensure that the health and safety of those affected is the
primary focus of attention and that incidents are actggbn effectively and wittan appropriate level

of urgency The policy details that where appropriate, incidents are to be managed and resolved
locally and lessons that are applicable nationally should be applied nationalhospgital managers

are obliged to monitor incidents and the managemehthese incidets in order to allow the HSE as a
whole to learn from incidents and continually improve. Where deemed necesgatification to

other statutory agencies anelscalation tathe Nationallncident Management TeaiNIMT) musttake
place/be initiated

A natioral incident management process is in place to support services in the management of
incidents that may require expertise and support beyond that available at a local level. Those incidents
that require direct HSBirectoratesupport are escalated furtheptNIMT.

Under the National Treasury Management Agency (NTMA) (Amendment) Act Q1@ authorities

are obliged to report adverse incidents promptly to t8€A This allows the SCA, in conjunction with
State authorities, to identify and analyse developing trends and patterns and to work with the State
authorities concerned to develop and implement risk mitigation strategies.

There isa statutory obligation ontie HSE to notify adverse events to tREAA national confidential
web-based clinical incident reporting system, STARSWeb has been developed and rolled out nationally
by the Clinical Indemnity Scheme. This system is designed to capture all clinicak aslxars and
nearmisses occurring in enterprises covered by the scheme. It is currently being upgraded to the
National Adverse Event Management System (NAEMS).

It is clear that there are a number of significant challenges with the operatigmatént-cernred
incident and risk reviews as conducted by Portladisspitalin the aftermath of the clinical incidents
that were examined for the purposes of tiisport.

Time taken to conduct and complete reviews

Table 5.1shows the time that elapsed before tltwmmencement of a review and the time taken to
complete the reviewFor some reviews this time period is over two yed@slays of this nature deny
families answers to critical questions and deny healthcare systems both locally and nationally the
opportunity to derive learning and to implement recommendations. The clearly stated aim of each of
the reviews conducted by PHM&sundermined by these very significant delays.

Table5.1 PHMS; completed risk management reports

*Information requested from PHMS but not received
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Tendesktop reviews were made available (Table 5v8ry few had been completed in spite of the
passage of timeThe quality of the desktop reviews is highly variable and gdlygwaor. No reference
numbers wee assigned, in a number of cases the date of event was not completed, and the level of

z
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Table5.2 PHMS( desktop reviewsper date of incident (source Portlaocise Hospital)
2006 2007 2008 2009 2010 2011 2012 2013

Desktop 0 0 0 0 0 3 5 2
reviews
Completed 0 0 0 0 0 0 1 1
reviews

Variable quality of reviews

When each of the incident reports is reviewed, an obvious variation iim thality is evident. Many
state that the London Protocol for incident reviesvfollowed However there is significant variation

in the depth and detail of the recommendations, the composition of the review teams, the specificity
and clarity of the recommendations even to the point that it is not clear in some casbat is meant

by a recommendation. There are errors in many of the reportsarding, numbering of sections and
dates. For examplén one report two recommendations are recorded in the body of the report but do
not appear in composite list of recommendations in an appendix asé result, are not included in

any progress reports. In another reppthe chronology of dates is incatt with the incident
NBEO2NRSR Fa WHnanncQ G 2yS LRAYG YR WunntQ

This variation in the standard of incident reviews impedes effective implementation of
recommendations and learning from the reviews.

Involvement of staff

Many of the review included interviews with staff. It is not clear that these interviews were cross
referenced with all written records e.g. midwifery records. In a number of cases, statements from
families were at variance with review statements. It has been allegedetfidence provided by some
members of staff during inquest proceedings was at significant variation with their written and oral
input to a given review. While thiReport cannot adjudicate on such matters, the suggestion that such
a scenario might have takeplace should be regarded as a most serioasten by the management of
Portlaoise ldspital and the HSE.

It was also noted with concern that investigative processes wetayedby the noravailability of key

staff to provide input. This is a very sergomatter. There is a duty of care to all patients current and
future which is not served by delays in reporting and failure or delays of participation in review
processes the stated purpose of which is tearn lessons that can improware and protect patients.

Using codes in reviews
It is necessary that reviews protect the confidentiality of patients, families and staff. Most of the
reviews that were exained for the purposes of thisdRort were anonymised. However, the system

ofanoy @ YA &l GA2Y 61 a4 OSNE O2yFdzAAYI® a2dl AYRADARMZ
with the result that therewere qii S | Yy dzY 6 SNJ ¢ atierK X (0K $ RRYWME A (N& Adta dz
GARGATFS ! ¢€¢d Ly NBaLRYRAY 3 ndatdns madéa dztha varobsSeliews, T A SR

there is real potential for errors in implementation and assurance to occur whenrunimoe
identification codes are used this would be amplified at the national level if other regions were to

I f a2 ddnbA ljgg@rgnent of codes.
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Nomenclature utilised for incident reviews

It was evident that therds confusion with regard to terms and subsequent system requirements
related to incident reviews. A lack of clarity with regard to expectations required for theusatypes

of reviews that can be conducted following an incident appeared to hinder the timeliness and process
utilised to conduct incident reviews. A single system using defined nomenclature for the types of
reviews e.g. incident review, lodbacks, report etc. is required. This is required in ordeprovide

clarity and todifferentiate between a lack of understanding of the differences and requirements
between a full incident review with harm and a review for the pugmef improving qualt of care.

Recommendatiorl4:

HIQA should developational standardsfor the conduct of revieve of adverse inciders
Responsibility: HIQA

Timeframe: EndQuarter 4,2014

National standards for the conduct of revisewf adverse incidestshould baleveloped by HIQA &
per the standardsprovided forunder the Health Act 2007 This should setlefinitions for the
classification of incidentéerror, harm, adverse event, serious adverse event gypes of reviews
required for different incidentqlook backs, reviews, audits, detdp reviews etc,)time limits,
methods and procedures for unique anonymisation. The monitoring arrangements fol
standards for safer bettehealthcareshould be used as a means of assuring implementation.
governance famework for the health service providers should require that hospital and he
service CEOs be accoahlefor the effective implementation of these standards.

(See Section 6, Overall Recommendation O.R.6)

Recommendation 5:

The FSE should ensure consistency of adverse evemminology across its documentation an
guidance.
Responsibility: HSE

Timeframe: End Quarter 12014

A brief examination of HSE documentatiofppendix2) gives some examples of the differe
terms, and explanations for those termbeing utilised across the H3Eending the finalisation o
standards recommended above (see Recommendation 14), the HSE should issue clear dire
the systean to ensure consistency of ugeall circumstances.

Recommendatiorl6:

All staff should be obliged to participate honestly and openlyafi investigation processes.
Responsibility: HSEand LocalHospitalManagement

Timeframe: Immediate

When an investigation into an incident is taking place, itnigerative that all staff participate in
manner which enableearly and effedve completion so that learningan be derived and applie
that may of benefit for the management obther patients. The forthcomin@ode of Conduct for
employersas detailednn Section Awvill make this obligation clear. It should be a clear impes
from a Human Resourcegoint of view that health service amagement takes every negotiatir
opportunity to embed this obligation explicitly into contracts of employment for alffst
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Recommendatiorl?:

There should be & appropriately resourcedspecial support team that is deployed from the H
Quality and Patient Safety Directorate to guide a consistent response to major adverse event
Responsibility: HSE

Timeframe: EndQuarter 1, 2014

Institutions, particularly smaller ones with more limited experiences@iousadverse events ani
with less expertise and capacity, may need help and support to guide the response and to
that there is a consistent high standarddealing with it. This should take the form of a deploym:
of atrained andexperienced team with appropriatgpecialisexpertise knowledgeand authority.

It is important that its role would be to guide and support rather than to take responsibility
people at the local level who must maintain engagement and continuity. In addition to direct i
that arise in relation to the incident itself, an incident often has a profound effect on staff who
need assessment and counselling. It must be remenedh that these staff are the people expect:
to maintain continuity of services. It can be particularly challenging if the incident is the subj
external/media scrutiny and exposure.

5.2.3 Applying the learning: Implementation of recommendation s

No common process for development of recommendations was evident acrossdtlezse incident
reports. There was an absence of timeframes, identification of responsibility and accountability and
evidence of completion for implementation of recommendatioRecommendations were not cross
referenced across reports andubsequentlywere repeated over timeframes without any reference
being made to their implementatiorf-or examplethe requirement for specific guidelines emerges
across reports from 2006 to 201 The requirement for such guidelines is treated as isolated to each
report rather than a process of quality improvement which tracks evidence of development or
implementation of such guidelines over time.

There was little clarity as to the actual respinility for implementation of reports or individual
recommendations when the material supplied by tR&IMSis reviewed. Many recommendations
were not implemented while others were declared to be-implemertable. It is not clear that there
was any procest® measure, manage or mitigate any risk that might have arisen from a delay er non
implementation of any recommendation. In short, thengpgars to be no clear system gbvernance

and assurance around the effectiad expedient implementation of recommeéations, many of
which were to deal with known risks to patients.

PortlaociseHospital senior managementteam are satisfied that the results and frequency of audits
completed wereacceptablein providing to them an indication of completion of implementation of
recommendationsHowever evidence of implementation of recommendatigria the main focuses

on the availability of specific guidelingsaining or completion of audits. It was notear whether
audit resultsconfirmed implementation of guidelines or that training has provided assurance of
competency attainment for relevant skills.

The investigation reportsn the main followed a general style of a series of recommendations related
to addressing the care management issubat emerged fronthe PHMS2 ér the HSE assessment of
the incident. It was anticipated that in line with best practice there would be a closed loop cycle to
confirm implementation of all recommendations related e management issues identified.

Appendix3 provides an overview of the revieof implementation of recommendations from sample

of serious adversencident reportsprovided from PHMSThe information provided from Portlaoise
Hospital indicates that manyhough not all of the recommendationsare now implemented. It is
noted in particular that workforce planning issues including midwifery staffing are the subject of on
going work.
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It was not possible to ascertain the timeliness of implementation of menendations as all updates

provided were dated 2014. The Portlacise Hospital senior management team indicated that there is an

IT system in place which was established to track implementation of recommendations from such
reports. However this system was huviewed by thePortlaoise ldspitaQd & Sy A 2 N edrhagl 3SY S\
supporting their requirements for monitoring implementation of recommendations. Additiorthiey

outlined the repetitive nature of recommendations over time from reports. Tthey considezd,

gave an impression that no recommendations were implemented when they asserted many
recommendations eithehad beenmplemented omwerein the process of implementation.

The utilisation of aguality and safetyaccountability framework which is expti¢clear requirements
and timelines), coherent (connection between recommendations and expected outcomes) and
credible évidencebasedand realistic) will promote timely implementation of reports.

It is essential that responsibility and accountabilgylearly set out in relation to recommendations

that arise from reviews of incidents. This also needs to include monitoring and assurance in relation to
implementationof recommendationsSuch a system is urgently needed to bring clarity to the roles of
managers and clinical leaders (wherg has to be acknowledgedhere is some confusion) as to
patient safety matters. It will have to conform ,tand be consistent withother systems of
accountability in such a way as to ensure that matters of quality and safety, which are integral to
patient care and patient experience, are given a weighting and consideration in management and
leadership that is consistent with their portance. It should allow for a clear system which can be
used to implement effectively, expediently and consistently in relation to any initiatives that relate to
guality and patient safety.

Recommendatiorl8:

A Quality and Patient Safety Accountabilisrameworkshould bedevelopedand implementedby
the HSE.
Responsibility: HSE

Timeframe: End QuarteR, 2014
The Quality and Patient Safety Accountabilfyjamework should be implemented for th
management of assurance statements of implementatiopatient safety and quality initiatives t
include the implementation of recommendations from incident reviews, national HSE po
recommendations of National Clinical Guidelines d@ise core components of the accountabil
framework should provide fo

9 Identification of who has responsibility and accountability for stewardship

implementation

9 Identification of responsibility and accountability for implementation at national, hosj
group, hospital, unit level etc. as appropriate
Timeframes for implementation
Detail of processes and/or key data required at identified time points for assuranc
implementation e.gKPlIs, audit, competencies etc
9 Identification of any risks to implementation.

= =4
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5.3 Theme Three: Clinical e ffectiveness at PHMS

Internationally, the provision of evidencbased healthcare is recognised as essential to the delivery of
high quality safe patient careClinical effectiveness involves a number of processes, but primary
among these are thdevelopment or adaptation and implementation of clinical guidelines to support
evidencebased practicekey performance indicatond the utilisation of clinical audit.

A clinical effectiveness approach incorporating national and international bestbleaitvidence in
guidance for the healthcare system promotes the delivery of safe effective care.

The National Clinical Effectiveness Committee (NCEC) is a Ministerial Committee with multi
disciplinary representation which was established to prioritise gndlity assure national clinical
guidelines and national audénd to create a mandate in relation to their implementatiddational

Clinical Guidelines are systematically developed statements, based on a thorough evaluation of the
evidence, to assistp@i A G A2y SNJ I YR aSNWBAOS dzaSNBRQ RSOAaAZ2Yy A
clinical circumstances across the entire clinical system. It is important that the methodology utilised to
develop a clinical guideline is robust and transparent and that adedility frameworks to monitor

the implementation of guideline recommendations are in place.

There are a number of elements to clinical effectiveness which emerged in the preparation of this
Report. A description is provided for each of these elements.

