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About HSIB

We conduct independent investigations of patient safety concerns in NHS-
funded care across England. Most harm in healthcare results from problems
within the systems and processes that determine how care is delivered. Our
investigations identify the contributory factors that have led to harm or the
potential for harm to patients. The safety recommendations we make aim to
improve healthcare systems and processes, to reduce risk and improve safety.

We work closely with patients, families and healthcare staff affected by patient
safety incidents, and we never attribute blame or liability.

Considerations in light of coronavirus (COVID-19)

We have adapted some of our national investigations, reports and processes

to reflect the impact that COVID-19 has had on our organisation as well as the
healthcare system across England. For this report, the way we engaged with staff
and families was revised.

A note of acknowledgement to families

We would like to thank the families whose experiences are described in this
report. We are grateful to those who generously gave their time under such
difficult circumstances.

To protect the anonymity of the women and pregnant people and their families,
clinical details of the woman and pregnant person’s care and their experiences
have not been described in this report.

Also to preserve anonymity, individuals are referred to as the woman, pregnant
person, parent, baby or family member.



A note of acknowledgement to members of staff

We would also like to thank the healthcare providers and staff who
participated in the maternity investigations and shared their perceptions of
the incidents and the healthcare service with us, as well as expressing their
empathy for the families involved.

A note to those pregnant or planning pregnhancy

We appreciate that reading this report may be concerning for people who are
currently pregnant, those planning a pregnancy or their families. It is important

to acknowledge that during the time period covered by the report thousands of
women and pregnant people and babies experienced a safe pregnancy, labour and
birth.



Our investigations

Our investigators and analysts have diverse experience of healthcare and
other safety-critical industries and are trained in human factors and safety
science. We consult widely in England and internationally to ensure that our
work is informed by appropriate clinical and other relevant expertise.

We undertake patient safety investigations through two programmes:
National investigations

Concerns about patient safety in any area of NHS-funded healthcare in
England can be referred to us by any person, group or organisation. We
review these concerns against our investigation criteria to decide whether to
conduct a national investigation. National investigation reports are published
on our website and include safety recommendations for specific organisations.
These organisations are requested to respond to our safety recommendations
within 90 days, and we publish their responses on our website.

Maternity investigations

We investigate incidents in NHS maternity services that meet criteria set out
within one of the following national maternity healthcare programmes:

* Royal College of Obstetricians and Gynaecologists’ ‘Each Baby Counts’ report
+ MBRRACE-UK ‘Saving Lives, Improving Mothers’ Care’ report.

Incidents are referred to us by the NHS trust where the incident took place, and,
where an incident meets the criteria, our investigation replaces the trust’s own
local investigation. Our investigation report is shared with the family and trust,
and the trust is responsible for carrying out any safety recommendations made in
the report.

In addition, we identify and examine recurring themes that arise from trust-level
investigations in order to make safety recommendations to local and national
organisations for system-level improvements in maternity services.

For full information on our national and maternity investigations please visit
our website.
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Terms used in this report

Abdominal transducers are the devices placed on a woman and pregnant
person’s abdomen to measure contractions and the baby’s heart rate.

Anomaly scan is the mid-pregnancy anomaly ultrasound scan (USS) looks for
some physical abnormalities in a baby. The USS only looks for these problems
and can’t find everything that might be wrong. It looks in detail at a baby’s bones,
heart, brain, spinal cord, face, kidneys and abdomen. It allows the sonographer or
doctor to look specifically for 11 conditions, some of which are very rare.

Carbon monoxide test tests for carbon monoxide (CO), a poisonous gas that
reduces the amount of oxygen to both woman and pregnant person and baby.
The CO test is a simple non-invasive breath test which gives a woman and
pregnant person an immediate indication of the CO level in their body.

Cardiotocography (CTG) is an electronic means of recording the unborn baby’s
heart rate pattern, to assess their well-being. This is used both during the antenatal
period, and during labour. During labour, a woman and pregnant person’s
contractions are also monitored by this machine which produces a printed or
electronic record referred to as the CTG. It is usually performed externally, using
two devices (transducers) placed on a woman and pregnant person’s abdomen.

Dating scan is an ultrasound scan completed around 10 - 14 weeks of pregnancy
to check the duration of a pregnancy and the development of the baby.

Doppler device is the ultrasound equipment used during an ultrasound
examination that measures blood flow in a baby and/or the placenta. It is used

in a variety of situations to check on the health of a baby.

Established labour is when the woman and pregnant person’s cervix is dilated
to about 4 cms and they are having regular contractions.

Fetal and fetus is sometimes used in place of ‘baby’s’ and ‘baby’.
Fetal compromise refers to the restriction of blood flow to the baby during pregnancy.
Fetal scalp electrode (FSE) is a small clip placed on the unborn baby’s head

or bottom, if external monitoring produces an unreadable CTG. It is applied
during a vaginal examination.



Growth scans is an ultrasound scan performed to check the overall wellbeing
of a baby. It involves some combination of assessing a baby’s size, the amount
of fluid around a baby and the measurement of blood flow to the placenta and
within a baby using Doppler ultrasound.

Histology is the study of human tissue using a microscope.
Histopathology is the study of changes in diseased human tissue using a microscope.

Intrapartum means the period of time from the onset of a woman and pregnant
person’s labour to when a baby is born.

Intrapartum stillbirth is when a baby was thought to be alive at the start of
labour but was born, beyond 37 weeks of gestation, with no signs of life.

Intrauterine means within the woman and pregnant person’s womb.

Latent phase of labour refers to the first part of labour, when there are painful
contractions and there is some cervical change, including thinning out and
opening of the cervix.

Meconium is a baby’s first bowel motion, formed mainly of mucus and bile. It
is usually passed after birth and can sometimes be found in the amniotic fluid
(‘waters’) during labour.

Membrane sweeps where a midwife or doctor uses a single finger to sweep
around the cervix in a circular motion to release hormones. This is designed to

reduce the need for formal induction of labour.

Neonatal resuscitation the delivery of inflation breaths to a recently born
baby with or without chest compressions.

Obstetric refers to care provided to a woman and pregnant person during
labour and before and after a pregnancy.

Obstetric-led implies care will primarily be delivered by an obstetrician.
Perinatal refers to the period of time shortly before, during or after birth.

Placental pathologies refers to damage or insults to the placenta, the
circulatory system between the woman and pregnant person and the fetus.



Resuscitaire is a medical device which is has the capability to provide warmth,
oxygen and resuscitation equipment to enable an emergency response to the
birth of a baby.

Symphysis-fundal height is a measurement of the size of the uterus which is
used to assess a baby’s growth during pregnancy. It is measured from the top
of the uterus to a woman and pregnant person’s pubic bone.

Third trimester refers to the last 3 months of a pregnancy.
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About this report

This national learning report highlights the themes identified within 37 HSIB
maternity investigations into intrapartum stillbirth which occurred between April
and June 2020. The report describes the context of the COVID-19 pandemic
and how existing and emerging risks associated with maternity care may have
impacted on the rate of referrals relating to incidences of intrapartum stillbirth
that were made to HSIB during this time. Robust family engagement took place
for each of the 37 maternity investigations; this report relies on evidence from
the individual investigation reports and therefore independent consultation with
families was not undertaken for this report.

The report is colour coded to reflect six themes representing the factors
contributing to the risks managed within maternity care:

1 Guidance

2 Management of risk

3 Telephone triage

4 Interpretation services

5 Work demands and capacity to respond

6 Neonatal resuscitation (resuscitation of the newborn baby).

The figure on page 12 highlights how some risks are well recognised as existing
in maternity care, and how some risks may have been exacerbated and others

created by the COVID-19 pandemic.

Readers can choose to read all sections of the report or focus on specific
contributory factors based on the colour-coded theme.



Executive Summary
Introduction

This national learning report reviews the findings of HSIB maternity investigations
into intrapartum stillbirths referred between 1 April and 30 June 2020 (the first
peak of the COVID-19 pandemic in England). ‘Intrapartum’ means the period of
time from the onset of a woman and pregnant person’s labour to when a baby is
born. ‘Intrapartum stilloirth’ is when a baby was thought to be alive at the start
of labour but was born, beyond 37 weeks of gestation, with no signs of life (see
below for more details). In this report ‘fetal’ and ‘fetus’ is sometimes used in place
of ‘baby’s’ and ‘baby’.

This report aims to:

inform understanding about the range of factors that may have contributed to the
increased referral rate to HSIB of incidences of intrapartum stillbirth

promote and support learning discussions within organisations

influence the development of systems and processes to optimise patient safety,
particularly during times of increased pressure on the healthcare service

identify potential safety risks that merit further HSIB investigation.
Method

A review of HSIB’s maternity investigation reports identified 37 reports
concerning cases of intrapartum stillbirth referred in this time period, where
completed and checked reports were available and where families gave consent
for publication. The reports were coded and analysed using recognised methods
and themes were identified.

Definition of terms and investigation criteria

HSIB uses the definition of intrapartum stillbirth from the Royal College of
Obstetricians and Gynaecologists (RCOG) Each Baby Counts national quality
improvement programme: ‘when the baby was thought to be alive at the start of
labour but was born with no signs of life’. The HSIB criteria to investigate stillbirths
includes full-term deliveries (beyond 37 weeks of gestation) following labour that
resulted in an intrapartum stillbirth. This excludes cases that include the death of
the woman and pregnant person and includes cases in which:
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labour was diagnosed by a health professional; this includes the latent phase of
labour (when the woman and pregnant person’s cervix is less than 4cm dilated)

the woman and pregnant person called the unit to report any concerns of being
in labour, for example (but not limited to) abdominal pains, contractions, or
suspected ruptured membranes (waters breaking)

the baby was thought to be alive at induction of labour (that is, at the time when
labour was started artificially)

the baby was thought to be alive following suspected or confirmed pre-labour
rupture of membranes (that is, after the woman and pregnant person’s waters
had, or were suspected to have, broken before they had gone into labour).
Findings

No direct effects of COVID-19 infection were seen in any of the reports reviewed.
Five of the women and pregnant people had clinical symptoms consistent with
COVID-19 infection and none of them tested positive. Testing for COVID-19 was
limited in the period covered by the review and not all women and pregnant
people were tested. Of the 37 cases, 27 (73%) of pregnancies were at or beyond
40 completed weeks of pregnancy. The majority of deaths occurred due to
problems with the placenta and compromised blood flow to the baby.