5.3.1 Clinical practice guidance

Many of the reviews conducted intBHMSmake recommendations for clinical practice guidance to
support or sandardise care delivery.li@ical practice guidance refers to a number of items such as
guidelines, checklists, predures, clinical guidance, clinical protocols etc. There is no rationale given
as to why one level of guidance is recommended over anotérile the HSE has a procedure for
developing policies, procedures, protocols and guideliti@s focusis primarily on style and format.
There is an absence of direction to the system in terms of the criteria for the most appropriate
guidance to utilise for specific clinical circumstances, the methodology to develop this guidance and
the approval processes for the gaiuce.

The reviews do not refer to any accountability frameworks for implementation of clinical practice
guidance. It is essential that inherent in the development of such guidance is a process for review of
guidance and assurance of sustained implemeatathrough an accountality framework. Ntional,

local and unit responsibilities and timeframes for implementation of recommendations should be
defined.

Recommendation 19

The National Qinical Hfectiveness Committee should develop standards for clinical practi
guidance.
Responsibility: National Clinical Effectiveness Committee

Timeframe: EndQuarter 4,2014

Standard definitions and criteria should be developed in relation to the various forms of ¢
practice guidance such as guidelines, checklists, procedures, clinical guidance, clinical proto
This will ensure consistency of approach and utilisaof appropriate methodology to develo
clinical practicgguidance nationally.

In particular the importance of standardised criteria for the use of oxytdtim PHMSand nationally
emerged.The development o& guideline on induction of labour practices which could incorporate a
specific protocol/instruction on the use of synthetic oxytocin (for example syntocimon)d facilitate

13 Oxytocin isa drugutilised for labour induction. Synthetic oxytocin is sold as proprietaegicationunder the trade name Syntocinon.
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the appropriate use of oxytocin administratiofhis is in line with the UK press for providing
guidance on induction of labodf.

Recommendatior0:

A national guideline for the induction of laboushould be developedy the HSE
Responsibility: HSE

Timeframe: EndQuarter 4,2014

The development of a guideline on induction of labour practices that incorporates a sy
protocol/instruction on the use of synthetic oxytocimould facilitate the appropriate use ¢
syntocinon administrationThe guideline should be developed Mational Clinical Effectivenes
Committee (NCEGJandardsand submitted for NCEC quality asance

5.3.2 Clinical handover

Clinical handover is defined as the transfer of professional responsibility and accountability for some
or all aspects of caref a patient, or group of patients, to another person or professional group on a
temporary or permanent basis (ACSQHC 20BMA, 201%). This involves both written and verbal
communication. Clinical handover is an integral part of clinical care in alhbagdt settings. It is an
essential part of care of a patient. Relevanttopdate information needs to be handed over from
each shift and between various clinical teams and departments. This transfer of information should
follow a structured format. Clingd handover is recognised as a high risk area for patient safety with
much variation in practice.

It was evident within the review of PHMBcident reports thatthe way in whichinformation passed
between clinical staff between shiften transfer acrosshe hospital and when escalation of care was
required was not carried out in a standardised way.

In response to thdatient Safety Investigation Report into Services at University Hospital Gativay
NCEhas been requested by the Minister for Health to commission and quality assure a National
Clinical Handover GuidelinBevelopment of this guideline has commenced.

5.3.4Escalation of care
Delivery of healthcare carries with it some element of risk an@rercan happen. The ability to
recognise clinical symptoms of patient deterioration and to know when to escalate care are two
crucialhealthcareprofessional skills that help to minimise risks and err&scalation of care is based
on a number ofprincipes. These include:
The categorisation of the severity of apati@n® A f f y S & a
The early detection of that deterioration

The use of a standardised and structured communication tool such as |I@&&fify,
Situation, Background, Assessment and Recommendation)

1 Early medical review that is prompted byidencebasedtrigger points

1 Adefinitive escalation plan in place that is monitored and audited on a regular basis.

“http://www.nice.org.uk/nicemedidive/12012/41255/41255. pdf

!5 Australian Commission on Safety and Qualitylémlthcare(2010) The OSSIE Guide to Clinical Handover Improvement. Available at:
http://www.safetyandquality.gov.au/wpcontent/uploads/2012/01/ossie.pdf

'8 British Medical Assodian (2012) Safe handover: safe patients Guidance on clinical handover for clinicians and managers. BMA. Available
at: http://bma.org.uk/search?query=safe%20handover

" http://www. higa.ie/publications/patientsafetyinvestigationreport-servicesuniversityhospitatgalwayuhg-and-reflect
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At several points in the assessment of car@BiMS it became clear that there was a delay in acting

on clinically significant signs and symptoms of the patient. At some points there was failure to
recognise the deterioration of the patient condition suak the nomrrecognition of foetal distress
evident on CTG monitoriny This meant that escalation of care was not triggered due to failure to
recognise that escalation was needed. At other times, even when the need for escalation of care was
recognised andcted upon, either a misjudged clinical decision was taken such as the inappropriate
use of oxytocin when labour was progressing with efficient uterine contractions or senior staff were
not contacted or were unavailable for urgent review ofipatswho were deteriorating.

PNA YFNE NBalLRyaArAoAfAde F2N) 6KS OFNB 2F (GKS LI GAS
However an escalation protocol describes the supporting actions that must be in place for the
management of all patients. It is thesponsibility of each acute hospital service to clearly outline
their escalation protocolAll escalation protocols should support the clinician at the bedside to
escalate care until he/she is satisfied that aneefive response has been mad&he escaition
process should be tailored to match the characteristics of the acute hospital setting. Consideration of
the size and role of the hospital, the location, available resources and the potential need for transfer
to another facility will all need to becaounted for in the escalatioprotocol. An example of a system

of escalation of clinical care is the National Clinical Guideline (Early Warning Score) which was quality
assured by theNCEGnd endorsed by the Minister for Health in February 2013. Thee@in&lis now
implemented in all acute hospitals for adult npregnant patients?

In response to théatient Safety Investigation Report into Services at University Hospital Galeay
NCEQas been requested by the Minister for HealthOctober 20130 commission and quality assur
a National Clinical Guidelifer paediatric and maternity early warning score systeiftsis work has
commenced.

5.4 Theme Four. Escalation of incidents and role of n ational HSE

Up to this point, the focus of thedport has been on the issues that arise within Portladiespital
and any implications they might have elsewhere. This section is focus#teaxtent of oversight,
monitoring and support that existed for the hospital or its maternity service foorside.

The section is informed by discussions with a number of nationah@egtons including the HSE at
Directorate level.Reports compled into the issueselating to symptomatic breast disease services
(Doherty and FitzGeraldeports, 2008'%) as well asthe response of the HSEo&d and senior
management at the time should have provided a very strong case for external oversight and support
to the hospital as it dealt with the legacy of those issues and as it sought to address the core
deficiencies that wre evident in its capability and reliability at that time.

In 2007, there was clear evidence thrtlaoise ldspital had weak systems of clinical governance and
management arising in the context of symptomatic breast disease ser@oescomparable fdare is
that the service itself on each occasion was not aware of the number of casssiofisadverse
incidents until external review processes were undertaken.

It should be pointed outhat the time period over which the issadhat are the subject ahis Report
arose overlapped significantly with the emergence of difficulties in relation to symptomatic breast
disease and to the planning of thespnse to those issues at the time.

The principabutcome of the response to the issues regardayghptomdic breast disease servicas
2007was theestablishment of theserious incident management protocahd its allocation by way of

'8 Cardiotocography (CTG) is the process of monitoring the foetal heart rate and uterine contractions during labour. Theusedhine
perform the monitoring is called eardiotocographmore commonly known as atectront foetal monitor(EFN).

9 http://www. hse.ie/go/nationalearlywarningscore/

2 http://www .higa.ie/publications/patientsafetyinvestigationreport-servicesuniversityhospitatgalwayuhg-and-reflect

2 hitp://www.dohc.ie/publications/pdf/doherty _report.pdf?direct=1

2 hitp://www.dohc.ie/publications/pdfffitzgerald_report.pdf2direct=1
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responsibility to a senior manager at the national level. Thisledson to the national incident
management process that is place today. Essentially, these provide for an appropriate escalation of
issues upwards when they come to attention at a local lewethe event that no issues are raised
locally, there is no other means of creating intelligence about patient safetgents within the HSE
system.This is now an apparent weakness in patient safety reporting and assurance in that it relies on

a hospital ohealthcareLINE A RSNJ (02 aaStF RSOfFNB¢ AdadzsSa 2F C

There was clear evidence that one of the cases (NM0@88)escalated upwards with the result that
NIMT took over the conduct of a review that had started loc&g. were provided with n@vidence
that any other specific event or case was escalated upwidurdgigh the NIMT system to National HSE
at any stageprior to the RTEPrimetime Investigates Programmé30 January 2014.

It does not appear that there was any other process in place over the time period in question which
would have been capable of assessing Hwetlaoise ldspitald performance in relation to the issues
around breast carevhich arose there in 2007 or indeed that was specific to the kinds of events that
have now emerged.

The SCAprocess of notification ohdverseevents did create a flow of information out from the
hospital that might have informed questions of safety. This was not made available to treg HSE
national level It would be important that SCA informatiancluding information related to voluntary
providersis made available to the HSE Quality antidpa Safety Directoratén the future It has been
indicated to ushowever, theSCAdid indeed raise concerns it had in 2007 and 2008 about maternity
services inPortlaoiseon the basis of the notifications of incidents it was receivithgvas further
indicated to us that the response from the hospital vimadequateto none at all.

In addition, since 2011, on the basis of specific pieces of information that camésniossession
from members of the public, HIQA fibeen raising concerns abolHMSwith the hospital itself. It
indicated to us thatt is concered about the nature of the response from the hospital to the extent it
decided to escalate the issues to the national level during the secondh2ff13. It is understood
from HIQAthat its commitment inits 2014 business plan to conduct a governance review of the
hospitalis in part related to difficulties in getting sufficient assurances to date from local or national
HSE.

As described in Section 4 of this Repperinatal death or seriousnjury resulting from death or
serious injury of a neonate associated with labour or delivery in ariglkvpregnancy and maternal
death should be listed d#ever eventsior Ireland.

Recommendatior?1:

The HSE should issue a directive to all providers to require them to notify the director of qu
FYR LI GASydG alFSte FyR ILv! 2F Fft WyS@SNI
Responsibility: HSE

Timeframe: End Qarter 1, 2014

The HSE should issue a directive to all provittersquirethem to notify the director of qualitygnd
patient safetyand HIQAof all ‘Hever eventQIt must include death or serious injury of a neonz
associated with labour or delivery in a lewk pregnancy and maternal deatfithe Health
Information Bill is at an advanced stage of drafting and already contains provision to
mandatory the notification of such event$he items on the list should ibose contained in the
draft Health Information BillOnce the Health Infornten Bill is enacted, reporting in this mann
will be legally mandated.

wS LJ2 NIl A y3 2 Bhotld/hBI@i NareSs8 Swarieriess at the hospital level of the seriousness
of these events and the automatic need they should trigger for an effectidespeedy analysis of all
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factors. Such an arrangement would also create a flow of informatidhed®SEDirectoratewhere an
assessment can be made of the needdaploya support team to the hospital to ensure that there is
an effective and speedy respse that conforms to apppriate policies and guidance.

Ore of the core findings of thisdRort was that the full picture as it relates to safety over the period of
time in question was not apparent to anyone. The primary responsibility for creatingpittate must

be at the local level. This ighere all the data originateg with the possible exception of claims
numbers from theSCA

Recommendatior?22:

The HSE should ensure thavery maternity service (and later every health service provid
should be required to complete a Patient Safety Statement which is published and upd

monthly.
Responsibility: HSE
Timeframe: End Quarter 12014

A patient safety statement can provide up to date information on key patient safety issues
preciseformat of the patient safety statement and the data it should contain will need tc
defined. The patient safety statement should be updated each month and become a core el
of clinical governance arrangements. In particular it should be discusgbd s¢niormanagement
team meeting each month and at the Board level each month as a standing agenda item. It
set out activity, interventions, complaints, adverse incidents, serious incidents, never e
transfers, staffing and any othappropriate information from the perspective of patient safety a
quality. This model should quickly be applied to all services rather than just maternity services

(See Appendix 4 for an example of the types of information that should be considered!fion
in a patient safety statement.)

(See Sectiofi, Overall Recommendation O.R)10

Recommendatior?3:

The Patient Safety Statement should be a requirementhoispital licensing.
Responsibility: Department of Healthl.icensingsill

Timeframe: General Scheme to be published by €pdarter 1, 2014

The forthcoming legislation to provide for licensing of health services should incorporate &
mandate for the preparation of Patient Safety Statements by each provider. In the meantime,
can be requested to ensure that compliance with the develeptand use of the patient safet
statement in itgprogramme of monitoring of Standards for Safer Better Healthcare

(See Sectiof, Overall Recommendation O.R)10

A composite outline of the patient safety risk profile of hospitals in general and forSPsidcifically
was not availble in the preparation of thiséport. It became apparent however dugrthe course of
preparing this Bport that the availability of such profiles where information is available would be
helpful in the longer term for the goveance of patient safety in Ireland.

Enquires to various agencies revealed the availability of valuable patient safety information indicative
2F NRAR&]l FTNBY | ydzYoSNJ 2F &a2d2NOSad {2YS 2F (KAA
some more &ctual which in combination could potentially provide useful trends in terms of early
warning systems for patient safety issues and hospital risk profiles in the future.
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At this time, no singleagency or body had responsibility for oversight of the risk management and
patient safety issues that emerge for numerous single agencies. This means that the intelligence
gathering of single agencies does not form part of an overall process of pooligk afiformation
intelligence in order to create a composite risk profile for the headtiesystem.

The diffusion of this information is clearly a lost opportunity as such a system could provide early
warning signals to HIQA, the Department of Healtd #ire HSE of potential patient safety issues and
risks to the system. Examples of the types of information available &rgemciesbodies (sed-igure

5.1) include incident reports, complaints, fitness to practice issues, morbidity and mortality statistics
etc.

HIQA has the national statutory role to monitor standards of quality and safety in the health services
and to investigate as necessary serious concerns about the health and welfare of service users. In
addition, HIQA has the national statutory role set and monitor compliance with standards for the
guality and safety of health and social care services in IrelHmel.National Standards for Safer Better
Healthcare(2012§° describe high quality safe healthcare and because of the interdependence of the
standards should be regarded and implemented together as a complete system.

Figure5.1 Potential agencies/bodies with patient safety intelligence
(Note: this is not an exhaustive list)

Irish
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Board
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HSE
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Recommendation 2:

A National Patient Safety Surveillance systesmouldbe established by HIQA.
Responsibility: HIQAand Department of Health

Timeframe: EndQuarter 4,2014

It is recommended that a new National Patient Safety Surveillaystembe established with
responsibility assigned to HIQA. The requirement to pool information that may exist across ag
to create better risk and safety profiling of services be considered further as a critical gap
patient safety functions nationf with a view to any new function becoming a function of Hlf
This will also require other organisations to share their information and intelligence with HIQA
may require amendments to the Health Act 2007 and will have to be examined in some etaile
by the Department of Health. HIQA will use this information for risk stratification and guidin
targeting of their standards monitoring programme.

2 http:/iwww. higa.ie/standards/health/safetbetter-healthcare

52



5.5 Theme Five: Leadership, staffing and w orkforce planning

5.5.1 Leadership

Leadership is essential to fostering a culture of patient safety and quality and providing strategic
direction in terms of maintaining a balanced competent workforce. It is critical to the appropriate
management of resources and staff in order for hospital have the capacity to meet demand. The
management team and clinical leads within hospitals through working together can drive excellence in
care and militate against rislit a national level the clinical programmes are developing the most
effective best practice models of care.

Acute hospitals are complex and challenging places to lead and manage. Strong and effective
leadership and management are essential to create and sustain a successful hospital with good
outcomes for patients. Those who occupyitical leadership positions in a hospital, and most
particularly the Chief Executive/General Manager, the Clinical Director and the Director of
Nursing/Midwifery, are placed in what is often an exceptionally difficult situation, without necessarily
beinggiven the support they need to fulfil these roles effectively. Many of those who take on these
roles are experiencing high levels of stress, often caused by expectations that are beyond their
capability, capacity or authority to meet; or by lack of thedamental supports that they need to

fulfil their roles and responsibilities; or indeed by a sense of isolation in their role.

Each member of a senior management tegequires specific complementary skills and competencies.
The Department of Health is deve2 LAY 3 | &/ 2RS 2 7F [/ 2y RdZXDé €hieff 2 NJ
Executive (or equivalent) of all health and social care organisations will be &ableufor the
implementation of this Codelhis will provide direction in terms of expectations for patisatety and

guality within hospitals.

In general in health care settings, it is known thaplanations for patient harm vary between
scepticismof the data, justificationsbased on resources and staffing twitright indifference and
detachment. Thelast is the most concerning.It is more likely in individuals who are isolated
professionally and vocationally in roles that they see as unchanging or unchangddlide is
compounded bynrealistic clinical and administrative workloads, with no structured onewéormal
mentoring or leadership structure through which grievances, concerns about mental health, work
competence of colleagues apatient safety can be relayed.

It is evidentin this Report that the senior managemerdaim in Portlacise Hospitak dealing with
some apparent features of stress and isolation as described in the preceding paraGhagh the
hospital scalgethis team require immediate support to maage the current response to the families
and staff following the serious incidentvents. In addition, leadership and support to build the
capacity of the current governance structures are required.

In order to fairlyhold people to account, then we must ensure that they have the tools, capabilities,
authority and supports they need tbe accoutable. It is simply not good enough for the system to
place people into such difficult and challenging roles without also putting in place the sustained
supports they require to carry out their responsibilities.

As part of the reform of the healtbervice it should now be an urgent priority to:

- Ensure that all senior leaders within hospitals have a clear and effective means by which
urgent issues and risks can be meaningfully escalated and addressed where such issues are
beyond the scope or authdyi of the individual to resolve locally

- Ensure that the expectations placed bospital management arachievable (albeit always
challenging) across the balance of their responsibilities including quality and safety, patient
outcomes,working culture, andinancialissues
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- Establish a developmental programme whereby those aspiring to such leadership positions are
provided with alongterm education and training pathway to enable them develop the skills
and experiences they need to fulfil such roles

- Work with Universities and Professional Bodies including Medical Training Bodies to help
incorporate such elements within undergraduate and postgraduate medical, nursing and allied
professional training pathways

- Ensure that all newly appoinleCE®, General Managsr Directors of Nursing/Midwifery and
Clinical Directors, are provided with a structured and intensive programme of support for the
initial period of their appointment

- That all those in such positions are provided with access to high calibre coaching and
mentoring as a basic support throughout their tenure

- Develop a framework to ensure that they are provided with a constructive and safe way to
discuss and get feedback on their performance

While some good work in these areas is underway, through for exathpl®uality Improvement
Diploma, the Lead Clinical Director, the work of the Office of Nursing and Midwifery Seaviddhge

work of the Leadership an@iraining Unit of the HSE; this is not sufficiently resourced, comprehensive
or structured. This shou now form a critical element of plans to reform the health service in the
interests of patient safety and staff welfare and performance, which is fundamental to outcomes and
experierces for patients.

Recommendation 25

The HSEhould providesupport to the Portlacise Hospital senior managemengdam. This should
lead to a wider programme of support for frontline leaders, particularly in smaller hospitals,
ensure that they can and do provide safe and effective care

Responsibility: HSE

Timeframe: Immediate

The seniomanagementeam in Portlacise Hospital will not be able to continue their existing r
while dealing with the issues that arise from this report and the recommendations it pro
without support which is real, expert, timely andssained in its provisionThe critical roles o
frontline clinical leaders as well as national clinical leaders need to be supported to ensure th;
are roles that can be safely and effectively fulfiled and assured. This is especially impor
smaller centres where critical mass is limited. Hospital Networks provide a real opportun
develop the right support systems that ensure that there is fair accountability which is balance
authority and responsibility.

5.2.2 General workforce pl anning

Workforce planning should provide for a health workforce thatp#dient focussed, sustainahle
appropriately skillecand flexible. Effective service delivery requires processes to ensure that sufficient
staff will be available at the right time, with the right skills, diversity and flexibility to deliver high
quality care i.e. appropriate skill mix. Workforce planning must be integrated with servicenandiil
planning and encompagsinciples for guiding better wiforce planning decisions.

Workforce  planning  forecasting requires consideration of population  projections
ORSY23IANI LIKAO&akSLIARSYA2E2380 YR KSIFfGKOFINBE aeadi:
that workforce decisions should be made with doguality data orpatient mix (acuity/dependency)

and service demands, current staffing (establishnimarplement staff in postand skill mi¥, factors

that impinge on daily staffing levels (absence, vacancies, turnover, ward size and layout etc.) and
evidence of the effectiveness of staffiggjuality and safetypatient outcomes indicators.
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Evidencebased workforce planning tools and data &mst are integral to supporting workforce
planning. Principles and approaches are outlined inltitegrated Workforce Planning Strategy for the
Health Service®oHC & HSE 208%and the tooldeveloped by the Labour Market Research and Skills
Unit in FAS.

Workforce Planning is a priority action in the Health Reform Prograriihee effective management of
human resources requires an approach to workforce planning and development that includes
recruiting and retaining the right mix of staff, training and kipgg the workforce, providing for
professional and career development and creating supportive and healthy workplaces. The
Department of Health and the HSE have begun an exercise to assess the composition of the current
workforce to ensure it meets sepg needs.

PHMSurrent workforce is outlined ifable5.3. Therearelarge gaps in terms of midwifery leadership
positionsdue to nonfilling of posts andongterm sick leave The GIM Il post has ever been filled
These gaps diminish thaay-to-dayleadership and clinical supervision on the maternity unit. This long
term lack of clinical midwifery leadership is a significant barrier to the development of a culture of
patient safety and organisational learning.

Table5.3 PHMS¢ workforce February 203 (source Portlaocise Hospital)

Medical staff 3 WTE Consultant Obstetricians
6 Registrars
6 Senior House Officers

Epidural Service 3 Consultant Anesthetists
5 Registrars
Special Care Bab' 3 WTE Consultant Paediatricians

Unit 4 Registrars
5 Senior Hous®fficers
Nursing and Divisional Nurse Manager
Midwifery CNM Il (vacant since post approval 2007)
Management staff ~ CNM I
Midwives 29.57 WTE
(inc. CNM Il and EstablishmentAgreed staff complement39.42 WTEs
Shift Leaders) Clinical Midwife Specialist (Lactation) (Vacant post)

Clinical Skills Faciliator (new pa@stecruitment in process)

Both medical and midwifery staff appear to be operating with a 25% rate of agency utilisation on a
weekly basis. Agency use and costsehancreased significantly from 2009 to 2013. The extensive use
of agency and locum staffféble5.4, Figure 2) raises concerns in relation to the stability of the
workforce.

Table5.4 PHMS; maternity agency costs (source Portlaoise Hospital)
2006 2009 2010 2011 2012 2013

2008

Senior medical Noagency ¢ c 2 pfenMZJeEpPNIteEHPICEYMZAMN
WTE 0.03 0.21 0.31 0.17 0.66

Junior medical Noagency e pMZI1€ MNTIeEMCPpPIeoy dhieHpMIpnAf
WTE 0.78 1.72 2.66 6.25 4.04

Nursing Noagency e y n S te HpnieHpnNniepcHIecnyZZocH
WTE Noagency 1.89 7.36 7.27 14.04 16.89

Total EMOYIENNHIEPMNIeEePYMIe PN NnIyyc

Zhttp://www.hse.ie/eng/staff/Resources/HR/An_Integrated_Wénkce_Planning_Strategy for_the_Health_Services 2002 pdf
“Behan et al (2009) A Quantitative Tool for Workforce Planning in Healthcare: Example Simulations. Report by the Shiisravidrikat
Research Unit, FAS, on behalf of the Expert Group ameF8kills Need$:AS, Dublin.
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Figure 5.2 Agency staff WTE numbers, PHMS
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5.5.3 Midwifery workforce planning

It is noted that the HSE is about to commenceMalwifery workload and workforce review in
Maternity Services in Irelandhis project has been jointly commissioned by the HSE Office of Nursing
and Midwifery Services Director and the Joint Standing Maternity Committee of the Dublin Maternity
Hospitalsg A 1 K G KS | LILINR2GIf 2F (GKS 5 GNadibd ogeammel K S
National Director Clinical Strategy and Programmes iDijidNational Director Quality anBatient
Safety and the support of the Chief Nursing OffiGepartment of Healt.

The model/models of maternity care and how these are organised will strongly influence the skill,
grade and competence required together with the manner in how this resource is deployed. Currently,
Birthrate Plus is the most widely used, and endorseatkforce-planning tool in maternity care in the

UK. It has also been used to inform staffing requirements in a number of Irish maternity units. In the
short term and in order to provide an assurance that appropriate midwifery staffing levels are in place
the Department of Health Chief Nursing Officendvised that consideration shouldebgiven to
employing Birthrate Rs as the current workforeplanning tool of choice in tandem with analysis of
gynecological, neonatal high dependency/intensive care aedttle requirements; and consideration

of the development of national guidelines on rostering of midwifery staff.

Recommendation 8:

The HSE should devel@videncebased workforce planning tools and data systems for midwi
and maternity care assistant@Birthrate Hus).
Responsibility: HSE

Timeframe: EndQuarter 2, 2014

Workforce planning for midwives and maternity care assistants is important to forecast shoi
long-term staff requirements.The HSE should develop evideti@esed workforce plannintpols and
data systems for midwives and maternity care assistants (Birthrate Plus) to support the wor
planning function, taking into account the pendiiational Strategy for Maternity ServiceJhis
should be complemented with analyses of gynaegial, neonatal high dependency/intensive ce
and theatre requirements
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Recommendation Z:

The HSE should develamational guidelines on rostering of midwifery staff in maternity units
based on best evidence.

Responsibility: HSE

Timeframe: EndQuarter2, 2014

Well plamed rosters linked with patient activity are important components of effective ser
delivery to ensure sufficient staff at the right time with thppropriateskills are on duty.

Recommendation 8:

The HSE should undertake @omprehensive review of the potential role of maternity car

assistants in Ireland, including training requirements, should be undertaken to identify the rc
and responsibilities that could reasonably and safety be delegated by a midwife. This sh
include an economic analysis.
Responsibility: HSE

Timeframe: End Quarter 22014
Maternity care assistants are part of and add value to the overall maternity workforce in a nu
of countries.