Of the women and pregnant people in the 37 reports, 16 (43%) had a first
language other than English, and women and pregnant people from ethnic
minority or socio-economically deprived backgrounds were over-represented.
Six main themes emerged from the analysis of the reports:

Guidance

Management of risk

Telephone triage

Interpretation services

Work demands and capacity to respond

Neonatal resuscitation (resuscitation of the newborn baby).

The figure below represents these themes, which are colour coded within the

report, and reflect issues identified within the delivery of maternity care that either
pre-existed, were exacerbated by, or were specific to, the COVID-19 pandemic.



1 Guidance
2 Management of risk
3 Telephone triage

4 Interpretation services

5 Work demands and capacity to respond

6 Neonatal resuscitation

ﬂ Click here for contents page
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3

Guidance

In response to the changing situation and developing understanding of risks during
the first wave of the COVID-19 pandemic, a large volume of rapidly changing
guidance was produced. Despite best efforts to make this accessible to staff,
investigations found variation in local implementation, difficulty in assimilating

the changes and in one instance an important discrepancy between two sets of
current national guidance on the management of reduced fetal movements.

Management of risk

Although the NHS identified continued provision of maternity services as a
priority, operational changes were made to reflect the need to reduce the risk
of transmission of infection. In all the cases reviewed, the women and pregnant
people received the recommended number of appointments and scans, and
appropriate bereavement care was provided. Some face-to-face antenatal
(pre-birth) visits were replaced with remote consultations, resulting in fewer
opportunities to perform physical examinations such as symphysis-fundal height
measurement (measurement of the size of the uterus which is used to assess a
baby’s growth during pregnancy), and carbon monoxide testing (a simple non-
invasive breath test which gives women an immediate indication of the carbon
monoxide level in their body) was paused. Some hospital ultrasound scans were
stopped or delayed during this period.

Telephone triage

Difficulties in communication were identified, relating to the availability

and presentation of clinical records, documentation and communication of
information from triage calls, and availability of interpretors particularly in urgent
circumstances. The usual reliance on family members to provide translation
support, which is not in line with national guidance, was emphasised when policies
were introduced requiring women and pregnant people to attend antenatal
appointments alone.

Interpretation services

The review identified that family members do provide translation support when
interpretation services cannot be provided by the local maternity service, even
though this is not in line with national guidance. However, during the first wave
of the pandemic, when women and pregnant people were required to attend
antenatal appointments alone, the provision of interpretation services was even
more critical.
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5 Work demands and capacity to respond

Changes were identified in work processes, staffing levels and physical layout of
the space in which staff were working, resulting from the pandemic. Membrane
sweeps (a midwife or doctor uses a single finger to sweep around the cervix),
designed to reduce the need for formal induction of labour, were stopped in some
centres, to reduce the infection risk associated with more prolonged contact
between patients and staff. Some of the necessary changes made to the physical
space, for example to enable staff to don and doff (put on and take off) personal
protective equipment, had unintended and unforeseen consequences in terms of
the usability of equipment in its new position.

6 Neonatal resuscitation

The review highlighted gaps between how neonatal resuscitation (delivery of
inflation breaths with or without chest compressions) is expected or imagined to
work and how it actually happens. This issue has been highlighted in other types
of national reports. The review identified that existing systems, equipment and
environments to support neonatal resuscitation do not appear to consistently
enable all staff to act and respond as required by the guidance.

Conclusion

This HSIB national learning report has identified significant efforts to maintain
good care for patients during an unprecedented pandemic and the resulting
changes in healthcare systems. HSIB makes safety recommendations to reduce
variation and improve safety regarding remote consultation, communication,
monitoring of fetal wellbeing, triage, and availability of interpretation services.
Further safety recommendations relate to taking a proactive approach to the
assessment of patient safety risks and the use of an overall safety management
system in maternity care, as used in other safety-critical industries.

HSIB makes the following safety recommendations

Safety recommendation R/2021/144:

HSIB recommends that NHS England and NHS Improvement leads work to
develop a process to ensure consistency and clarity across national maternity
clinical guidance.

Safety recommendation R/2021/145:

HSIB recommends that future iterations of the Royal College of Obstetricians
and Gynaecologists’ guidance clarify the management of a reported change
in fetal movements during the third trimester of pregnancy with due regard to
national policy.

14



Safety recommendation R/2021/146:

HSIB recommends that NHS England and NHS Improvement leads work to collate
and act on the evidence on the risks and benefits associated with the use of
remote consultations at critical points in the maternity care pathway.

Safety recommendation R/2021/147:

HSIB recommends that NHSX develops specifications for electronic patient record
(EPR) systems that require adherence to national interconnectivity standards for
the exchange of core maternity healthcare information. The specifications should
include functionality to enable both women and pregnant people and professionals
to add to the record, and also support alerting functionality.

Safety recommendation R/2021/148:

HSIB recommends that the Department of Health and Social Care commission a
review to improve the reliability of existing assessment tools for fetal growth and
fetal heart rate to minimise the risk for babies.

Safety recommendation R/2021/149:

HSIB recommends that NHS England and NHS Improvement leads the development
of minimum operating standards for pre assessment maternity telephone triage
services to support safe and consistent telephone triage to ensure reliable
identification of risks.

Safety recommendation R/2021/150:

HSIB recommends that NHS England and NHS Improvement develop minimum
operating standards for interpretation services in maternity care which will include a
communication risk assessment.

Safety recommendation R/2021/151:

HSIB recommends that NHS England and NHS Improvement develop a framework
to support Trusts to anticipate operational risk in maternity services when delivering
neonatal resuscitation.
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HSIB makes the following safety observations

Safety observation O/2021/126:

It may be beneficial if further work is done to understand the specific aspects of the
healthcare system which could explain the disparity in the experience and risk for
women and pregnant people from Black, Asian and minority ethnic backgrounds
and those with higher socio-economic deprivation.

Safety observation 0/2021/127:
It may be beneficial if multidisciplinary simulation is considered as a tool to support
prospective risk analysis for neonatal resuscitation.

Safety observation 0/2021/128:

It may be beneficial if expertise applied within other safety critical industries is
integrated into the development and implementation of a maternity-focused
proactive safety management system.
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1.1

111

11.2

11.3

Background and context
Intrapartum stillbirth

As with any instance of the death of a baby or child, stillbirths have long-
lasting effects on parents, their families and healthcare professionals. The
unexpected death of a baby, where parents have no time to prepare, as in
the case of intrapartum stillbirth, has a considerable impact on all concerned
(Nuzum, 2018). Stillbirths have been associated with significant negative
emotional, psychological, social and financial consequences for families who
endure this experience (Heazell et al, 2016).

The term ‘intrapartum’ refers to the period of time from the onset of

a woman and pregnant person’s labour to when a baby is born. HSIB

uses the definition of an intrapartum stillbirth from the Royal College of
Obstetricians and Gynaecologists (RCOG) Each Baby Counts national
quality improvement programme: ‘when the baby was thought to be alive
at the start of labour but was born with no signs of life’ (Royal College of
Obstetricians and Gynaecologists, 2015a). The HSIB criteria to investigate
stillbirths includes full-term deliveries (beyond 37 weeks of gestation)
following labour that resulted in an intrapartum stillbirth (Healthcare Safety
Investigation Branch, 2021a). This excludes cases that include the death of
the woman and pregnant person and includes cases in which:

labour was diagnosed by a health professional; this includes the latent phase of
labour (when the woman and pregnant person’s cervix is less than 4cm dilated)

the woman and pregnant person called the unit to report any concerns
of being in labour, for example (but not limited to) abdominal pains,
contractions, or suspected ruptured membranes (waters breaking)

the baby was thought to be alive at induction of labour (that is, at the time
when labour was started artificially)

the baby was thought to be alive following suspected or confirmed pre-
labour rupture of membranes (that is, after the woman and pregnant
person’s waters had, or were suspected to have, broken before they had
gone into labour).

The Office for National Statistics (ONS) publishes data on all stillbirths
of babies born after 24 weeks’ gestation where the baby shows no signs
of life at birth (Office for National Statistics, n.d.). MBRRACE-UK also

Click here for contents page
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defines stillbirth as occurring ‘before or during birth once a pregnancy has
reached 24 weeks’ (MBRRACE-UK, 2020a). The RCOG Each Baby Counts
improvement programme distinguishes between antepartum (pre-labour)
and intrapartum (during labour) stillbirths.

11.4 This national learning report focuses on intrapartum stillbirths, based on
HSIB’s criteria for investigation (which is different from those of other
national organisations), which occurred during the early part of the
COVID-19 pandemic, between 1 April and 30 June 2020.

1.2 Rate of stillbirths in the early part of the COVID-19 pandemic

1.21 This review of HSIB’s maternity investigations into intrapartum stillbirths was
prompted by a reported increase in stillbirths in the early part of the COVID-19
pandemic (Khalil et al, 2020) and an increase in such referrals to HSIB.

1.2.2 In 2015 (when international comparison was last made), the UK stillbirth
rate was 24th out of 49 high-income countries and an estimated 4.2 million
women and pregnant people globally lived with depression associated with
having a stilloirth (Heazell et al, 2016).

1.2.3 The stillbirth rate in the UK in 2018 was 3.51 per 1,000 births. Of 735,745
births, 2,579 babies were stillborn. Stillbirth rates have reduced by just over
16% (from 4.2 per 1,000 total births in 2013 to 3.51 per 1,000 total births in
2018) representing approximately 500 fewer stillbirths in 2018 (MBRRACE-
UK, 2020a). One third of this reduction is thought to be associated with the
introduction of national initiatives since 2015 (MBRRACE-UK, 2020a).

1.2.4 The ONS (2020) reported that the stillbirth rate in April 2020 was the
highest seen in the months examined so far in 2020 and the highest
recorded since September 2018.

1.2.5 A subseqguent review of the ONS data (Stowe et al, 2021) did not find an
overall increase in all stillbirths in England during the period of the pandemic
considered within this review. International studies vary (Kumar et al, 2020;
Mor et al, 2020; Ashish, 2020; De Curtis et al, 2020) but a systematic review
showed an overall increase in international stillbirth rates (Chmielewska et
al, 2021). There remains uncertainty among experts whether the rate of
stillbirths has increased during the COVID-19 pandemic.

1.2.6 Between 1 April and 30 June 2019 there were 24 referrals to HSIB maternity
investigation programme that fitted the specified criteria for intrapartum
stillbirth (Healthcare Safety Investigation Branch, 2021a). HSIB noted there
were 45 referrals for the same time period in 2020.

‘ Click here for contents page 19



1.3 Changes in healthcare guidance and service delivery in the early
stages of the COVID-19 pandemic

1.31 Women and pregnant people were added to the ‘clinically vulnerable’ group
on 16 March 2020 (Public Health England, 2020a). Maternity services rapidly
adjusted the way they delivered care throughout the pregnancy pathway. A
series of national guidance was issued in subsequent weeks to balance the
potential risk of COVID-19 infection in women and pregnant people and their
babies while continuing to provide effective maternity care. This national
guidance was locally interpreted by maternity service providers. From 29
April, it was recommended that maternity services make regular contact
with women and pregnant people under their care to explain access to
services (NHS England and NHS Improvement, 2020b).

1.3.2 On 17 March 2020, the NHS Chief Executive and NHS Chief Operating
Officer mandated change in NHS services to prepare for large numbers of
patients with COVID-19 (NHS England and NHS Improvement, 2020¢). All
non-urgent elective (planned) work was postponed from 15 April 2020.
Maternity services remained operational.

1.3.3 On 23 March, the UK Prime Minister announced that the public should only

leave their homes for essential reasons (Prime Minister’s Office, 2020). These
‘stay at home’ restrictions started to be eased from 13 May 2020.

‘ Click here for contents page
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21.3

Maternity care during COVID-19

This section considers maternity care and the management of identified
risks associated with pregnancy during the COVID-19 pandemic, between
April and June 2020. These topics are expanded upon further within the
supplementary information provided with this report.

Changes in guidance for maternity care during the
COVID-19 pandemic

National Institute for Health and Care Excellence (NICE) antenatal care
guidance (National Institute for Health and Care Excellence, 2019a) sets out the
requirements for antenatal care, see appendix 1. The following sections describe
key modifications published in guidance during the COVID-19 pandemic.

In March 2020 guidance on accessing maternity services during pregnancy
was published by the Royal College of Obstetricians and Gynaecologists
(RCOG) with the Royal College of Midwives, Royal College of Paediatric
and Child Health, Royal College of Anaesthetists and the Obstetric
Anaesthetists Association based on advice from Public Health England
and a range of other sources (Royal College of Obstetricians and
Gynaecologists and Royal College of Midwives, 2020a; 2020b). This is
described in the HSIB report, ‘Maternal death: learning from maternal
death investigations during the first wave of the COVID-19 pandemic’
(Healthcare Safety Investigation Branch, 2021).

Specific advice on social distancing for women and pregnant people
above 28 weeks’ gestation was added on 21 March 2020 (Royal College of
Obstetricians and Gynaecologists and Royal College of Midwives, 2020c¢).
General changes in practice included the following (see figure 1):

‘ Click here for contents page
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Figure 1 Summary of COVID-19 national guidance

Increased use of personal protective equipment (Public
Health England, 2020b, Royal College of Anaesthetists,
Association of Anaesthetists, Faculty of Intensive Care
Medicine, Intensive Care Society, Obstetric Anaesthetists
Association, 2021).

-4
ﬁf .

Increased use of remote consultations (NHS England and
NHS Improvement, 2020d).

Restricting family visits to reduce the risk of transmission
of the virus (NHS England and NHS Improvement,
2020e).

1]
\ .

Access to some services were reduced, such as ultrasound
scans (NHS England and NHS Improvement, 2020f).

ile ’

I

Services and patient pathways were reconfigured
to separate patients with and without symptoms
suggesting COVID-19.

Staff were redeployed to other areas of hospitals (NHS
England and NHS Improvement, 2020b).

Critical care services were expanded, and additional
equipment sourced (NHS England and NHS
Improvement, 20209).

Staff who developed symptoms of COVID-19 were asked
to self-isolate, which meant being absent from work for
14 days (Public Health England, 2020c¢).

Staff received risk-assessments, and some were
redeployed to non-patient-facing roles (Health and
Safety Executive, 2020).

Temporary reorganisation guidance for intrapartum
maternity care was published on 9 April 2020 (NHS
England and NHS Improvement, 2020h).
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Guidance for coroners allowed for increased use of other
sources of evidence to reduce post-mortem examination
numbers (Lucraft, 2020).
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21.4 Guidance across maternity services in England changed in relation to women
and pregnant people having their partner, relative or friend with them when
receiving care during the COVID-19 pandemic. An NHS framework (NHS
England and NHS Improvement, 2020a) was first published in September
2020, to assist NHS trusts to reintroduce access for partners, visitors and
other support people for a woman and pregnant person using maternity
services in England. This guidance has continued to be updated to increase
the attendance of partners at antenatal and ultrasound scan appointments
(NHS England and NHS Improvement, 2021).

215 The RCOG published version 1 of ‘Coronavirus (COVID-19) infection
in pregnancy’ on 9 March 2020 (Royal College of Obstetricians and
Gynaecologists and Royal College of Midwives, 2020a). This highlighted
that pregnancy care during the COVID-19 pandemic was an essential service
and that women and pregnant people should be advised to attend routine
antenatal care appointments unless advised to do otherwise. Maternity units
were urged to adopt teleconferencing and videoconferencing capability and
to consider what appointments may be conducted remotely.

216 On 30 March 2020 the RCOG recommended that if capacity for scanning
was compromised, ultrasound scans should be prioritised in the following
order: an anomaly scan between 18 and 23 weeks’ gestation, then a dating
(with or without screening scan) at 11 weeks and 2 days (11+2) to 14 weeks +1
day (14+1) gestation and then growth scans (Royal College of Obstetricians
and Gynaecologists and Royal College of Midwives, 2020i).

21.7 Inversion 5 of ‘Coronavirus (COVID-19) infection in pregnancy’, published on 28
March 2020, the RCOG highlighted the importance of antenatal care continuing,
stating that ‘if women do not attend antenatal services they are at an increased
risk of maternal death, stilloirth and other adverse perinatal outcome’. This
guidance acknowledged increasing pressure on the NHS and maternity services,
which may require changes to service provision (Royal College of Obstetricians
and Gynaecologists and Royal College of Midwives, 2020d).

21.8 In version 5 of ‘Coronavirus (COVID-19) infection in pregnancy’, maternity
units were advised to maximise the use of remote consultations to provide
additional antenatal consultations and consider areas in which services could
be rationalised. This included:

. The suspension of carbon monoxide (CO) monitoring as a precautionary
measure over concerns of coronavirus transmission (as women and pregnant
people have to exhale during the procedure). Smoking is associated with an
increased risk of poor perinatal outcome, including stillbirth. To aid smoking
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reduction a care bundle for reducing perinatal mortality’ advised CO testing
for all women and pregnant people at booking and 36 weeks’ gestation
(NHS England and NHS Improvement, 2019).

. Reducing inductions of labour (IOL) where this was not deemed strictly
necessary for clinical reasons.

. Reducing growth scans not strictly included within current guidance.

219 Further guidance for antenatal and postnatal services in the evolving
coronavirus (COVID-19) pandemic was produced 2 days later on 30 March
2020 (Royal College of Obstetricians and Gynaecologists and Royal College
of Midwives, 20201). Key elements were to maintain essential monitoring and
that ‘many elements of antenatal care may require in-person assessment in
particular blood pressure and urine checks, measurement of fetal growth
and blood tests’. The guidance acknowledged the shortage of evidence about
rationalising visit numbers and advised ‘a minimum of 6 face-to-face antenatal
consultations’ and suggested a modified schedule (see appendix 1). This
included the consideration for appointments from 41+0 weeks’ gestation to
be followed immediately by either an outpatient or inpatient IOL to avoid a
further attendance.

2110 Advice on intrapartum services for all women and pregnant people was
contained in version 6 of the general COVID-19 infection in pregnancy
guidance, issued on 3 April 2020, which highlighted that ‘intrapartum
services should be provided in a way that is safe, with reference to
minimum staffing requirements with a maintained ability to provide
emergency multidisciplinary care’. This guidance also stated that ‘women
should be permitted and encouraged to have a birth partner present with
them in labour and during the birth’ (Royal College of Obstetricians and
Gynaecologists and Royal College of Midwives, 2020e). It acknowledged
that there would be an expectation to restrict the number or swapping of
birth partners, and that some/all visitors may be restricted in the antenatal
and postnatal settings, in line with individual hospital policies.

2111 The International Confederation of Midwives released a statement in March
2020 suggesting ‘where the health systems can support homebirth, healthy
women experiencing a normal pregnancy and with support from qualified
midwives, with appropriate emergency equipment, may be safer birthing at
home or in a primary maternity unit/birth centre than in a hospital where
there may be many patients (even non-maternity patients) with COVID-19’
(International Confederation of Midwives, 2020).

‘ Click here for contents page



2112 The need for temporary reorganisation of intrapartum maternity care was
recognised in NHS general guidance issued on 9 April 2020 (Royal College
of Obstetricians and Gynaecologists and Royal College of Midwives, 2020e).
This guidance outlined that providing safe services meant balancing the
response to the COVID-19 pandemic with the continuing need to manage
obstetric risk. The need to suspend some services was acknowledged, with
a potential consequence on place of birth choice. Secondary considerations
for place of birth, away from an obstetric-led maternity unit, included the
potential impact on transfer times, with the increased burden placed on
ambulance services. Further guidance was provided on 9 April 2020 in
‘Guidance for the provision of midwife-led settings and homebirth in the
evolving coronavirus (COVID-19) pandemic’ (Royal College of Obstetricians
and Gynaecologists and Royal College of Midwives, 2020f). Different phases
of response escalation were suggested dependent on midwifery shortages
and ambulance service provision in an attempt to keep all place of birth
options available for as long as possible.