5.5.4 General continuing professional development

Continuing professional developme@CPD)comprisesa range of learning activities through which
professionals maintain and develop throughout their career to ensure that they continue to be able to
practise safely and effectively within their changing scope of practiceline with service
requirements. CPDis an oRgoing process to support competence development and competence
maintenance. It encompasses a range of activities to increase knowledge and skills including formal
education, participation in audit, skills development etc.

It is evident that ective clinical outcomes are influenced by the education and competence levels of
clinicians. Consequently, competency determination and development is necessary for safe quality
healthcare.Competency frameworks are collections of competencies thatcardral to, and set the
standards of effective performance for apecific patient cohort. The Chief Nursing Officer
Department of Health provided advice regarding specific requirememt<RD related to midwives
(Section5.5.5).

Figure5.3 Multi -disciplinary team competency framework planning

Multi-disciplinary

FEiER s competencies required

Identify gaps betwets
competencies

available and Map current
competencies competency profile of
required. leading to multi-displinary team
appropriate relevenat
CPD.
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AppropriateCPD m@nning is crucial to ensure that healthcare professionals access CPD that is relevant
to their individual learning needs and the needs of the service. CPD ds-going cyclical process
which should be planned formally by service providers and individuals.

Recommendatior?29:

The HSE should ensure thatcalture of lifelong learning for healthcare professionals should
promoted and supported in line with individual l@ning needs and the needs of the service.
Responsibility: HSEand regulatory bodies

Timeframe: EndQuarter 1, 2014

The complexity of healthcare and influence of new developments and research require
professionals to engage in CRPan orngoing process to support competence development ¢
competence maintenance Appropriate  CPD planning is crucial to ensure that healthi
professionals access CPD that is relevant to their individual learning needs and the needs
service. Comgtency frameworks can support this process.

Specific requirements for midwifery are referred toSaction 5.5.%nd 5.5.6

Recommendatior80:

The HSE should ensure thae&lthcare professionals involved ifoetal assessment includinghe
interpretation of cardiotocography (CTG) should engage in regular ratdikiciplinary training.
Responsibility: HSE

Timeframe: EndQuarter 1, 2014
The importance of regular CTG training which involves clinical hands on trainangidal to
ensuring the orgoing competence of medical and midwifery staff in this important task.

5.5.5 Continuing professional development - midwifery
I The competencies and expected standards of practice of a midwife are articulated in EU
Directive 2005/36/EC orthe minimum expectations of a midwife. These requirements
underpin the standards of education and training of student midwives in Ireland but are only
relevant insofar as they determine the requirements for entry level registration and do not
address orgoing training needs assessment for competency maintenance.

1 The principafunctions of a continuing competence framework are to act as a quality assurance
mechanism; to ensure that healthre professionals are competent in their practice and
thereby proect the public (ANMC 206%. Assessing competency is fraught wittoblems;not
least the implications of competencies not being achieved and what implication decisions to
manage this might have for services. One of the most successful competency based
programmes in maternity care is the neonatal resuscitation programme. While competency is
assessedt operates on the basis of voluntarism and is fmmitive.

1 The most extensive empirical evaluation of the continuing competence frameworks for nurses
was conducted in Mw Zealand (201G"). This study found that a combination dburs of

®I'ba/ 6wnaTO 45838t 2LISyd 2F + yrdAzylf FTNIYSE2N] F2NLiGKS RSYyz2yail
fAGSNY GdZNBE NBOASEé /I YyOSNNF ! dzZAGNI € AFZ 1 dzZAGNI EALY bdzZNAAY3 YR aiR;g
" Nursing Councitf New Zealand, (2016)9 @ f dzt GA 2y 2F G(KS [/ 2y (i Nedzaajam Coudcl aflSuishiy, OS CNI YSg2
Wellington, October.
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practice, CPD, random audit, portfolio documentation, peer assessment and competencies for
the scope of practice wasiticalto assuring individuals were competent to priaet

9 Best practice would indicate that competence requirements shbeldhased on a combination
of (i) care needs of women and babies, (ii) international best evidengeNICE guidelines on
antenatal care, (iii) evidence from audit etc. e.g. clinical indemnity ase® and individual
and organiational professional development needs.

1 Internationally competence assessment schemes for midwives typically are not aligned to

performance management systems. Competence assessment schemes are linked to scope of
practice and context of care/setting and thus the subject of regulation.

Recommendatior81:

The Nusing and Midwifery Boardshould develop a process for continuousiynproving the
Practice Standards for Midwives tensure the skill set included ibased on best evidence an
service need.

Responsibility: Nursing and Midwifery Board, Ireland

Timeframe: EndQuarter 1, 2014

New developments and resedr in maternity carerequire orgoing vigilance to ensure the
appropriate implementation intaay-to-day practice.

5.5.6 Midwifery training needs assessment

The Nursing and Mwifery Board of Irelandhas published Practice Standar@910§ffor midwives

that outline the scope of practice and core midwifery practice skills. These are scheduled to be
reviewed in 2014. However currently there is no mechanism for the NMBI to determine if each
midwife is compliant with these standards other thawdugh Fitness to PracticBheNMBI currently

has a process for approving short courses, conference aiits slased workshops (n=74 for
midwifery). Regional midwifery training needs are collated by the Boards of Management of the
Centres of Nursing and ilwifery Education which have responsibility for providing-going
education.

A process for omoing midwifery training needs assessment can be linked with competency
maintenance/CPD and clinical activity. The NMBI has a critical role in this givesptmsibility in
legislation for the maintenance of professional competence and the development of such scheme(s).

Recommendation 3:

The Nusing and Midwifery Boardn conjunction with the HSE should explore how a training ne
assessment could be linked to maintenance of professional competeiocenidwives.
Responsibility: Nursing and Midwifery Board, Ireland

Timeframe: EndQuarter 1, 2014

A process for ogoing midwifery training needs assessment can be linked with compet
maintenance/CPD and clinical activity. The NMBI has a critical role in this given its responsi
legislation for the maintenance of professional competence thieddevelopment of such scheme(s

2 hitp://www.nursingboard.ie/en/publications_current.aspx?page=2
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Recommendation 3:

The Nursing and Midwifery Board should prioritise the development of Rules relating t
professional competence scheme, in accordance with Section 13 of the Nurses and Midwive

2011.
Responsibility: Nursing and Midwifery Board, Ireland
Timeframe: Immediate

A professional competence scheme managed by the NMBI will promote high standa
competence maintenance for midwives. There is an urgency to progress this as speedily as.pc

Recommendation 3:

The Department of Health should commence Part 11 of the Nurses and Midwives Act 201
ensure that midwives maintain their professional competence within their scopé practice
utilising a scheméo be determined by the NMBI.

Responsibility: Department of Health

Timeframe: Urgent bu dependent on Recommendation 33

It is important that once Rules are commdtthat the Department through Commencementd®rs
provides the necessary legislative supports.

5.6 Theme Six: Infrastructure and equipment

5.6.1 Capital facility

PHMScompiises of 30 bed inpatient ward, three labour wards and a thioeen assessment on thé“3
floor. On the 2 floor directly undérneath are the theatres and a nieed special care baby uniThe
general layout of the services on th& 8oor gave a sense of clutter and lack of space. The available
single rooms have no esuite facilities.

From a risk and patient safety managemeetrspective the location of theatre and the special care
baby uni on a separate floor is not ideall staff should be aware of the shortest and fastest route to
0KS GKSIFGNB FyR NB3Idz I NI SYSNA&E g e PHMSNGIdeNddné & Q
in a process such abke productive wardor use of lean maagement methodologies to create as
efficientand productivea space as possible.

Recommendation 3:

The HSE should suppdPHMS to engage in the productive ward initiative.
Responsibility: HSE

Timeframe: EndQuarter 2, 2014

Engagement in the productive ward initiativéll support the services to manage the delivery
care in the most efficient manne¢. KA & & K2 dzf R »fyth® horRsS emerigeMdy rodtdlz
theatre and the special care baby unit from the labournmo
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5.6.2 Healthcare records

Healthcare records refer to all information collected, processed and held in both manual and
electronic formats pertaining to the service user and their care. Healthcare records include
demographics, unique identification, clinical data, images, invesigat samples, correspondence

and communications relating to the service user and his/her care.

¢tKS KSIFfOGKOFNBE NBO2NR Aa | £S3rft R20dzrSyid RSaA3
of health before, during, and after a particular theraplyforms an essential part of care allowing
O2YYdzyAOFI A2y 0S0GsSSy KSIfUGKOFNB LINRPFSaarzylfa
care has been fulfilled. Effective timely healthcare record keeping is essential in order to inform the
various dhical decisions required at patient care tirmpeints.

The HSE has publish&fandards and Recommended Practices for Healthcare Records Management
(2011§° as a guide to the standards of practice required in the management of healthcare records in
the HSEbased on current legal requirements and professional best practice.

Many of the reviews referred to poor quality documentatjamcluding retrospective @ries, unsigned

and urtimed entries and examples of actions taken and care given, not documentas. thie
responsibility of healthcare professionals to adhere to best practice in healthcare record management.
It would appear that patient healthcare records were meanaged in line with HSfandards.

Meetings with families identified that there wereogsiderable delays in the release of healthcare

records and that thy were required to go through Freedom afdrmation processes to gain access to

their healthcare records. This createdaateptableanguish and the practice is outside of the HSE

stated ¢andards for healthcare records management which identify that generally, access to an
AYRAGARIZ f Qa 26y KSIfOIKOIFINB NBO2NR &K2dfieRSEH S LINE
Directorate The HSE standards require that asexception acces§ 2 I RSOSF aSR LISNE?
should be processed under the Freedom of Information Acts. It is unclear if the hospital was utilising

this exception in the cases where there was a perinatal death.

Recommendatior86:

Healthcare organisations should ensgjras a matter of priority, thathey review and addressiny
shortfall in the management of healthcare records in line with the HSE national policy.
Responsibility: Local Hospital Management

Timeframe: End Quarter 12014

Healthcare organisationshould examine their own standards and processes against the stan
set out by he HSE

Recommendatior87:

The HSE should provide assuranttet healthcare organisations are adherintp its national
healthcare records management standards
Responsibility: HSE

Timeframe: End Quarter 12014

The HSEStandards and Recommended Practices for Healthcare Records Manag@gh)
provides a comprehensive guide tequiredstandards of practicand assurancef implementation
across the healthcare system is essenttedsurance of compliance should be provided throag
Patient Safety and Quality Accountiityi Framework (Recommendation JL8

2 http:/iwvww. hse.ie/eng/about/Who/qualityandpatientsafety/resurcesintelligence/Quality_and_Patient_Safety Documents/v3.pdf
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Recommendatior38:

The HSE should review th&lational Maternity Healthcare Recortb determine that it is fit for
purpose.
Responsibility: HSE

Timeframe: End Quarter 12014

CKS 1{9Qa&a NBO2YYSYRSR LN} OGAOS AyOfdzRRSa
PHMS Issues werehowever, raised in relation to the completeness of this record and
requirement for additional documentation processes to augment the detail in the Nati
Maternity Healthcare Record.

5.6.3 Medical devices

With advances in medical technology, the use of imaddevices for the delivery of care to patients
has become an integral part of the ability of healthcare institutions to monitor, treat and support the
management of various medical conditions. The HS3Edhaeloped a formal system to manage the
safe useof medical device® This policy is to ensure that uniform standards and procedures are in
place to assure a coordinated approatd the management of medical devices and equipment
throughout the organisation. The aim is to ensure the minimisation of the risk of harm to service users
and employees associated with the use of medical devices and equipment.

The HSE Medical Devices andiipopent Standard is accompanied by a se§essment tool. All
service areas are required to conduct this sefessment on an annual basis. The outcome of this
selfassessment will determine the areas that require improvement.

The maintenance of CTG nhémes’ was raised by some family members where they stated that the
CTG machine audible alarms were switched off by staff during labour and hence, early indication of
foetal distress was not acknowledged.

In addition, one of the families described how wansfer of their child the incubator was not working

in the ambulance. The dHiwas described as hypothermoa arrival at the transfer hospital. This was

a particularly distressing event for the family. As part of this Report information on any iratestig

on this incident was sought from the HSE. No information or confirmation that an investigation
occurredwas provided. This is particularly unsatisfactang the HSE has been requested to follow up
this matter.

Recommendatior89:

The HSEshould provide assurancethat healthcare organisations are adhering to itsledical
Device Standards
Responsibility: HSE

Timeframe: End Quarter 12014

The HSE Medical Devices and Equipment Stanperdides a guide to required standards
practice and assurance of its implementation across the healthcare system is essAstatance
of compliance should be provided throughPatient Safety and Quality Accountability Framew
(Recommendatiod8).

% Medical Devices/Equipment management Policy (Incorporating the Medical Devices Management Standard) HSE 2009. Available at,
http://www.hse.ie/eng/services/Publications/corporate/Medicaldeviguipment.pdf
# Cardiotocography (CTG) is the process of monitoring the foetal heart rate and uterine contractions during labour. Theusedhne

perform the monitoring is called @ardiotocographmore commonly known as atectronic foetal monitoEFN).
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5.7 Theme Seven: Legal and ethical issues

5.7.1 Coronial process

A Coroner is an independent official with legal responsibility to enquire into the circumstances of
sudden, unexplained, violent and unnatural deaths. This may require anpms¢m examination,
sometimes followed by an inquest. The posbrtem is carried out by a pathologist, who acts as the
Coronef agent for this purpose.