2113 Increasing anxiety around COVID-19 transmission in hospital was addressed
in version 7 of the general guidance, issued on 9 April 2020, which
‘recognised that attending maternity services, particularly when located in
hospitals, may cause significant anxiety about the possibility of contracting
COVID-19’ (Royal College of Obstetricians and Gynaecologists and Royal
College of Midwives, 2020g). Further guidance was published on 22
May 2020, which highlighted the need to ensure wider dissemination of
this information to all user groups: ‘such information should be available
in community languages other than in English and in visual or easy to
understand formats as far as possible - where such interpretation services
are not available consideration should be given to providing local community
online groups and radio stations with information about any service changes
to enable them to share key information with the local communities’” (Royal
College of Obstetricians and Gynaecologists, 2020h). Accessing more
vulnerable groups of women and pregnant people was also addressed in
this guidance, with advice to prioritise face-to-face contacts for women and
pregnant people with an increased risk of complications due to COVID-19,
including women and pregnant people from all ethnic minorities (excluding
White minorities) or ‘Black, Asian and ethnic minority backgrounds
(excluding White minorities)” and women and pregnant people living in
socio-economic deprivation.

2.2 Association of COVID-19 and intrapartum stillbirth
The COVID-19 pandemic has brought in an unprecedented change in daily

wellbeing and maternity care across the world. Many maternity services
are responding to restrictions and disruptions through national or local
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lockdowns. As described in section 1.2, some studies suggest there was an
increase in stillbirths during the first peak of the COVID-19 pandemic. The
reason(s) for this remains unclear, but could plausibly be separated into
direct and indirect effects of COVID-19.

Direct effect of the COVID-19 pandemic

2.21 A single centre study with a large US cohort (group) of 82 infants born
to women and pregnant people who had tested positive for COVID-19
demonstrated no cases of virus transmission to unborn babies (Salvatore et
al, 2020). A UK cohort study demonstrated that 12 of 265 (5%) infants born
to women and pregnant people with confirmed COVID-19 tested positive,
6 of them within the first 12 hours after birth (Knight et al, 2020). There
have been reports of fetal death directly related to intrauterine transmission
of COVID-19 in conjunction with findings in the placental and/or fetal
tissue (Linehan et al, 2021). However, the majority of stillbirth data has not
demonstrated a risk of vertical transmission (direct transfer from the woman
and pregnant person to the baby) (Di Mascio, 2020).

2.2.2 It is rare for respiratory viruses to result in intrauterine transmission of
infection to the fetus as the placenta acts as a barrier to infection. As the
pandemic progressed there were single case reports of COVID-19 infection
being isolated from amniotic fluid (Zamaniyan et al, 2020) and placental
tissue (Kirtsman et al, 2020). These appear to be rare events, with most
reports showing no evidence of direct transfer from the woman and
pregnant person to the baby, but appeared to be associated with a range
of different placental pathologies which have been associated with stillbirth
(Walker et al, 2020; Sharps et al, 2020).

Indirect effects of the COVID-19 pandemic

2.2.3 Many studies reporting an excess in stillbirth rates have raised concerns
about the indirect effects of the pandemic. Emerging data about disrupted
pregnancy services was highlighted in a news article in Nature in September
2020 (Watson, 2020). These disruptions included reduced face-to-
face contacts or cancellation of proposed ultrasound scan surveillance
or screening tests, or women and pregnant people being reluctant to
attend hospital due to perceived high risk of infection (Healthcare Safety
Investigation Branch, 2021b; Khalil et al, 2020; De Curtis et al, 2020).

2.3 Management of risk in maternity care
Staff work across teams and various healthcare settings to exchange,

interpret, and synthesise information to identify concerns or potential risks
associated with the wellbeing of the woman and pregnant person or fetus.
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This will determine the clinical care pathway, at the start of a person’s
pregnancy, to reflect the level of associated risk. Effective interaction
between parents and maternity services supports the exchange and sharing
of critical information. Women and pregnant people provide their medical
history, the symptoms they are experiencing and the beliefs or concerns
they may have. Clinical staff, within hospital or community settings, gather
this information, in paper or electronic records.

2.31 A ‘thorough risk assessment’ is recommended at each healthcare contact
during pregnancy (House of Commons, 2020). Figure 2 summarises the
main opportunities for risks to be identified and where critical decisions
may be made to manage these risks. The results of medical tests, ultrasound
scans or measurements of physical signs will provide cues to clinicians of
the health and wellbeing of the woman and pregnant person and their baby/
babies and the likelihood of a healthy pregnancy and birth. The reliability,
timing and presentation of information may affect clinicians’ ability to assess
a situation, make judgements and make decisions with the parents. The
supplementary information provided with this report expands upon the
evidence for the use and reliability of the tools and technology relied upon
to provide maternity care. Equally, the knowledge and expertise of clinicians
determines their ability to interpret the information available.

2.3.2 Midwives provide the clinical lead for women and pregnant people assessed
as suitable for a low risk care pathway. They provide individualised care and
continuity of care within various settings, while co-ordinating with other
relevant health professionals and services (Royal College of Midwives, 2016).

Management of risk

2.3.3 The concept of risk management may be considered from different
perspectives; firstly, in terms of the ability of clinical staff to manage clinical
risks and secondly, how organisations identify and manage risks within
the context (or emerging situations such as the COVID-19 pandemic) or
environment where care is delivered.

2.3.4 Traditionally, risk management is used to identify threats to life or wellbeing
and proactively develop controls to minimise harm. There is a legal requirement
for organisations within the UK to ensure they reduce known risks to ‘as low
as reasonably practicable’ (ALARP) (Health and Safety Executive, n.d.). Risk
management in healthcare does not currently reflect this approach, which is
adopted by other industries (Sujan et al, 2017). A proactive risk assessment
enables an organisation to present calculations and qualitative evaluations
of the level of risk and associated cost to manage the risk. This provides
evidence to any clinical judgement made that the principle of ALARP has
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Figure 2 Critical points at which risks to the woman and pregnant person
and baby are evaluated
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been met, with the understanding that ‘the greater the risk, no doubt, the
less will be the weight to be given to the factor of cost’ (Health and Safety
Executive, n.d.). Societal concerns may also inform the perception of the
associated cost appropriate to manage a risk, for example if a decision not
to implement a control to manage a risk may cause loss of trust among the
public (NHS Providers, 2021).

2.3.5 Organisations have a duty to identify hazards relevant to a working
environment and understand the associated risks in order to evaluate
whether existing controls are sufficient. In some instances, organisational
measures to control a known hazard may transfer the risk to other
individuals or employees. Equipment procured to help recognise clinical risks
may not support clinicians to easily identify, interpret and trust information
or make decisions. Limitations in equipment design may create issues with
usability, reliability, or suitability for use in a specific environment or in the
context of other activities. Any such equipment issues may increase risks
relating to the identification of critical information. Clinical staff may be
required to manage this risk to minimise potential harm.

Dynamic risk assessment

2.3.6 The concept of a dynamic risk assessment is recommended as a key
component of antenatal and intrapartum care (National Institute for Health
and Care Excellence, 2019a; n.d.). This requires a continual need to interpret
clinical risks to inform clinical decision making. To achieve this, reliable
information is required which can identify factors known to influence
stillbirth or cause harm to the woman and pregnant person or their baby.

2.3.7 Clinicians’ ability to recognise and identify cues that indicate significant and
cumulative risks to the wellbeing of the woman and pregnant person or their
baby depends upon the quality of the tools available to them. The supplement
to this report (see supplementary information) highlights the evidence for, and
efficacy of, certain assessment tools that are currently recormmended and relied
on during maternity care, which will be referred to later within this report.

2.3.8 The judgements and decision making required in the context of maternity
care may be distributed across several healthcare settings; for example
information may be shared across community and inpatient settings,
which can create uncertainty around the availability of information
required in time-critical situations. Maternity care systems are complex
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systems. Decisions are not made in a vacuum and variability in the quality
of information, environment, staff and conflicting goals may all influence
decision making in the real world (Zsambok and Klein, 1997).

2.3.9 The following sections of this report will consider how maternity systems
influence the risk associated with identification of critical cues, which may
assist in understanding risks emerging during a pregnancy and the decisions
made relevant to intrapartum care.
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3.2

3.2

3.2.2

3.2.3

Methods used in this review

This review aimed to provide a comprehensive understanding of the content
of HSIB maternity investigation reports relating to intrapartum stillbirth
cases, which were referred to HSIB between 1 April and 30 June 2020. This
section sets out the approach taken to the identification and analysis of
themes across all the reports.

Inclusion criteria

Maternity reports on intrapartum stillbirth were included within the review if:
they were referred to HSIB between April and June 2020

the report had been completed by 30 November 2020, and

family feedback and consent had been obtained.

This included 37 reports, which had also received a factual accuracy

check by the trust and families involved. The criteria for inclusion as an
intrapartum stillbirth was based on the definition from the Royal College of
Obstetricians and Gynaecologists’ Each Baby Counts programme (Royal
College of Obstetricians and Gynaecologists, 2015a) (see section 1.1.2).

Approach

The reports were appropriately managed in line with HSIB data handling
policies. Data analysis software was used to interrogate the text within
the report.

The intrapartum stillbirths were classified by cause of death based on

the recognised Cause of Death and Associated Conditions (CODAC)
classification system (Frgen et al, 2009). The CODAC system uses a three-
level hierarchical tree of coded causes of death; a full description can be
found in Freen et al (2009). The classification categories were discussed
and agreed by a multidisciplinary team of three investigators.

The thematic analysis was completed using a framework to categorise
and sort the report text (Ritchie et al, 2014). This enabled the gathering
of information referring to ‘similar things’ to be collated and reviewed
to understand common themes across multiple reports. The summary
and findings sections of the reports were omitted from coding, as they
duplicated information in the main body of the reports. A team of five
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3.24

3.2.5

staff completed the task of coding including experts in maternity care and
system safety science. Joint coding sessions were completed across the
team to ensure consistency in the interpretation and use of codes.

The thematic analysis framework created several coding levels for coding to
be completed. The framework starts (at the top) with a basic categorisation
of ‘what’ the healthcare processes were and ‘where’ they occurred. At the
next level, codes reflect ‘how’ the relationship between the structures, work
and processes within the healthcare systems influence the findings within
the investigation. The ‘how’ level of coding was informed by the Systems
Engineering Initiative for Patient Safety (SEIPS, see figure 3) (Holden et al,
2013; Carayon et al, 2006).