The Coroner essentially establishes tinsho, when, where and hogwof unexplained death. A Coroner

will not be involved in cases where a person died from a natural illness or disease for which the
deceased was being treated by a doctor within one month prior to death. If death is due to unnatural
causes, the Coroner ibliged to hold an inquest.

Three cases that werthe subject of review for thisdport had inquests conducted by the Coroner.
The families seemed particularly angry at their treatment in the proceasprocess that they
understood to be there to providthem with the answers to some of their questions. They described
their surprise and discomfort at the extent of the adversarial nature of the process. They expressed
further surprise at the scale and duration of attendance by members of stéHdMSand d the size

(and cost) of the legal teams that attended.

Another concern expressed was the length of time it took for some of the cases to be heard relative to
the time of the death. Of most concern was an allegation that has not been substantiated,réhat o
key witness simply did not attend.

In 2007the Department of Justice and Equality published the Co@riill 2007 which incorporates

many of the recommendations made by a Working Review Group in 2000. That Bill was not enacted.
While the tme availal® in preparing this &ort does not allow a detailed examination of the

/ 2NRPYSNRAE LINRPOSaaz 2N 0KS NB@ASg GKIG ol a O2yRd:
Bill, it is reasonable to reflect on the submission from the families and as a tegalise a question

about the extent to which patient and family interests are served by the current provéisie this

Report isnot in a position to suggest an answieis importantto point to the need for more work to

be done on this issue.

Recommemnation 40:

The HSE shouldevelop guidelines for staff on attendance at inquests.

Responsibility: HSE

Timeframe: End Quarter 22014

Guidelines for staff should be developed which provide information on the inquest process,
expected behaviourand requirements for attendance.

Recommendatio1:

The Department of Health should engage with the Department of Justind Equalityin respect of
the coronial service.

Responsibility: Department of Healttand Department of Justice and Equality

Timeframe: Commence formal engagement between departmanmediately

The Department of Health should engage with the Department of JuatideEqualityin respect of
the coronial service. A review was undertaken in 2000 and a Bill published in 2007 which
provide a basis for examination in context of the issues that arodeHMS. In preparation th
Department of Health should engage with the Stat€laims Agency and the HSE and others
appropriate to prepare a paper which would facilitate an informed engagement with
Department of Justicand Equality
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5.7.2 Consent

Consent is the giving of permission or agreement for an intervention, reoeipse of a service or
participation in research following a process of communication about the proposed intervention. The
process of communication begins at the initial contact and continues through to the end of the service
dza SNDa Ay @2t Othand gfacess) provisiok $f sacibl&are or research study. Seeking
consent is not merely getting a consent form signed; the consent form is just one means of
documenting that a process of communication has occurred. The HSE published its National Consent
Policy in 20132

For the consent to be valid, the service user must:

1 have received sufficient information in a comprehensible manner about the nghumpose,
benefits and risks of an intervanh/service or research project

1 not be acting under duress; and
1 have the capacity to make the particular decision.

The concept of informed consent is interconnected with the principles of autonomy and bodily
integrity. Notwithstanding emergency situations, a medical intervention cannot be provided without
0 KS L3 idforngey dosent. As such, informed consent is considered an essential prerequisite to
the commencement of any healthcare intervention. However, consent must be considered valid, i.e.
the individual should have the requisite capacity to make the degidisiher choice should be
voluntary; should be provided with appropriate information, in a fornme/she can understand,
regarding the benefits, risks, consequences and alternatives to the proposed treatment; and his/her
decision should be accurately donented.

At a meeting with one of the familieshere was confusion over the purpose of signing a written
consent form. It is understandable that in an emergency situation such as those encountered in the
adverse eventeview reports time is limited however, opportunities to provide sufficient information

in a comprehensible manner should be taken.

Recommendatio2:

The HSEshould provide assurance that healthoa organisations are adhering tits National
Consent Policy

Responsibility: HSE

Timeframe: End Quarter 12014

The HSE Consent Policy provides extensive guidance on required standards of practice in re
consent and assurance of its implementation across the healthcare system is esgestimhnce o
compliance should be puided through a Patient Safety and Quality Accountability Framey
(Recommendation 18).

5.7.3 Confidentiality
Medical confidentiality is of particular ethical and moral importance. Healthprofessionals have
long been accustomed to dealing with sensitive information regarding their patients.

The principle of confidentiality provides an assurance that personal information will not be disclosed
to unauthorised persons, processes, or devic€snfidentiality refers to agreements made with
subjects, through the consent process, about if and how information provided by individuals will be
protected The principle of confidentialityn Irelandis provided for under the Data Protection Acts
1988and 2008, under which personal information must be obtained for a specified purpose, and must
not be disclosed to any third party except in a manner compatible with that purpose.

%2 http:/iwvww. hse.ie/eng/services/list/3/nas/news/National_Consent_Policy.pdf
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Service users have a right to expect that information aboutrtheill be hedl in confidence byhose
who provide health and social care services to them. Confidity is central to trust inthis
relationship. Staff are expected to comply with the prauis of the Data Protection Act988 and
2003 which state that personal mfmation obtaned from service users for thaurposes of informing
care, treatment or service provision ahid not be disclosed to a thindarty unless the service user has
consented or unless the specific requirements of the legislation are complied wWéhlthcare
professional regulatory bodies provide more explicit guidance.
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Section 6 Overall conclusion s and recommendations

6.1 Introduction

In order toinform the preparation of this &ort, meetings were held with some of the families
involved,Patient Focus, the senior management team at Portlaocise Hospital, representation from the
obstetric and midwifery team at PH® the National Clinical lead for the Obstetrics and Gynaecology
programme, the HSE Quality and Patient Safety Directorate, theDit8&orate, the State Claims
Agency, HIQA ahregulatory bodies

PHMS clinical activity and outcome data, investigation reports, incident reports and desktop reviews,
all relating to the period 2006 to date, were examined. The analysis was furthemiedidoy a detailed
examination of National Perinatal Surveillance Data from the various systems in existence that collect
and report such data. In additipmelevant HSE and Portlacise Hospital policies andetings were
reviewed

The earlier sections dfie Report set out a qualitative and quantitative analysis of the issues that arise
from the publicity surrounding PHMS. It is considered that these analyses support a number of overall
conclusions and recommendations. These are set out balaelation to the patients, the service, the

staff and the oversight

6.2 Overall conclusions

6.2.1 The patients
1. Families and patients were treated in a poor aadl times appalling manner with limited
respect, kindness, courtesy and consideration.

2. Informationthat should have been given to families was withheld for no justifiable reason

It is difficult to explain some of the behaviour that was attributed to staff by the patients as well as by
some of the staff that we met. We have not sought to validate each statement made but we have no
reason to doubt it. Nothing we came across coulddgarded as providing agcceptableexplanation.

There was an wcceptablelack of consideration of the views and experiences of patients. It is clear
that there are some difficult cultural issues at play in PHMS which must be addressed. Issues in
relation to the cohesion of the senior management and clinical teams and breakdown in relationships
at times both within and between these teams was suggested to us and at times evident. This is in
itself concerning as it raises a risk to the collective respditgjbaccountability and subsequent
management of patients following adverse events and increaag=y risks for the hospital.

6.2.2 The service
3. Poor outcomes that couldikely have been prevented were identified and known by the
hospital but not adegately and satisfactorily acted upon

4. The PHMS service cannot be regarded as safe and sustainable within its current governance
arrangements as it lacks many of the important criteria required to deliver, on a-stane
basis, a safe and sustainable maternity ser(8ee Overall Recommertdan 3).

Clear failures were identified in this preliminary risk and patient safety assessm&HME These

failures were at a number of levelsoth local and nationalt is not possible to concludeased on the

information in this Rport, that PHMSs safeand sustainableThisconclusionis drawnfrom Portlacise
l2aLAGlIEQa 2¢y |aasSaayvySyd 2F Ada NA a i Yyl 3asSy
arrangements in plageand the monitoring of implementation of recommendations from the various
invesigations of adverse events in Portlaocise Hospitat the various findings we have made in

relation to patient safety and patient cark is also informed by the difficulties that the hospital has in
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attracting and retaining the necessary staff, for maegisons, and its resultant increasing dependency
on agency staffing.

It will be challenging for Portlacise Hospital teastablish its sel€onfidence and the confidence of

the local people without significant help. As a small statahe service it iimited in the numbers of

staff andthe expertise it can be expected to have and to maintain. It is not a training location for
midwifery nor is it recognised as a training location by the Institute of Obstetrics and Gynaecology in
Ireland for the training bjunior doctors. In short, it lacks marof the important criteriaon a stand

alone basis to be safe sustainable maternity service in the 21st century.

6.2.3 The staff

Many ofthe staff did their best irthallengingcircumstancesHowever it is evident that on occasions
both standardsof care and staff behaviourgarticularly their interactions with familiedollowing
adverse eventsvere less tharacceptable It is noted in this &ort that circumstances including poor
leadershipoutside of individual clinician control did not support or hidpsen the risk of suatvents.

Leadership is essential to fostering a culture of patient safety and quality and providing strategic
direction in terms of maintaining a balanced competentrigforce. It is critical to the appropriate
management of resources and staff in order for hospitals to have the capacifyrowide this
leadership The management team and clinical leads within hospitals through wottgegher and

with the appropriate spport are essential to the safe and effective provision of services in the
hospital on an orgoing basis

The Department of Health is developihg W/ 2 RS 2f@ enipBygR (RectioR 7)lhe Chief
Executive (or equivalent) of all heattlre and sodal care organisations will be accdable for the
implementation of this Codelhis will provide direction in terms of expectations for patient safety and
guality within hospitals.

Senior healthcare staff must receive support and mentorship to build #iells, competencies and
confidence.

6.2.4 Oversight

5. Many organisations, including PHMS, had partial information regarding the safety of PHMS
that could have led to earlier intervention had it been brought together

6. The external support and oversight from HS3bBuld have been stronger and more proactive
given the issues identified in 2007

Dealing with issues of patient safety requires action on the basis of intelligence andheide
central finding of this &port was that a profile of safety of PHM&hin the hospitalcould have been
created from easily available information.

At thistimeno sidf S | 3Sy 0& 2 Nlline dRsighQd thd natbo@abIdlkifort spedific
responsibility for the creation of such an oversight of the risk manageraed patient safety issues

that emerge for numerous single agencies. This means that any intelligence gathered within single
agencies does not become part of an overall pooling of risk information. It can be said that different
pieces of the jigsaw areeld by different organisations. Creating the full picturetierefore, very
challenging as was evidenced by the time and effort required to dotlas for the purpose of this
Report. This is a weakness in our system of patient safety. There must be a stronger system of using
and sharing information that can be used to improve quality and safety for patients.

At a national level concerns about the governance of Portlaoise Hdbspre known since 2007. As a
small stanealone service it is limited in the numbers of staff, the expertise it can be expecteavie

and to maintain. It wouldhave benefited from more direct assistan The final analysis of thigort
identified funcamentally that problems arose from systemic weaknesses of governance, management,
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and communication for dealing with critical situations such as arose in late August 2007. At the time it
was detailed that these issues needed to beklad to avoid a recuence. Portlaocise ébpital does not
appear to have been provided with the oversight and supports that could have reduced risk, increased
patient safety and protected staff morale.

The HSE outlined the progression of patient safety and risk governanceyemants for Portlaocise
Hospital over time. Following the Fitzgerald Repdhte HSE implemented theational incident
management policy (IMP) and assigned responsibility to a member of the National Management
Team. The development of the integrated seevareas and regional director of operation positions
from 2009 onwards are seen to have strengthened broader governance arrangements. These
structural reforms were implemented in order to allow for some oversight and escalation of serious
risks or advers@vents at regional level. The systemhisveverdependent on hospitals to examine
their own risk and selfleclare concerns.

6.3 Overall Recommendations

This section sets out summary recommendations. Some are recommendations from the main body of
the Report that are restated here given their centrality to the appropriate response to the findings and
conclusions set out in earlier chapters. That is not to say that recommendations that are in the main
report and not restated here are of lower importaneéhey are not. All recommendatiosy wherever

they appear in the &ort, are seen as critically important elements of the whole response. Overall
recommendatios are given the notation ® (overall recommendation) and cross referenced where
relevant towhere they appear in the maineort.

6.3.1 The patients

RecommendatioD.R.1:;

PHMSshould apologise unreservedly to thiamilies and patientsconcerned.

Responsibility: PortlaoiseHospitalMaternity Services

Timeframe: Immediate

It is known thatapologies have been made to a numberfarnilies andpatients. In the event tha
any family or patient has not yet received an apology from the hospital itself, that should haj
without delay. The hospital should provide writteassurance that it has done so.

RecommendatioD.R2:

An immediate assessment of the patient safety culture at Portlacise hospitdlould be
undertakenby HIQA(See Recommendation 5)

Responsibility: HIQA

Timeframe: End Quarter 22014

While the focus of this Report is PHMS only, it is reasonable to say that assurance is ne
ensure that the factors that lead to these recommendations do not also apply in the other se
in the hospital. There are a number of tools in use inteiovally that allow detailed assessment
be made of the patient safety culture of a hospital to be undertaken and to inform the nece
remediation which can take the form of training, teambuilding, improved policies and proce:
and ongoing measuremnt and assurance of improvements in culture and behaviour. HIQA s
be requestedto make this assessment of patient safety culture and teeonking.

% http://www.dohc.ie/publications/pdf/fitzgerald_report.pdf2direct=1
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6.3.2 The service

RecommendatiorD.R3:

Ateam should be appointed to run the PHMS pending implematibn of Recommendation GR4
below.

Responsibility: HSE

Timeframe: Immediate

In this regard the HSE shouldmediately put in place a transition teato take control of the
service at PHMS and to oversee the planning and execution of the orderly implementation
managed clinical networkecommended belowThe transition team should consist of appropriz
clinical and managerial expertise.

Recommendation O.R:

PHMS should become part of a Managed Clinical Netwarkder a singular governance mod
with the Coombe Womer& Infant University Hospital.
Responsibility: HSE

Timeframe: End Quarter 22014 The HSE has already taken inisi@ps to implement this.

The number of births at PHMS shows that there is and will continue to be a need to h
maternity service at Portlaocise Hospital which meets the requirement of good safety, ps
centred and sustainable care. A decision toselthe service would not be appropriate given t
scale of activity. Neither is it an option to maintain and develop the service under its ct
governance arrangements given the findings and conclusions in this report.

Portlacise Hospital is a constitoiehospital of the Dublin Midlands Hospital Group. This Group
includes the Coombe Women & Infant University Hospital. The development of a managed
network within the Dublin Midlands Hospital Group, initially comprising the PHMS and the Cc¢
Women & Infant University Hospital provides a sustainable solution to the leadership, sti
training, quality assurance, clinical standard and risk management issues identified in this rep

The implementation of theEstablishment of Hospital Grodpwill ensure that the future servic
needs of the whole population of each hospital group will be quantified and planned in a
integrated fashion. The overarching system of clinical governance and enhanced commur
and cooperation between hospitawithin the hospital group setting, will underpin the provision
quality and safe healthcare.

The managed clinical network should consist of the following features:

1 A single clinical service under the governance, direction and authority of the Mafs
the Coombe

1 Capacity for medical, midwifery and other staff to be appointed to the network an

rotate as required by service and training needs between sites

Training for junior doctors and midwives to happen on both sites

Common system of clinical gernance i.e. policies, audit meetings, quality assural

incident reporting, incident management etc. with pooling of all data to ensure the

guality assurance is on the basis of one single seralbeit operating on two sites

1 Risk stratificatiorof patients attending PHMS to ensure that higher risk pregnan
are dealt with at the Coombe site.

= =4

% http://www.dohc.ie/publications/IndHospTrusts.html
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RecommendatiorD.R5:

Other small maternity services should be incorporated into managed clinical networks within
relevant hospital group
Responsibility: HSE

Timeframe: End Quarter 2, 2014

This Report recommends the urgent transition of Portlacise Hospital as the first smaller hosy
become part of a managed clinical network under the clinical governance of a larger hospital,
case, the Coombe Women & Infant University Hospital. A managed clinical network wi
features described above would provide a number of advantages for smaller units. It can
clinical governance, leadership, shared clinical guidance, sharetdnttaand processes for rap
referral. In these circumstances, other small maternity services in the country shou
incorporated into a managed clinical network within the relevant hospitaligr@iven the finding
of this Report which are in part theesult of small size and the challenge of sustaining service
attracting and retaining staff, it is considered reasonable that work commence on integ
smaller maternity units into systems of common governance in line with the planned ho
networks. It should not await the outcome of further analysis by HIQA which is recomme
below.

Recommendation O.[8:

The HSE should address the implications of this Report for otleevises at Portlaocise Hospital.
Responsibility: HSE

Timeframe: End Quarter 1, 2014

It would be unreasonable and unsafe to assume that some of the issues which arose in PH
not also issues for other services in the hospital. However, this was beyond the scope of this
The HSE should be asked to givaesideration to this recommendation and to present the Minis
for Healthwith a proposal for any necessary ciges based on their assessment.

6.3.3 The staff

RecommendatiorD.R7:

Qupport should be provided tahe Portlacise Hospital seniomanagement €am. This should leac
to a wider programme of support for frontline leaders, particularly in smaller hospitals, to ens
that they can and do provide safe and effective cgsze Rcommendation 25)

Responsibility: HSE

Timeframe: Immediate

The senior healthcare staff at Portlacise Hospital cannot be expected to deal with the comple
managing the serious adverse events dealt with in this Report on their own. The HSE sho
matter of urgency should examine the level and type of swppnost appropriate to builo
confidence and competence in order that the hospital can deliver a safe effective service
support shaild be put in place immediately and thereafter considefedsimilar settings.
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6.3.4 Oversight

RecommendatiorD.R8:

HIQA should be regestedto undertake an investigation in accordance with Section 9 (2) of
Health Act 2007
Responsibility: HIQA

Timeframe: Immediate commencement

HIQA should beequired by the Minister for Healtito undertake an investigation iaccordance
with section 9 (2) of the Health Act 2007. This will allow a number of the iésued in this review
to be examined in more detail. HIQA have the relevant powers and authority to undertake
detailed analysis. HIQ®&ill developand publishterms of reference for any such investigation.

This investigation should include:

1 The extent of serious adversacidentsat PHMS with regard tpatients known ano
unknown

Other relevant aspects of aternity services in Portlaocise Hospital

Maternity servicesn other similarlysizedunits in Ireland

Governance and patient safety Rortlaocise Hospitajenerally

Oversight and support from HSE at regional and national level

Implementation in maternity units of recommendations dPatient Safet
Investigation Report into Services at University Hospital Gal{ia}QA 2013).

=A =4 =8 =8 =4

RecommendatiorD.R.9

HIQA should developational standards for the conduct of reviesvof adverse inciders
(see Rcommendation 14)
Responsibility: HIQA

Timeframe: EndQuarter 4,2014

National standards for the conduct of reviewf adverse incidestshould be developed by HIQA
per the standards provided for under the Health Act, 2007. This should set definitions f¢
classification of incidentgrror, harm,adverse event, serious adverse event ettypes of reviews
required for different incidentylookbacks, reviews, audits, delp reviews etc.), time limits
methods and procedures for unique anonymisatiofhe monitoring arrangements for th
standards for safer bettehealthcareshould be used as a means of assuring implementation.
governance framework for the health service providers should require that hospital and t
service CEOs be accaable for the effective implementation of these standards.

% http:/iwww. higa.ie/publications/patientsafetyinvestigationreport-servicesuniversityhospitatgalwayuhg-andreflect
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RecommendatioD.R.D:

The HSE should ensure thavery maternity service (and later every health service provider)
required to complete a Patient Safety Statement which is published and updateshthly.
Responsibility: HSE

Timeframe: End Quarter 1, 2014

Patient Safety Statements from maternity services initially and thereafter fromheslthcare
providers could be used with other available information to riste services and to targejuality
improvement measures that enhance local ownership and capability. It is important that this
first element of oversight as it will ensure that primary responsibility for oversight of safety
guality must remain with the service and thosesponsible for it. It will also have the advantage
creating a source of information that is much more accessible and transparent for the purpo
external scrutiny including by the public.

A patient safety statement can provide up to date informatimm key patient safety issues. Tl
precise format of the patient safety statement and the data it should contain will need t
defined. The patient safety statement should be updated each month and become a core el
of clinical governance arrangemeantin particular it should be discussed at the management t
meeting each month and at the Board level each month as a standing agenda item. It should
activity, interventions, complaints, adverse incidents, serious incidents, never events,etsl
staffing and any other appropriate information from the perspective of patient safety and qu
This model should quickly be applied to all services rather than just maternity services.

(See Appendix 4 for an example of the types of information sh@uld be considered for inclusic
in a patient safety statement.)

RecommendatiorD.R.11:

A National Patient Safety Surveillance system should be established by HIQA.
Responsibility: HIQAand Department of Health

Timeframe: EndQuarter 4,2014

It is recommended that a new National Patient Safety Surveillance be established with respor
assigned to HIQA. The requirement to pool information that may exist across agencies to
better risk and safety profiling of services be considetethkr as a critical gap in our patient safe
functions nationally with a view to any new function becoming a function of HIQA. This wi
require other organisations to share their information and intelligence with HIQA. This may r¢
amendments ¢ the Health Act 2007 and will have to be examined in some more detail b;
Department of Health. HIQA will use this information for risk stratification and guiding the tarc
of their standards monitoring programme.
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Section 7 Reform and Policy Implications

7.1 National Maternity Services Strategy

In the context of themplementation of the Bport on the Establishment of Hospital Grodhsmall
maternity services around the country should be incorporated into a managed th@taork within

the relevanthospitalgroup. The roll out of managed clinical networks for maternity services should be
considered in the context of the development of the new National MaterBigyvicesStrategy.The
experience gained from implementingich a network across part of the Dublin Midlands Hospital
Group, will inform the Strategy and any consideration regarding the clinical governance of maternity
services.The Department of Health will consider and provide policy direction in relation toatbver
governance ohospital groups and how the governance of maternity services and managed clinical
networks will be integrated into the overall governance model.

The recommendations in this Report regarding quality assurance, clinical effectivenes$g,esafe
should be incorporated into #nNational MaternityServicesStrategy.

7.2 Hospital groups

Future Health- A Strategic Framework for fem of the Health Service 2012015 provides the
overarching policy framework for the +@ganisation of public hospitalf2ublic hospitals will be
reorganised into more efficient and accdable hospital groups that will harness the benefits of
increased independence and a greater con@bllocal level.This represents the most fundamental
reform of the Irish acute hospital system in decades.

By working in groups, hospital services will be provided by the hospitals in each group, based on the
evidencebased needs of their populations. Eadroup of hospitals will work together as single
cohesive entities managed as one, to provide acute care for patients in their area, integrating with
community and primary care. This will maximise the amount of care delivered locally, whilst ensuring
compkex care is safely provided in larger hospitals. Each group will comprise between six and eleven
hospitals and will include at least one major teaching hospital. Each grouping will also include a
primary academic partner in order to stimulate a culture edrhing and openness to change within

the hospital group. Robust governance and management structures will need to be put in place at
group level.

Portlaoise Hospital is part of the Dublin Midlands Hospital Group.gfdiig also includes the Coombe
Women & Infant University HospitalThis arrangement allows for a managed clinical network as
recommended earlier with clinical governance, leadership, shared clinical guidance, shared training
and processes for rapid referral. Managed care networks shouldiggdor a continuum of care
across services within the network.

7.3 Patient Safety Agency

A new Patient Safety Agency (PSA) is to be establigthedAgency will be established initially on an
administrative basis within the HSE structures in 2014. HBE is expected to establish a Board to
oversee the PSA and to agree its initial governance and operational arrangemleat®SA will have

an advocacy role in relation to patient complaints, supporting patients by directing them to the
appropriate provide or agency so that they can secure a response regarding the issues they raise.
Based on a detailed analysis of complaints throughout the system, the PSA will also provide national
leadership for patient advocacy services, including the Health ServiceeChar 2 dz | YR, 2 dzNJ |
{ S NIFAt@sSntended that the PSA would progress to become an independent agency in time and
engage on the broader quality improvement and patient safety agenda.

% http://www.dohc.ie/publications/IndHospTrusts.html
% http://www.dohc.ie/publications/pdf/Future_Healttpdf?direct=1
% http:/iwww. hse.ie/eng/services/yourhealthservice/
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7.4 Code of Conduct for employers

The Department of Hetil isR S @S f 2 Cakle/d Cohdu¥br employers that will clearly set out

SYLX 28SNBEQ NBaLRyaArAoAtAGASAa Ay NBtlLGA2y G2 | OK
performance of the organisatiorit is intended that the Code will include the expectedribtites,

behaviours and responsibilities of all managers as representatives of the employer, and underpin their

role and responsibility in achieving these aifibe Code of Conduct should also clearly articulate the

duties and responsibilities on them the regulation of health and social care professionals in their
organisationincluding referral of professionals to the appropriate regulatory body/bodies.

In addition the Code of Conduct should be incorporated into the recruitment, appointment, job
decriptions and performance review of managers in health and social care serVicesChief
Executive (or equivalent) of all heatthire and social care organisations will be accalnte for the
implementation of this CodeAs identified in tle Patient Safet Investigation Bport into frvices at
University Hospital Galw&HIQA will monitor compliance with this Code as part of its monitoring of
National Standards.

Demonstration of compliance with thedherence to the Code of Conduct will complement and may
provide part evidence for the proposed requirements in the forthcoming Licensing of Health Facilities
Bill for applicants for a licence to provide evidence of fitness and competence to hold @licenc

7.5 Clinical effectiveness

A clinical effectiveness approach incorporating national and international best available evidence in
guidance for the healthcare system promotes the delivery of safe effective care. Clinical effectiveness
processesuch aglinical guidelinesnd audit are essential for the transfer of evidence to practice.

The National Clinical Effectiveness Committee (NCEC) pgkade to prioritise and quality assure
national clinical guidelines and national audit and to create a mandataelation to their
implementation.