The final level of coding, ‘why’, was developed through the capture of emergent
themes grounded within the evidence and based on knowledge of systems and
safety science. This level of coding aimed to establish ‘why’ certain factors may
have influenced the risk and outcome of an intrapartum stillbirth.
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Figure 3 The Systems Engineering Initiative for Patient Safety framework
(SEIPS) adapted from Holden et al (2013)
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Analysis of the characteristics and
circumstances of the 37 intrapartum
stillbirths

This section describes the frequency and number of specific characteristics
associated with the women and pregnant people and their pregnancy, in the
37 cases of intrapartum stillbirth investigated by HSIB during April to June
2020. To preserve anonymity, the report has reduced statistical descriptions
where there are fewer than three women and pregnant people or babies in a
category; some categories are therefore merged.

Cause of death and conditions associated with death

There are three key processes that are used to gain an understanding of why a
baby died (Sands, 2016; Frgen et al, 2009):

post-mortem examination (PME) - a clinical investigation of a baby
undertaken by a perinatal pathologist

histopathological examination (studying cells using a microscope) of the
placenta by a pathologist

a review of the circumstances and events prior to the death of a baby and the
care provided.

In the 37 cases reviewed, all the families were offered a PME of the baby; 17
(46%) declined and 20 (54%) families consented.

The Royal College of Pathologists (Cox and Evans, 2019) recommends that ‘As
a minimum, all placentas from stillbirths, fetal growth restriction (FGR - below
10th centile with abnormal fetal growth curve during pregnancy), immaturity
(less than 32+0 completed weeks gestation), and cases of severe fetal distress
requiring admission to a neonatal intensive care unit (NICU), maternal pyrexia
(a high temperature >38°C) and late miscarriages (20+0 to 23+6 completed
weeks gestation) should be referred’ for full pathological examination
including histology. In line with national guidance all the placentas were sent
for histological examination.

The cause of death and associated conditions as defined by CODAC (Frgen et
al, 2009) are shown in figure 4 and figure 5, using information from the clinical
investigations and the HSIB reports.

‘ Click here for contents page

34



415 For 10 babies (27%) the cause of death was related to placental function
including problems with the function and structure of the placenta.

41.6 Two of the babies died following placental abruption - the separation of the
placenta from the woman and pregnant person’s uterine wall before a baby is born.

41.7 One of the babies died following uterine rupture, where the woman and
pregnant person’s uterus spontaneously opens, most often along healed scar
lines from a previous caesarean birth or surgery on the uterus. Uterine rupture
is rare (Royal College of Obstetricians and Gynaecologists, 2015b).

418 Three of the babies died following complications with the umbilical cord,
such as cord prolapse (when the cord slips out of the woman and pregnant
person’s cervix and blood flow through the cord, and therefore oxygen to the
baby, is reduced).

419 An infective organism was identified from clinical investigations, such as
placental swabs, following the death of 6 (16%) of the babies, including group
B streptococcus. None of the women and pregnant people presented with any
signs of infection, such as temperature or history of infection, prior to death of
the baby.

4110 Intrapartum hypoxia (lack of oxygen to a baby during labour) was identified as
a cause of death for 10 babies (27%). Five (14%) of the babies had an unknown
cause of death. The majority of these did not have a PME, which can assist in
understanding the cause of death. Figure 5 shows the associated conditions
from the clinical examinations undertaken, such as histopathology, blood tests
and cord gasses. Problems with the structure or function of the placenta or
cord were found to be an associated condition in many of the babies.
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Figure 4 Cause of death as defined by CODAC, Level 1 data
(Frgen et al, 2009)
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4111 The placenta is an organ that develops during pregnancy and is vital to the
wellbeing of a baby. The placenta performs many functions including delivering
oxygen and nutrients, transporting waste products such as carbon dioxide,
and producing hormones that help babies grow and develop (Griffiths and
Campbell, 2015). The umbilical cord connects the placenta and baby.

4112 Problems with the placenta or cord, excluding chorioamnionitis
(inflammation or infection of the placenta and membranes), featured in 24
(65%) of the 37 intrapartum stillbirths. These included problems with the
development of the placenta (delayed chorionic villous maturation), the
structure and function of the placenta (massive perivillous fibrin deposition),
placental infarctions (death of parts of the placental tissue due to an
interruption in blood flow), small for gestational age placenta and vasa
praevia (when umbilical blood vessels run close to the cervix through the
placental membranes, unprotected by placental tissue). These conditions
put the babies at higher risk of stilloirth. Many of the diagnoses cannot be
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Figure 5 Associated conditions, as defined by CODAC (Freen et al, 2009)

for babies where the cause of death was intrapartum hypoxia or unknown
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detected during pregnancy with the technology available or through the
current national risk assessments provided (see supplementary information).
There are often no warning signs or symptoms that the baby’s wellbeing

iIs compromised, thus limiting cues for healthcare professionals to plan
appropriate care. This is discussed further in section 5.

4113 Of the 37 cases reviewed, 11 babies (30%) were identified as being small
for gestational age (SGA) or having fetal growth restriction following birth.
SGA is associated with many of the placental problems described above.
Eight out of 11 of these babies were not identified as SGA during pregnancy.
SGA is associated with higher risk of stillbirth (Gardosi et al, 2013). This is
explored further in section 5.4.

4.2 COVID-19 infection

4.21 Cough, high temperature and a loss of sense of smell are associated with
COVID-19 infection (World Health Organization, 2020); one or more of these
symptoms were experienced by five (13.5%) of the women and pregnant
people during their pregnancy.

4.2.2 Eight women and pregnant people received a COVID-19 test; none tested
positive. Twenty-three women and pregnant people were not tested,
in line with changes in testing policy during the period covered by this
report (Department of Health and Social Care, 2020). Tests may have false
negative and false positive results (Surkova et al, 2020). Testing information
was not available for six of the women and pregnant people. None of the
women and pregnant people were diagnosed with COVID-19.

4.3 Timing of intrapartum stillbirth

4.31 A typical pregnancy ends between 37 weeks’ and 42 weeks’ gestation (NHS,
2018). The estimated delivery date is calculated as the date of 40 completed
weeks of gestation. The stage of pregnancy gestation at which the baby
was found to have died in the 37 cases reviewed is described in figure 6.

4.3.2 Twenty-seven babies (73%) were beyond 40 completed weeks of gestation,
marked in orange in Figure 6 The women and pregnant people were offered
induction of labour, in line with national guidance, because they had gone
pbeyond the due date between 41+5 weeks and 42 weeks. This is explored
further in section 5.1.

4.3.3 The timing of the babies’ deaths in relation to contact with healthcare

services was reviewed by clinicians (see figure 7). Nineteen of the babies
(51%) had no signs of life at the first visit to hospital or to see a healthcare
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professional when the woman and pregnant person was in early labour; 11
(58%) of these women and pregnant people had made telephone contact
for healthcare advice and were advised to remain at home.

4.3.4For five (14%) of the babies, the baby’s heart rate was identified during
a visit to hospital, then no signs of life were found when the woman and
pregnant person next visited hospital several hours later or the following
day. This includes women and pregnant people who attended in early labour
and were advised to return home, in line with local and national guidelines,
and women and pregnant people undergoing an outpatient induction of
labour at home.

Figure 6 The stage of gestation at which the baby was found to have died

16
14
(%2}
K
0
3 10
e
o 3
o
o) 6
£
> 4
' m B
O
37to 37+6 38to 38+6 39to 39+6 40 to 40+6 41to 41+6
Gestational age when the baby was found to have died
Key:
The baby was found to have died The baby was found to have died
prior to the estimated delivery date following the estimated delivery date

Click here for contents page 39



4.3.5In total 24 (65%) of the babies were thought to have died outside of a
hospital environment (see figure 7).

4.3.6Six (16%) of the women and pregnant people were in hospital for labour
care or induction of labour, and no signs of life of the baby were found at

the next fetal heart rate check in hospital.

4.3.7 Seven (19%) of the babies were thought to have been alive during labour
and showed no signs of life when they were born.

Figure 7 The timing of the death of the baby in relation to contact with
healthcare services

The baby had no signs of life on first visit to hospital
or with a healthcare professional in early labour

The baby’s heart rate was identified during visit to
hospital then no signs of life at next visit to hospital
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no signs of life found at next fetal heart rate check

In hospital for labour care but no signs of life at birth
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4.4 Healthcare received

4.47 As described in appendix 1, the number of appointments offered during
pregnancy differs depending on whether a person has had a child before
and/or has any additional pregnancy complications. In the 37 cases
reviewed, the people who were pregnant with their first child attended
between 7 and 20 appointments during the pregnancy with a midwife, GP,
or obstetrician. The women and pregnant people who had previously given
birth attended between 7 and 15 appointments, as recommended in national
guidance. Thirty-six out of the 37 women and pregnant people were offered
antenatal appointments with a healthcare professional in line with local and
national guidance (National Institute for Health and Care Excellence, 2019a).

4.4.2 All of the women and pregnant people received two or more ultrasound
scans in line with local and national guidance: the dating scan and anomaly
scan. Twenty-five of the women and pregnant people received additional
ultrasound scans, in line with guidance, during the pregnancy.

4.4.31n addition, many of the women and pregnant people attended maternity
assessment units or emergency departments with concerns during their
pregnancy. Sixteen (43%) of the women and pregnant people contacted
healthcare services with concerns about reduced fetal movements. This is
explored further in sections 5.1 and 5.4.

4.5 Demographics and clinical characteristics

451 A summary of demographic and clinical details of the 37 women and
pregnant people is provided below. Full details are provided in appendix 2.

. Twenty-seven (73%) of the women and pregnant people were aged
between 20 years and 34 years.

. Twenty-four (65%) had a body mass index of less than 30kg/m?2.

. Five had a pre-existing medical condition, including diabetes.

. Thirty-five (95%) of the women and pregnant people were non-smokers.

. English was not the first language for 16 (43%) of the women and pregnant
people; four of the parents were provided with interpretation services

during the HSIB investigation process. This is explored further in section 5.5.

. Twenty-two (59%) of the women and pregnant people had no other children
and the baby who died was their first child.
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4.6 Ethnicity

4.6.1 To protect the confidentiality of the women and pregnant people and their
families, because of small numbers, this report groups together women and
pregnant people from different ethnic heritages, as defined by the Office for
National Statistics (2017).

4.6.2 Eleven women and pregnant people (30%) were from an Asian British, Asian
Indian, or Asian Pakistani background. Five (14%) were from a Black British,
Black Caribbean or Black African ethnic background (see figure 8).

4.6.3 At the time of writing, data about ethnicity and birth for the period covered
by this report is not available to provide comparison with the pregnant
population. Data from all babies born in England and Wales between 2015
and 2019 shows 8.7% of babies born were from an Asian British or Asian
Indian, Pakistani, and Bangladeshi background, and 4.2% of babies were
from a Black British, Black African and Black Caribbean background (Office
for National Statistics, 2021). This concurs with contemporary perinatal
mortality survey data that women and pregnant people from Asian and
Black ethnic groups have increased risk of stillbirth (MBRRACE-UK, 2020a).

Figure 8 The ethnic backgrounds of the women and pregnant people
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4.6.4 HSIB investigations did not identify specific aspects of the healthcare
system which could explain this disparity. A key focus for future research will
be racial health inequalities in maternity care (Ford, 2021).

4.7 Index of Multiple Deprivation

471 People who live in the most deprived areas of England and Wales are at
an increased risk of stillbirth (Office for National Statistics, 2021, O’'Dowd,
2020). HSIB uses the Index of Multiple Deprivation (IMD) to measure
deprivation. The IMD is based on seven domains including income
deprivation, crime, and education, giving a combined score ranging from 1
for the most deprived areas of the country (the lowest 10%), to 10 for the
least deprived (the highest 10%) (Ministry of Housing, Communities and
Local Government, 2019).

4.7.2 The areas of residence for 27 (73%) of the women and pregnant people
whose cases are included in this report were rated between 1 and 5 using
IMD, most deprived (see figure 9), marked in orange in figure 9. Five (14%)
were from the least deprived, marked in blue in figure 9, and it was not
possible to identify the IMD for an additional five women and pregnant
people.

HSIB makes the following safety observation

Safety observation O/2021/126:

It may be beneficial if further work is done to understand the specific aspects
of the healthcare system which could explain the disparity in the experience
and risk for women and pregnant people from Black, Asian and minority ethnic
backgrounds and those with higher socio-economic deprivation
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Figure 9 Index of Multiple Deprivation

10
9
o 8
o 7
el
— O
o
25
g4
23
2
1
(@)
1T 2 3 4 5

6

] ]
7 9

Decile of deprivation

Key:

The least deprived
areas of residence

‘ Click here for contents page

The most deprived
areas of residence

10

44



5 Themes from the 37 intrapartum stillbirth
maternity investigations

This section describes the detailed analysis of the findings of the 37 cases
of intrapartum stillbirth referred to HSIB between April and June 2020.

It reviews the woman and pregnant person’s interactions with healthcare
systems and considers how modifications made due to the COVID-19
pandemic may have affected these interactions. Figure 10 represents the six
main themes discussed here:

1 Guidance

2 Management of risk

3 Telephone triage

4 Interpretation services

5 Work demands and capacity to respond
6 Neonatal resuscitation

These themes are colour coded within the report, and reflect issues identified
within the delivery of maternity care in one of three categories: pre-existing,
exacerbated by or specific to the COVID-19 pandemic. HSIB makes safety
recommendations throughout this report, which have been informed by
issues from at least one or more of these categories.

In most of the HSIB maternity investigations it is not possible to state
confidently that the impact of the COVID-19 pandemic on the NHS was
explicitly the ‘cause’ of the stillbirth as there were many potential factors.
Figure 11 uses a recognised system analysis tool, AcciMap (Svedung and
Rasmussen, 2000) to give a generic illustration of the review findings
and the interaction of contributory factors across different levels of the
healthcare system.
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Figure 10 Main themes extracted from 37 maternity investigations of intrapartum stillbirth B
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5 Work demands and capacity to respond
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Figure 11 AcciMap of the contributory factors identified with and outcome of intrapartum stillbirth in the 37 cases reviewed
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5.1

511

512

The following sections set out the investigation’s findings in relation to the
reference event. The findings are structured under colour-coded headings,
which correspond to figure 10. The findings are illustrated by quotes from
the maternity investigation reports that were included in the review.

Management of safety in maternity care

This section considers the findings are illustrated by quotes from the
maternity investigation reports that were included in the review. The section
considers:

the reliance on large volumes of guidance to ensure safety
variability in the implementation of national guidance

the approach to the modification of guidance and maternity services
during the COVID-19 pandemic

national variability across trusts in the management of risks relating to the
assessment of fetal wellbeing

the impact of variability of demand and capacity within maternity services
and the availability of healthcare staff.

Volume of guidance

The complexity created by the volume of guidance associated with
maternity care is evident from a review of the relevant web pages of the
organisations that provide guidance. The need to consider guidance from
multiple national organisations makes it more difficult for trusts to ensure
the most recent guidance is included in local policies.

‘The HSIB investigation team found that the RCOG [Royal College of
Obstetricians and Gynaecologists] 2011 guidance has been superseded by
‘Saving Babies’ Lives version 2 (NHS England and NHS Improvement, 2019). A
care bundle for reducing perinatal mortality’ (2019), to guide safer maternity
care for raising awareness of reduced fetal movements in pregnancy.

Like many areas of healthcare, maternity care is supported by a large
volume of regularly updated guidance, developed nationally by the
National Institute for Health and Care Excellence (NICE), NHS England and
NHS Improvement and medical royal colleges (House of Commons, 2020;
MBRRACE-UK, 2020b; Royal College of Obstetricians and Gynaecologists,
2019). High volumes of guidance can make it challenging for staff to
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accurately recall large amounts of detail when attempting to work within
the necessary guidelines (Braithwaite, 2018; Carthey et al, 2011). National
bodies are working hard to address ease of access to this guidance, for
example via the Royal College of Obstetricians and Gynaecologists (RCOG)
app and NICE flow charts. However, this does not address the impact of
the plethora of complex guidance that staff need to apply to their everyday
work, which will include situations requiring rapid decision making.

51.3 Previous maternity safety reviews have identified incidents, and the
subsequent identification of risks, associated with antenatal and intrapartum
care, and have recommended the development of maternity guidance
(MBRRACE-UK, 2020b; House of Commons, 2020). This is recognised
as a reactive approach to safety, rather than a proactive consideration of
potential emerging hazards and risks (Hollnagel et al, 2006).

HSIB makes the following safety recommendation

Safety recommendation R/2021/144:

HSIB recommends that NHS England and NHS Improvement leads work to
develop a process to ensure consistency and clarity across national maternity
clinical guidance.

514 Other safety-critical industries have identified that increasing the
amount of guidance in response to safety incidents does not ensure an
increased level of safety, unless it is a component of a broader approach
to safety management (see appendix 3). There is a body of opinion
that the continual writing of new guidance can lead to an overwhelming
volume of information, which does not ensure a change to the level of
safety (Braithwaite, 2018). The multiplicity of guidance may conflict, or
be challenging to update, at both national and local level. Reliance on
guidance as a key approach to the management of safety issues is not an
effective approach to ensuring safety (Dekker, 2014).

Local variation in the implementation of guidance

515 The complexity and capacity of local services means that maternity
services are delivered in different ways in different places. This variation is
reflected in how national maternity guidance is implemented regionally.

516 The review highlights variability in the extent to which the latest national
guidance is incorporated into decision-making and documentation tools.
This influences the details, assessment and recording of the relevant risks
at critical stages of the maternity pathway. This was illustrated in a number
of cases that were reviewed, for example:
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519

5110

5111

‘... the local guidance does not recognise raised BMI as a factor to be considered
when planning the timing of an IOL [induction of labour] ...

The review found that there does not appear to be a mechanism by which
local maternity care systems can co-ordinate and manage the complexity
of updated guidance. This means that the positive safety actions taken by
regularly updating guidance to reflect newly developing scientific evidence
are not fully optimised. It was possible to identify several occasions when
guidance had not been fully incorporated into local practice. This does not
appear unigue to the period of the COVID-19 pandemic (Lau et al, 2020;
Jokhan et al, 2015).

‘The maternity telephone advice record does not align fully with the
Trust’s guideline for reduced fetal movements (2019) or national guidance
RCOG (2011).

Local interpretation and subsequent implementation of national
guidance is acknowledged as variable across the NHS (Healthcare Safety
Investigation Branch, 2021c; MBRRACE-UK, 2020b, Lau et al, 2020;
MBRRACE-UK, 2017a).

Recent national reports highlight challenges and inconsistencies in
adherence to the guidance. They also identify omissions in national
guidance related to the management of risks which can develop during
pregnancy (Healthcare Safety Investigation Branch, 2021¢c; MBRRACE-UK,
2020b; Royal College of Obstetricians and Gynaecologists, 2019).

HSIB maternity investigations have identified a specific gap in the national
guidance on the frequency of monitoring fetal heart rate during the
management of the latent phase of labour.

Frequent modifications to maternity guidance responding to the
COVID-19 pandemic

This review identified that national and local maternity guidance was
frequently modified during the COVID-19 pandemic in response to

changing knowledge and emerging risks associated with the disease. These
modifications aimed to balance the management of established risk factors
for adverse outcomes in pregnancy with COVID-19 risks. This has been
highlighted in previous HSIB reports (Healthcare Safety Investigation Branch,
2021b). The pace and volume of guidance change created a huge challenge
for all NHS maternity departments during the early stages of the pandemic.
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5113

5114

‘... clinicians were receiving ‘multiple emails a day’ with regular changes
to the hospital guidance and advice to be given to women and
pregnant people. This was secondary to the rapidly changing national
picture and guidelines.’

One example of how local trusts interpreted this modified guidance was in the
withdrawal of memlbrane sweeps or only offering these in specific circumstances.

‘The HSIB investigation team found that the purpose of the changes were
to reduce the time of face-to-face antenatal appointments with the aim of
limiting contact time to 15 minutes. The offer of membrane sweeping would
have increased the length of contact to greater than 15 minutes. There was
a variation in practice at this time as women and pregnant people on the
high risk pathway requiring earlier IOL [induction of labour] continued to
be offered membrane sweeping during obstetric antenatal clinics.’