There are a number of elements to clinical effectiveness which getem the preparation of this
Report. These included the extent of reference to different clinical practice guidance without rationale
as to why onedvel of guidance is recommended over another, escalation of care and clinical
handover.The NCEC will develop Standards for Clinical Practice Guidance (Recommendation 19)

In response to théatient Safety Investigation Report into Services at Univétsispital Galway the
NCEC has been requested by the Minister for Health to commission and quality assurder of
national clinical guideline3 hiswork has commenced.

As identified by international best evidence the promulgation of best practicesacnational
healthcareservices is dependent on weleveloped quality assured national clinical guidelines and
audit. It is recommended that NCEC will develop standards for clinical practice guidance
(Recommendation 19)

% http:/ivww. higa.ie/publications/patientsafetyinvestigationreport-servicesuniversityhospitatgalwayuhg-andreflect
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Section 8 List of Recommendations

Number Recommendation Responsible  Timeframe

Body

Overall Recommendations

OR1 PHMSshould apologise unreservedly to tfamilies and PHMS Immediate
patientsconcerned

OR2 An immediate assessment of the patient safety culture at | HIQA End Quarter 2, 201
Portlaoise hospitathouldbe undertakerby HIQA

O.R3 Ateam should be appointed to run the PHMS pending HSE Immediate
implementation of Recommendation.R4 below.

OR4 PHMS should become part of a Managed Clinical Network | HSE EndQuarter2, 2014

under a singular governance model with the Coombe Wom
& Infant University Hospital.

O.R5 Other small maternity services should be incorporated into| HSE EndQuarter2, 2014
managed clinicatetworks within the relevant hospital group

OR6 The HSE should address the implications of this Report foil HSE End Quarter 12014
other services at Portlacise Hospital.

O.R.7 Support should be provided to the Portlaoistospital senior | HSE Immediate

management team. This should lead to a wider programmeé
support for frontline leaders, particularly in smaller hospital
to ensure that they can and do provide safe and effective

care

O.R8 HIQA should besquestedto undertake an investigation in HIQA EndQuarter 4, 2014
accordance with Sean 9 (2) of the Health Act 2007

O.R.9 HIQA should developational standards for the conduct of | HIQA End Quarter 42014
reviews of adverse incidest

O.R10 Every maternityservice (and later every health service HSE End Quarter 1, 201

provider) be required to complete a Patient Safety Stateme
which is published and updated monthly.
O.R.11 A National Patient Safety Surveillance system should be | HIQA End Quarter 4, 201,
established by HIQA.

Analysisof Perinatal Data

R1 The Department of Health should work with the Departmer] Departmens | Common definition
of Social Protection to ensure thal afficial perinatal of Healthand | in use by 2015
mortality rates should be calculated using a common Social
definition. Protection

R2 The Civil Registration Act 2004 should be amended to incl{ Departmens | Commence formal
a duty to notify early neonatal death thi¢ General Register | of Healthand | engagement
Office Social between

Protection departments
immediately

R.3 The General Register Offisbould ensure that all notified General End Quarter 1,
early neonatal deaths are registered. Register Office 2014

R4 TheHSE should ensure that tiNPRS and NPE&E& HSE End Quarter 4,
consolidated to create a singtetional reporting systerfor 2014

official statistics on perinatal events in Ireland.
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Theme OnePatientCentredness

R5 An assessment of the patient safety culture in Portlag HIQA End Quarter 2
Hospitalshouldbe conductedoy HIQA 2014
(See Recommendation O.[R.2

R6 HIQA should be requested to adopt/adapt a standard tool i HIQA End Quarter 4,
the assessment of patient safety cultureceteam working 2014
and to use its monitoring role to ensure that it is implement
throughout thehealthcaresystem.

R7 TheHSE should conduatreview in PHMS in respect of HSE End Quarter 2,
services for the infant and family following a perinatahtte 2014

R8 TheHSEshouldconducta review of neonatal pathology HSE End Quarter 2,
service requirements and arrangements as they relate to 2014
PHMS.

R9 The HSE should ensure that systems are in place in order | HSEand local | End Quarter 2
asenior consultant and a senior nurse/midwife take hospital 2014
responsibility for dealing with serious adverse events when management
they occur.

R10 Training should be providday the HSEor senior clinical stafff HSEand local | End Quarter 2
in dealhg appropriately with patients in the context of serio| hospital 2014
adverse events. management

R11 The HSE National Open Disclosure Policy should be HSE End Quarter 2,
implemented in full. 2014

R12 The HSE should develamational policy on disclosure wher{ HSE End Quarter 2,
no harm arises. 2014

R13 The HSE shouldsue directiorto the system on the HSE End Quarted,
appropriate interpretation of Section 48 of the Health Act, 2014
2004

ThemeTwa: Clinical Governance

R14 HIQA should developational standards for the conduct ¢ HIQA EndQuarter 4,
reviews of adverse incidest 2014

R15 The HSE should ensure consistency of adverse event HSE End Quarter 1,
terminology across its documentation and guidance. 2014

R16 All staff should be obliged to participate honestly and open| HSEand local| Immediate
in all investigation processes. hospital

management

R17 There should be an appropriately resourced special suppo| HSE End Quarter 1,
team that is deployedrom the HSE, Quality and Patient 2014
Safety Directorate to guide a consistent response to major
adverse events.

R18 A Quality and Patient Safety Accountability Framevetrduld | HSE EndQuarter 2
be developedand implementedoy the HSE 2014

Theme ThreeClinicalEffectiveness

R19 The National Clinical Effectiveness Committee should devg NCEC End Quarter 4,
standards for clinical practice guidance. 2014

R20 Anational guideline for the induction of laboshould be HSE EndQuarter 4,
developedby the HSE 2014

Theme FourEscalation oincidents and Role of National HSE
R21 The HSE should issue a directive to all providers to requirg HSE EndQuarter 1,

them to notify the director of quality and patient safety and

HIQAol t f Wy S@SNJ S@SyiaQ

2014
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R22 The HSE should ensure thaeey maternity service (and latel HSE End Quarter 1,
every health service provideshouldbe required to complete 2014
a Patient Safety Statement which is published and updated
monthly. (See OveralRRecommendation O.R0)

R23 The Patient Safety Statement should be a requirement of | Department of| Appropriate
hospitallicensing. Health, sections to be
(See OveralRecommendation O.R.10 LicensingBill drafted and

incorporatedinto
the Bill by end
Quarter 1, 2014.

R24 A National Patient Safety Surveillance system should be | HIQA and EndQuarter 4,
established by HIQA. Department of | 2014
(See OveralRecommendation O.R.8 Health

Theme FivelLeadkrship, Staffing and WorkforcB®lanning

R25 The HSE shoulgrovide support to the Portlacise Hospitd HSE Immediate
senior management eéam. This should lead to a widg
programme of support for frontline leaders, particularly
smaller hospitals, to ensure that they can and do provide
and effective care

R26 The HSE should develepidencebased workforce planning | HSE End Quarter 2,
tools ard data systems for midwives and maternity care 2014
assistants (Birttate Rus).

R27 The HSE should developtional guidelines on rostering of | HSE End Quarter 2,
midwifery staff in maternity units based on best evidence. 2014

R28 The HSE should undertake@mprehensive review of the HSE EndQuarter 2,
potential role of maternity care assistants in Ireland, includi 2014
training requirements, should be undertaken to identify the
roles and responsibilities that could reasonably and safety
delegated bya midwife. This should include an economic
analysis.

R29 The HSE should ensure thatwdture of lifelong learning for | HSEand End Quarter 1,
healthcare professionals should be promoted and supportg regulatory 2014
in line with individual learning needs and the needs of the | bodies
service.

R.D The HSE should ensure thadithcare professionals involveq HSE End Quarter 1,
in foetal assessment including the interpretation of 2014
cardiotocography (CTG) should engage in regular multi
disciplinary training.

R.31 The Nursing and Midwifery Board should develop a proceg NMBI End Quarter 1,
for continuously improving the Practice Standards for 2014
Midwives to ensure the skill set included is based on best
evidence and service need.

R.2 The Nursing and Midwifery Board in conjunction with the H NMBI End Quarter 1,
should explore how a trainingeeds assessment could be 2014
linked to maintenance of professional competence for
midwives.

R.3 The Nursing and Midwifery Board should prioritise the NMBI Immediate

development of Rules relating to a professional competeng
scheme, in accordanaeith Section 13 of the Nurses and

Midwives Act 2011.
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R.& The Department of Health should commence Part 11 of thg Department of| Urgent but
Nurses and Midwives Act 2011 to ensure that midwives Health dependent on
maintain their professional competence within their scope ¢ Recommendation
practiceutilising a scheme to be determined by the NMBI. 33.

Theme SixInfrastructure and Equipment

R.35 The HSE should support PHMS to engage in the prody HSE End Quarter 2,
ward initiative. 2014

R.36 Healthcare organisations should ensure, as a matter of Local Hospital | End Quarter 1,
priority, thatthey review and addresany shortfall in the Management | 2014
management of healthcare records in line with the HSE
national policy.

R.37 The HSEhould provide assurance that healthcare Health Service| End Quarter 1,
organisations are adhering to its national healthcare record Executive 2014
management standards.

R.38 The HSE should review the National Maternity Healthcare | HSE End Quarter 1,
Record to determing¢hat it is fit for purpose. 2014

R39 The HSE should provide assurance that healthcare HSE End Quarter 1,
organisations are adhering to its Medical Device Standardg 2014

Theme Severlegal and Ethical Issues

R.40 The HSE should develop guidelines for staff on attendan¢ Health Servicg End Quarter 2,
inquests. Executive 2014

R41 The Department of Health should engage with { Department of] Commence formal
Department of Justice and Equality in respect of the corg Healthand engagement
service. Department of | between

Justice and departments
Equality immediately
R42 The HSE should provide assurance that health{ HSE End Quarter 1,

organisations are adhering to its National Consent Policy.

2014
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Glossary of terms and abbreviations

ACSQHC
BMA
CEO

CIs
Clinician

CNM
CPD
CSO
CTG

DML
DoH

GP
GRO
HCAs
HIQA
HR
HSE

IMB
ISANDS

ISBAR
IT
KPI
MOET
NAEMS
NCEC
NICE
NIMT
NMBI
NPEC
NPRS
NTMA
PHMS
PSA

RDO
RDPI
SCBU

SIMP

SCA
WHO

WTE

Australian Commission on Safety and Quality in Healthcare
British Medical Association

Chief Executive Officer

Clinical Indemnity Scheme

A health professional, such as a physician, or nuis&lved in
clinical practice.

Clinical Nurse Manager

Continuing Professional Development

Central Statistics Office

Cardiotocography

Dublin Mid Leinster
Department of Health

General Practitioner

General Registddffice

Healthcare Acquired Infections

Health Information and Quality Authority
Human Resources

Health Service Executive

Irish Medicines Board
Irish Stillbirth and Neonatal Death Society

Identification, SituationBackground, Assessment, Recommendati
Information Technology

Key Performance Indicator

Maternity Obstetrical Emergency Training
National Adverse Event Management System
National Clinical Effectiveness Committee
Nationallnstitute for Health and Care Excellence
National Incident Management Team

The Nursing and Midwifery Board of Ireland
National Perinatal Epidemiology Centre
National Perinatal Reporting System

National Treasury ManagemeAgency

Portlaoise Hospital Maternity Services

Patient Safety Agency

Regional Director of Operations
Regional Director of Performance and Integration
Special Care Baby Unit

Serious Incident Management Policy

StateClaims Agency
World Health Organisation

Whole Time Equivalent
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Appendix 1 HSE and Portlaoise Hospital Documentation

Origin of Report Name of Report Document Approval Revision
Reference Date Date
Number
HSE Guideline on Effectiv€linical Handover PHOGO003 July 2013 July 2015
for Midwives
HSE alyr3asSySyiad 2¥F¥ |y ! PHOGO17 November November
Pain & Pain Relief during labour but nc 2013 2015
including Epidural Anaesthesia
HSE FoetalHeart Rate Monitoring during PHOGO11 November November
labour in the Maternity Department 2013 2015
HSE/Institute of Clinical Practice Guideline: Intraparturr Guideline No.6 June 2012 April 2014
obstetricians & FoetalHeart Rate Monitoring
Gynaecologists
Internal Staff Notice: Administration of N/A 22" N/A
Syntocinon November
2011
Internal Staff Notice: Oxytocin infusion N/A 18 July 2007  N/A
Regime for first and second stage of
labour
HSE Syntocinonnfusion Guideline for PHOGO010 July 2013 July 2015
Induction and Augmentation of Labour
in the first and second stages of labour
HSE Policy for the Provision of Statutory ani QPSDML4001 29 January January
Mandatory Training in the HSE DML 2013 2015
HSE Incident/Near Miss Algorithm N/A 27 January July 2014
2014
HSE Toolkit of documentation to Support the OQR0008 March 2009 March 2010
Health Services Executive Incident
Management
HSE HSE Incident Management Policy and OQRO006 September N/A
Procedure 2008
HSE Serious Incident ManagementPolicy N/A N/A N/A
and Procedure (part 2)
HSE Complaints and Incident Management HSEMARMOO06  November N/A
and Investigation Guidelines (HSE Dut 2009
Mid-Leinster)
HSE Complaints and Incident Management HSEMARMOO0O6 19 August N/A
andInvestigation Guidelines (HSE 2005
Midland Area)
HSE MRHP Membership of MRHP N/A N/A N/A
obstetrics/Gynaecology Quality & Safe
Specialty committee
HSE MRHP Agenda for Obs/Gynae Quality & Safet N/A N/A N/A
Specialty Committee Meeting
HSE MRHP Clinical Specialty Lead Guidance N/A 4 March 2013 N/A
Document
HSE MRHP Membership of MRHP Quality & safety N/A N/A N/A
Executive Committee
HSE MRHP Organisation Chart (no title) N/A 20 May 2013 N/A
HSE MRHP Organisation Chart 2 MRHFbnsultant ~ N/A 20 May 2013 N/A
& NCHD structure
HSE MRHP Organisation Chart 3 MRHP Nursing, N/A 10 May 2013 N/A

midwifery & Domestic Services
Structure
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HSE MRHP

HSE MRHP

MRHP

HSE

MRHP

MRHP

MRHP

MRHP

MRHP

HSE DML

HSE MRHP

Organisation Chart 4 MRHP Business
Clinical Support

Organisation Chart 5 MRHP Quality &
Safety Committee Structure

Internal Note: Update (as at 5/2/14/) re

Open Disclosure Initiative at MRHP
Quality & Safety Clinical Governance

Development Project

Proposal (version 6) MRHP patient

Partnership Group: Terms of Referenc

Notes re Meeting re MRHP patient

Partnership Group (PPG)

DML QualityManagement Systerg Risk
Register. Ob/Gynae Risk Register:
LyOt dzRSavaghlSgaE

risks

DML Quality Management SystepiRisk
Register. Ob/Gynae Risk Register:

a2 LISy é

DML Quality Management SystepiRisk

Register.

NA &1 &

Risk Register (with associated updates
DML Risk Register
DML Quality Managemer8ystemg Risk Various
Register. MRHP

N/A

N/A

N/A

Newsletter

Volume 1, Issue 4

N/A

N/A

Various

Various

Various

Various

May 2013

22 January
2014

5 February
2014

2 December
2013

20 January
2014

20 January
2014

5 February
2014

5 February
2014

5 February
2014

3 March 2011

5 February
2014

N/A

N/A

N/A

N/A

N/A

N/A
Ongoing
updates
On-going
updates
Ongoing
updates
On-going
updates

Ongoing
updates

MRHP¢ Midland Regional Hospitat PortlaciseHSE DML—HSE Dublin Mid Leinster
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Appendix 2 Definitions

HSE (2013) Open Disclosure
National Policy

Error: The failure of a plannedction to be completed as intended or use of a wro
inappropriate or incorrect plan to achieve an aim.

Adverse Event: An incident which results in harm to a person that may or may not t
result of an error.

Harm: Any physical or psychological injunydamage to the health of a person, includil
both temporary and permanent injury.

Incident: An event or circumstance which could have or did lead to unintended an
unnecessary harm and/or a complaint loss or damage.

Near Miss EventAn incident which eculd have resulted in harm but did not either t
chance or timely intervention.

No Harm EventAn incident occurs which reaches the service user but results in no il
to the service user. Harm is avoided by chance or because of mitigating circumstanc

HSE (2011) Policy
Management of Adverse Clinice
Events

National Ambulance Service

HSE (2010) Risk and Incide
Escalation Procedure
http://w ww.hse.ie/eng/about/
Who/qualityandpatientsafety/re
sourcesintelligence/Quality and
Patient Safety Documents/esc

alation.pdf

HSE (2008) Serious Inciden
Management ¢ Policy and
Procedure
http://www.hse.ie/eng/about/
Who/qualityandpatientsafety/in
cidentrisk/Riskmanagement/Inci
dent%20management%20policy

%202008.pdf

HSE (no
Management
Training for
Senior Managers
http://www.hse.ie/eng/about/
Who/qualityandpatientsafety/in

cidentrisk/Riskmanagement/bro

date) Inciden

Error: The failure of a planned action to be completed as intended (i.e. erro
execution) or the use of a wrong plan to achieve an aim (i.e. error of planning). [
may be errors of commission or omission, and usually reflect deficiencies in syste
care.

Adverse EventAn injury related to medical management, in contrast to complication
disease. Medical management includes all aspects of care, includingodisgand
treatment, failure to diagnose or treat, and the systems and equipment used to de
care. Adverse events may be prevableor nonprevertable

Near Miss:Serious error or mishap that has the potential to cause an adverse event
fails to doso because of chance or because it is intercepted.

Adverse Drug Evenas medication related adverse event.

Adverse Device Even&n adverse event related toraedical device or equipment.
Significant/Serious Adverse Everdn event that results in deathreserious injury/iliness
to a patient, or with the potential to cause serious injury or illness to a patient.
Serious Incidentmeans an incident which involved or is likely to cause extreme hari
is likely to become a matter of significant concern &yvice users, employees or th
public (HSE, 2008).

Risk means the chance of something happening that will have an impact on objec
(AS/NZS 4360:2004).

Incident: means an event or circumstance which could have, or did lead to unintel
and/or unnecessary harm to a person, and/or a complaint, loss or damage (WHO, 2
Patient Safety Incidentmeans an event or circumstance which could have, or did lea
unintended and/or unnecessary harm to a patient (WHO, 2009).

Serious Incidentmeans an incident which involved or is likely to cause extreme har
is likely to become a matter of significant concern to service users, employees ¢
public (HSE, 2008).

Each Incident must be assessed based on the individual circumstances, using

YEyF3aSNAEQ SELISNASYOS IyR 2dzRISYSyidz o
are in line wih internationally accepted healthcare risk systems.

Incident: Any event that causes or has the potential to cause harm.

Harm: A detrimental impact (including physical, psychological, financial,

environmental) on service users, employees and the publi
Serious Incident: Any incident which involved or is likely to cause extreme harm
likely to become a matter of significant concern to service users, employees or the p

An incidentis an event orcircumstance which could have, or did lead to unintenc
and/or unnecessary harm. Incidents include adverse events which result in harn
nearmmisses which could have resulted in harm, but did not cause harm, either by ct
or timely intervention.

Incidentscan be clinical or namlinical and include incidents associated with harm to:
- Our patients, service users, staff and visitors
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http://www.hse.ie/eng/about/Who/qualityandpatientsafety/resourcesintelligence/Quality_and_Patient_Safety_Documents/escalation.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/resourcesintelligence/Quality_and_Patient_Safety_Documents/escalation.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/resourcesintelligence/Quality_and_Patient_Safety_Documents/escalation.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/resourcesintelligence/Quality_and_Patient_Safety_Documents/escalation.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/resourcesintelligence/Quality_and_Patient_Safety_Documents/escalation.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/incidentrisk/Riskmanagement/Incident%20management%20policy%202008.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/incidentrisk/Riskmanagement/Incident%20management%20policy%202008.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/incidentrisk/Riskmanagement/Incident%20management%20policy%202008.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/incidentrisk/Riskmanagement/Incident%20management%20policy%202008.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/incidentrisk/Riskmanagement/Incident%20management%20policy%202008.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/incidentrisk/Riskmanagement/brochureincmgy0912.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/incidentrisk/Riskmanagement/brochureincmgy0912.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/incidentrisk/Riskmanagement/brochureincmgy0912.pdf

chureincmqgy0912.pdf

HSE (no date) Serious Incide
Management Team Guideline ol
Conducting Lootback Reviews

- The attainment of HSE objectives

- ICT systems

- Data security e.g. data protection breaches

- The environment.
Incidents indude complaints which are associatedith harm and as such thes
complaints are serviceser or staff reported incidents.
Lookback reviews are carried out when hespital or other health service makes
decision to review the care or treatment provided to a specific group of people using
services.

This reexamination is usually done when it is considered that the results delivere
either a service or an inddual may not have been up to the standard which would
expected when benchmarked against international norms.

The decision to carry out a loddack review is made (by the relevant National Direct
following an incident investigation as part of thSE Incident Management Policy a
Procedure. Following a preliminary assessment of an incident, it may be considere
a lookback review is required.

A lookback review may be required where:
- A faulty batch of vaccines is identified
- Equipment is foud to be faulty or contaminated and there is a potential th
patients have been placed at risk
- There is a concern about the competence of a clinician
- There is concern about the level of injury in a care setting
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Appendix 3 Adverse Report Recommendations
FI: Fully implemented IP: Implementation in progress NPD: No progress detailed

Recommendation Themes Evidence of Implementation \
Date incident: September 200Bate report: June 2007
5 required new control measures - No progress report

- Clinical decision making
- Communication
- Clinical leadership

Date incident: November 200Bate report: June 2009

13 recommendations (FB, IP- 3, NPD- 2) Date of update: No date on report

- Guidelines: Foetal heart rate, Pain management - Guideline (foetal heart rate April 2008. Audit 2013.

- Workforce planning - Gudeline (Pain manament)Audit late 2012.

- Obstetric oncall cover - Staffing review ofgoing.

- Escalation of care - Training needs analysis completed. Discussiongjoing
- Clinical leadership with the Coombe Hospital re formadid education links.

- Training needs assessment - National Maternity Healthcare Record implemented.

- Team performance management - Healthcare records training provided.

- Healthcare records management

Dateincident: July 200&ate report: August 2011

16 recommendations (FIL2, IP- 4) Date of update: 05/02/2014

- Monitoring of foetal heart rate

- CTG training 2 yearly - Statements that audit completed.

- CPD for staff, staff competence assessment - Statements that training provided.

- Workforce planning - Staffing review orgoing.

- NCHD hourdpcation of obstetricon-call cover - Clinical guideline (syntocinon) deve&sh implemented and
- Clinical guideline (syntocinof) audited.

- Clinical leadership - Statement that guideline re ISBAR and IMEWS impleme
- Escalation of care with inbuilt escalation policy.

- Foetal blood sampling

Date incidents:November2006, September 2009anuary 201Mate of report: March 2012

43 recommendations Date of update: 15/01/2014
(FI-29,1P-9, Closed 5) - Guidelines in place.

- Specific midwife A recommendations - Workforce planningpn-going
- Guidelines: documentation, oxytocin, pain management - Training in place.

- CTG policy and training - Audits completed.

- Healthcare records
- Clinical leadership
- Audit

- CPD for staff

- Workforce planning
- Risk management

Date of incident: January 201Rate of report: September 2013

no NBO2YYSyYyRIFI{iA2ya O0b o F RRAUGA Dateof update: 30/01/2014

(FI-39,IP-7, NPD 2) - Guidelinesn place.

- Guidelines: intrapartuncare, pain relief - Foetal blood sampling commenced.

- CTG policy and training - CTG training mandatory annually. Monthly CTG discussic
- a8 2F aeyiz20Ay2y o6/ 2NRYSNDa - Statement that guideline re ISBAR and IMEWS develc
- Escalation of care, clinical handover, communication with inbuilt escalation policy. Midwife training Mar/Af
- Foetal blood sampling 2013.

- Equipment care - Clinical handover guideline updated.

- Healthcare records management - Training needs analysis commenced.

- Clinical assessment, escalatimfincidents - Audit plan finalised.

- Workforce planning - Syntocinon audit completed.

- CPD for staff, performance management system

- Clinical leadership

- Governance arrangements/infrastructure

- Management of bereaved parents

- Audit

- Risk assessment for transfer from labour ward to theatre

40 Oxytocin isa drugutilised for labour induction. Synthetic oxytocin is sold as proprietaggicationunder the trade naméyntocinon.
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Appendix 4 Maternity Patient Safety Statement
(for illustrative purposes only)

A monthly patient safety statement is a powerful tool. It uses available data to inform on activity
trends in a healthcare unit and focuses the attention on areas that are both performing well and areas
that are underperforming. However, data needs to belysed on a regular basis by those who have
the capacity to interpret the data wisely and to implement necessary change for better patient
outcomes.

In terms of monitoring maternity unit patient safety, it is importantficst consider the pathway of
the maternity service useithe various junctures of that maternity pathwaye illustrated below

Maternity service pathway*

Conception Birth

Maternity service user experience

Prepregnancy care Antenatal care Intrapartum care Postnatal care
Onset of labour Maternal cutcomes
Maode of delivery Neonatal outcomes

Maternal cutcomes

Neonatal outcomes

When developing a maternity patient safety statement, the following data fields are some examples of
information that wouldbe useful to guide units on their safety performance.

1 Birth Rate

1 Mode of delivery Vaginal, &ection, Induced labour

1 Maternal outcome: Transfers to another hospital, Emergency readmission within 30 days of
delivery, death.

9 Perinatal autcome: Transfers @ another hospital, stillbirth numbers, early neonatal deaths
(death within 7 days of birth), late neonatal deaths (from days 8 to 28 after birth).

1 Adverse eventsClassified as minor, moderate, major or extreme adverse events as per the
risk impact table categorisation, Appendix HSE Incident and Management Policy and
Procedure 2008

9 Obstetric claims

9 Staffing level Senior, junior medical, nursing staff and permanent or agency level.

All of the above informatio should be readily available &l maternity units. The collection of this
simple information should then be translated into rates for trend analysis #natmonitored over
time. Having this analysis not only informs on patient safety and early warnmgystentailure but
may also give wsul feedback on the impact of any new interventions in a maternity unit.

“patterns of Maternity Care in English NHS Hospitals 2011/2@t#lon School of Tropical Medicine, Royal College of Obstetricians and
Gynaecologists, London School of Hygiene and Tropical Medicine.
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