The benefit of membrane sweeps in avoiding prolonged pregnancy
(Finucane et al, 2020) does not appear to be reflected by local policies
withdrawing this service, which aimed to minimise opportunities for

the transmission of COVID-19. The desire to reduce contact times to a
maximum of 15 minutes, as cited in the quote above, is believed to have
originated from the Centers for Disease Control and Prevention (2020).
This organisation provided guidance for healthcare staff at risk of exposure
to patients who have, or could potentially have, COVID-19. The guidance
stated that the risk of transmission increased where ‘close contact’

had occurred, without personal protective equipment (PPE) to provide
protection and where ‘prolonged exposure’ was suggested as a duration
of 15 minutes, either at a single point of contact or cumulative over
several interactions within 24 hours. The uncertainty and lack of evidence
influenced local trust decision making.

The unintended conseguence of a reduction in membrane sweeps Mmay
have been the extension of some pregnancies or the need for formal
induction of labour (IOL) for prolonged pregnancy. This review included 27
cases which were post term (40 weeks) pregnancies, 16 beyond 41 weeks
and 2 beyond 42 weeks. The modified COVID-19 guidance (Royal College
of Obstetricians and Gynaecologists and Royal College of Midwives, 2020i)
recommends that the woman and pregnant person’s appointment at
4lweeks should also include the IOL. The HSIB maternity investigations do
not report that IOLs occurred in conjunction with appointments scheduled
at this time in any of the cases reviewed.
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Interpretation of risk to inform local guidance

5115 In addition to following recommendations made within national guidance,
prior to the pandemic some trusts had adopted further assessments based
on contemporary research to inform their local guidance. This suggests
there is variability across trusts in how risks are assessed during pregnancy.
It has been suggested that additional assessments can increase the
reliability of the identification of factors associated with fetal size relative
to gestational age, a known risk associated with stilloirth (Heazell et al,
2019; Smith et al, 2014; Lorenzo et al, 2013). For example, some trusts
had developed the standardised practice of offering 36-week ultrasound
scans, to monitor fetal growth, but the value of 36-week scans is yet to
be understood (see supplementary information) and this is not currently
national guidance, which recommends symphysis-fundal height (SFH)
measurements for women with uncomplicated pregnancies (National
Institute for Health and Care Excellence, 2019a; 2008). However, there is
evidence to suggest that SFH measurements alone may be inadequate
to identify reduction in fetal growth in the later stages of pregnancy
(Pay et al, 2015; Hargreaves et al, 2011; Royal College of Obstetricians and
Gynaecologists, 2011). This localised approach creates a discrepancy in
maternal services across the UK. The review identified that in some cases
these recently established practices were withdrawn during the pandemic,
which caused concern for clinicians (highlighted below) in two trusts
included within this review.

‘... prior to COVID-19 all women and pregnant people at this Trust, who
were not having serial USS [regular ultrasound scans], were offered a
growth USS at 36 weeks. In line with national guidance the Trust undertook
assessments to reduce the risk of the spread of COVID-19. One of the
changes implemented was to cancel the 36 week growth USS for women
and pregnant people who were at low risk of having a SGA [small for
gestational age] baby.’

5116 In other safety-critical industries there is a process that is undertaken, as
part of a system to manage safety (see appendix 3), which informs how
risk is considered and influences service design, modification and assurance
of safety measures. These industries do not solely rely on learning from
incidents but adopt a prospective approach to understanding and managing
risks within the system. In other industries the assessment of risk is based
on understanding the likelihood of an event, for example the chance of
fetal growth restriction being present and identified, and the severity of the
consequence, such as stillbirth. In these industries any identified risks may be
subject to detailed analysis to provide an overview of the probability of risk
and human reliability within the system (Health and Safety Executive, 1999).
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This may include analysis of individual tasks, for example the reliability of
fetal size assessments, and the potential for failure in completion of the task,
such as the probability the assessment will be accurate, which may consider
factors likely to influence the performance of such assessments, including the
work context, workload and fatigue. This enables organisations to provide
transparency and acknowledgement of inherent risks within a system.

5117 The uncertainty in the emerging evidence relating to COVID-19 created the
context for an intervention with varied scientific evidence to be removed.
This challenged the effectiveness of organisational risk assessments. For
example, some trusts chose to consider a woman and pregnant person’s
risk of exposure to COVID-19 during a face-to-face appointment with a
clinician as greater than the concern associated with prolonged pregnancy
and the associated risk to the fetus by not administering a membrane
sweep. The variability in the decisions made by individual trusts reflects a
lack of agreement about how to compare clinical and emerging COVID-19
risks at a national level.

Lack of clarity across national guidance for change in
fetal movement

5118 The physical characteristics or symptoms which led to women and
pregnant people seeking healthcare assistance in the third trimester were
varied. Concerns raised included reduced fetal movements (RFM), pain,
vaginal bleeding and vomiting.

5119 The review identified a lack of clarity in guidance for staff managing
cases of reported RFM in the third trimester of pregnancy; this resulted in
variability in the telephone advice provided.

‘The clinician commenced giving latent stage labour advice and the Mother
[woman and pregnant person] then reported RFM. The clinician advised
her to attend as soon as possible’

‘During the first call at 38+2 weeks, the Mother [woman and pregnant
person] was not sure of feeling her baby’s movements. Staff reported that
they advised the Mother [woman and pregnant person] to have breakfast,
a bath, put hands on her tummy and monitor the Baby’s movements and
to telephone back in two hours if she was still concerned.

51.20 In16 (43%) of the 37 cases there were reports of changes in fetal movement
by the women and pregnant people prior to the stillbirth of their baby.
Reports of RFM were the most frequently cited symptoms in 10 of the 37
cases reviewed. Nine of these cases were clinically investigated further.
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This is similar to the findings of the MBRRACE-UK confidential enquiry into
intrapartum-related perinatal deaths which found that 43% of intrapartum
stillbirths had presented with RFM. This report identified suboptimal
management of RFM in cases of intrapartum stillbirth (MBRRACE-UK, 2017b).

5121 RCOG guidance (Royal College of Obstetricians and Gynaecologists , 2011)
reviewed in 2017, states that ‘If women are unsure whether movements
are reduced after 28+0 weeks of gestation, they should be advised to lie
on their left side and focus on fetal movements for 2 hours. If they do not
feel 10 or more discrete movements in 2 hours, they should contact their
midwife or maternity unit immediately.

51.22 In contrast, NHS England guidance from 2019 (Greater Manchester and
Eastern Cheshire Strategic Clinical Networks, 2019) states ‘If a woman
reports reduced/absent movement she should not be told to wait for two
hours and monitor movements before presenting.’

51.23 Lack of clarity creates the potential for variation in local practice. The
review recognised that the variability in guidance made it more challenging
for clinicians to follow the most up-to-date evidence to inform the advice
and their decision making.

HSIB makes the following safety recommendation

Safety recommendation R/2021/145:

HSIB recommends that future iterations of the Royal College of Obstetricians
and Gynaecologists’ guidance clarify the management of a reported change
in fetal movements during the third trimester of pregnancy with due regard to
national policy.

Management of demand and capacity

51.24 The dynamic state of maternity care means there is a constant tension
between ensuring safety and providing an effective response to fluctuating
levels of demand. This includes provision of sufficient physical space and
staffing (Royal College of Obstetricians and Gynaecologists, 2019). This
review illustrates these challenges and highlights episodes where tasks may
have been delayed because the required clinical area or clinical expertise
was unavailable.

‘Following this there was documentation to indicate that the staff
member working on the antenatal ward was busy elsewhere in the ward
and not able to return to the Mother [woman and pregnant person]
following the administration of pain relief’
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‘The Mother [woman and pregnant person] could not immediately be
transferred to the delivery suite for the Artificial Rupture of Membranes
(ARM) due to increased activity on the delivery suite.

‘... staff felt unable to perform a CTG [cardiotocograph] at this time due to
the high ward activity and task load they possessed ..’

51.25 The way care is delivered and the sustainability of staffing levels has been
repeatedly highlighted as influencing the quality of care provided within
maternity units (Liberati et al, 2020; MBRRACE-UK, 2017a; MBRRACE-UK,
2017b). There has been a recognition of the need to ensure organisations
have systems in place to ensure escalation of concerns relating to staffing
levels (Liberati et al, 2020; MBRRACE-UK, 2017a). It is apparent that
organisations worked hard during the COVID-19 pandemic to ensure
the resilience of maternity services and to accommodate fluctuations in
demand. Sustaining such strategies became difficult as demands increased
with little ability to increase the resources required. This will ultimately lead
to trade-offs in how work is achieved and care is managed (Sujan, 2015).

‘The coordinator will consider the number of high risk cases already
booked, staff skill mix and agree further IOL on a case by case basis
according to clinical need. These options were explored and there was no
additional capacity to accommodate the Mother’s [woman and pregnant
person] IOL any earlier than 41+6 weeks’

51.26 One trust observed that there had been an inexplicable increase in the
demand for IOLs during the COVID-19 pandemic. Within the 37 cases
reviewed for this report, 27 babies (73%) were born beyond 40 completed
weeks of gestation. All women and pregnant people pregnant beyond 41+5
weeks were offered IOLs in line with national guidance, six (16%) of the
women and pregnant people were in hospital for labour care or induction
of labour.

‘... there are usually four planned induction of labours (IOL) each day with
two slots saved for urgent cases. More recently the IOL rate for the hospital
had increased and it had become more common to have more women and
pregnant people booked for IOL each day which has had some impact on
the timing of transfer to the delivery suite ... Before the COVID-19 pandemic
the IOL rate had been reduced by 10%, during the pandemic the IOL rate
had increased to the original figure.

51.27 Staff in one trust highlighted how normal work practices or organisational

cultures may not always ensure a timely response to concerns raised about
rising demands on the healthcare system.
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‘The HSIB investigation team were informed that previous experience when
requesting staffing support in similar situations had not resulted in change
or the provision of additional clinical support.

51.28 In some cases staffing provision was adjusted due to the response to
the COVID-19 pandemic and this influenced normal work patterns and
the consistency and availability of clinicians. This has been highlighted
in previous reports considering the provision of clinical care during the
COVID-19 pandemic (Healthcare Safety Investigation Branch, 2020b;
MBRRACE-UK, 2020c¢). This may have further limited the options available
to trusts to adjust the provision of care provided.

‘... staffing levels were below expected and there were high levels of activity
... There was no escalation to alert the senior management that staff felt

it was not possible to perform CTG surveillance [monitoring] of the Baby
[heart rate] ... It was explained that the activity levels were known, and that
staff had already been moved from other areas to support the delivery
suite by the senior midwife who had oversight of the unit and staffing.’

51.29 The Ockenden review (House of Commons, 2020), highlights the lack of
resilience and ability to adhere to guidance on the provision of anaesthetic
support (Royal College of Anaesthetists, 2020). One example where the
organisational adjustments made due to COVID-19 had a positive influence
IS in a trust where a dedicated obstetric anaesthetist was allocated to
mMaternity services, in line with national guidance. This ensured there was a
greater consistency in the provision of anaesthetic support.

‘COVID-19 had implemented a positive change for the maternity service as
there was now a dedicated obstetric anaesthetist 24 hours a day seven days
a week, along with the presence of an operating department assistant.

51.30 In other clinical areas necessary adjustments may have compromised the
continuity some clinical roles.

‘... the consultant rota had changed during the COVID-19 pandemic. Ordinarily,
during the night time there was one resident consultant covering [both] the
paediatric and neonatal departments. During the COVID-19 pandemic the
consultants are separated during the night time for each department’

‘The Mother [woman and pregnant person] was then reviewed by consultant
3 the next day on the labour ward round. Consultant 4 was made aware of
concerns about the Mother’s [woman and pregnant person] CTG monitoring
on the third evening of her inpatient admission when she had been transferred

‘ Click here for contents page 56



back to the antenatal ward. The Mother [woman and pregnant person] was
discussed with consultant 5 twice on the fourth day of her admission, and the
CTG recording was shown to them to review ...

Staff availability

5131 The HSIB maternity reports showed how the COVID-19 pandemic affected
the number of staff available to allocate to rotas and trusts’ ability to
provide a full guota of staff to meet national requirements.

‘The staffing numbers were below the usual agreed establishment, by three
midwives across the whole unit, due to sickness and reallocation of staff
due to the COVID-19 pandemic.

‘The obstetric team had a high level of sickness/not able to attend work
(20%). This meant that the team were expected to work different shift
patterns, in different clinical areas to their ‘normal’’

51.32 It has been suggested that sickness and absences combined with the
reassignment of staff had the greatest impact on organisations’ ability
to respond to demands in maternity care during the first peak of the
COVID-19 pandemic (Healthcare Safety Investigation Branch, 20200b,
MBRRACE-UK, 2020c¢). Data collected by NHS Digital (NHS Digital, 2020)
supports this, with the highest level of sickness and absence in 2020,
across all staff groups, occurring in April 2020. This was greater than the
three previous years. Sickness and absence data specific to midwives
also suggests a slightly higher than average level between April and June
2020 compared to the previous three years. However, it is difficult to draw
conclusions in relation to the cases reviewed as staffing data was not
routinely collected.

51.33 Some organisations were constrained in terms of which staff were
available to be allocated to certain duties, due to the staffing and expertise
levels available. This had implications for the intensity of work created
by modified staff rotas, and the level of expertise and skills present in a
maternity unit at any specific time.

51.34 Attention to staff wellbeing is noted as a contributor to the safety of any
maternity unit (Liberati et al, 2020). Unlike other safety-critical industries
such as rail, aviation, oil and gas which have a safety management system
in place (see appendix 3), healthcare does not have systems in place to
manage the risk of staff fatigue (Ipieca, 2019; Greig and Snow, 2017; Office
of Rail and Road, 2012; International Civil Aviation Organisation, n.d.).
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Adjustments to antenatal consultations during the COVID-19 pandemic

The RCOG, with the Royal College of Midwives (RCM), issued COVID-19
guidance which emphasised the need to retain six face-to-face
consultations in antenatal care (see appendix 1). In all of the 37 cases
reviewed, the women and pregnant people attended more than six face-
to-face appointments. The guidance also advised that maternity services
‘aim to maximise the use of remote means to provide additional antenatal
consultations. Remote consulting enables greater compliance with social
distancing measures recommended for pregnant women and maternity
staff’ (Royal College of Obstetricians and Gynaecologists and Royal
College of Midwives, 2020i). The co-ordination of antenatal care varied
across trusts, with some women and pregnant people’s care not following
the original plan agreed prior to the COVID-19 pandemic. This section
presents the findings of the review and the implications of these changes
relative to the 37 cases of intrapartum stillbirth, which include:

modifications to planned ultrasound scans
reduced opportunities to complete physical assessments

a reduction in the frequency in the measurement and plotting of the trend
in symphysis-fundal height (SFH)

lack of access to all relevant clinical information to inform clinical decision making
a reduction in the continuity of care and engagement of a multidisciplinary team.
Modifications to the provision of scans

Amended guidance issued by RCOG and RCM (2020i) advised that any
ultrasound scan should be conducted during the same hospital visit as
a face-to-face appointment in order to minimise the number of hospital
visits. The interpretation of this guidance seemed to influence the
assessment of maternal and fetal wellbeing.

‘... due to the COVID-19 pandemic the Trust were aiming to reduce
attendance at the hospital, therefore reducing maternal exposure to the
COVID-19 virus. Instead of attending the [antenatal clinic] for a growth USS
[ultrasound scan] at 33 weeks the Mother [woman and pregnant person]
received a telephone consultation from the obstetric consultant, who,
following telephone discussion cancelled both USSs for raised BMI [body
mass index] [39.3kg/m2] as no concerns were identified.
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The trust’s decision about which ultrasound scans to provide was balanced
against the reduction of attendances at hospital and the availability of staff.
This clearly influenced access to planned growth scans in one case, where
a planned growth scan did not go ahead.

‘... the Trust were aiming to reduce attendance at the hospital, therefore
reducing maternal exposure to the COVID-19 virus. National guidance
(RCOG, appendix G, 2020) on growth USS [ultrasound scan] during
COVID-19 pandemic, suggests that normal service should continue unless
USS staffing was reduced by 50%. The HSIB investigation team learnt from
sonography staffing rotas in the Trust at the time of the 33-week USS, that
the number of sonographers available to work in ANC [ante natal clinic]

USS was acceptable/normal and not affected by the COVID-19 pandemic ...

Remote consultations

The proportion of consultations undertaken remotely is not known and

the impact of remote consultations is not clear from this review. However,
there was evidence that remote consultations impeded certain activities.
Specifically, there were fewer opportunities for physical examinations

to be carried out, limiting the opportunity to establish trends for
symphysis-fundal height (SFH) measurements. The review identified that
consultations beyond the 28-week stage did not always include monitoring
of SFH for pregnancies, where it was clinically required. The review also
identified a lack of recording and plotting of SFH information, with some
face-to-face appointments postponed until later in the person’s pregnancy.

In some remote consultations clinicians did not have access to the person’s
clinical notes, ultrasound scan reports or a record of any planned changes
to care or intentions around the timing of induction of labour. In three
instances this resulted in ultrasound scans either being cancelled or not
being made available.

‘... the planned telephone review took place and the USS [ultrasound scan]
was discussed. The HSIB investigation team learned that the Mother [woman
and pregnant person] had to read the results of the USS to the obstetrician
over the telephone as they said that they did not have access to them in the
hospital. The Mother [woman and pregnant person] recalled that based on
the USS report which she read out over the telephone, induction of labour
was no longer recommended and a further USS was scheduled for two
weeks’ time!
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5.2.5 The extract above highlights the potential vulnerability of remote
consultation if the clinician does not have full access to all information. In
this case it resulted in a significant change to the intended birth plan.

5.2.6 Continuity of antenatal care appears to have reduced due to the response
to the COVID-19 pandemic.

‘Prior to the outbreak of COVID-19, the Mother [woman and pregnant
person] had continuity of care and received care from the same midwife.
Antenatal care then changed for all women and pregnant people, where
they were directed to one venue meaning that continuity of care may
not be continued. The HSIB investigation team learned that the Mother’s
[woman and pregnant person] venue for her antenatal care changed.

5.2.7 This review has recognised factors which influence clinicians’ ability to
undertake remote consultations, including a lack of integrated technical
systems and lack of access to all relevant clinical information. However,
these may not be the only factors which influence communication in the
context of a consultation, whether remote or face-to-face. A scoping
review considered how communication failures related to patient harm
(Campbell et al, 2018). This research rated factors most likely to lead to
harm, which included failure to listen and provide appropriate, timely
information to patients and failure to share an appropriate level of
information between colleagues. The associated risks specific to remote
consultation should be understood. This would enable organisations to
understand how to balance emerging risks; in this review the context
considered is the risk of contracting COVID-19 against the ability to assess
and communicate the risk and benefits of any given management for the
wellbeing of women and pregnant people and their babies. This knowledge
would inform how to manage critical points in care, and when face-to-face
consultations are acceptable or preferable in view of the associated risks.

HSIB makes the following safety recommendation

Safety recommendation R/2021/146:

HSIB recommends that NHS England and NHS Improvement leads work to collate
and act on the evidence on the risks and benefits associated with the use of
remote consultations at critical points in the maternity care pathway.

Safety recommendation R/2021/147:

HSIB recommends that NHSX develops specifications for electronic patient record
(EPR) systems that require adherence to national interconnectivity standards for
the exchange of core maternity healthcare information. The specifications should
include functionality to enable both women and pregnant people and professionals
to add to the record, and also support alerting functionality.
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5.3 Women and pregnant people’s experience of maternity care during
the COVID-19 pandemic

During the pandemic the experience of women and pregnant people
and their partners was influenced by how hospitals interpreted national
guidance. The impact of the COVID-19 pandemic on families included:

. emotional support for women and pregnant people on receiving news of
the death of their baby

. parental decision making.
Women and pregnant people’s experience

5.31 The decision by many trusts to limit the number of people in hospitals
meant that in some trusts partners were not allowed to accompany women
and pregnant people unless they were in established labour. This may have
affected the woman and pregnant person’s desire to attend their maternity
unit when in labour.

‘The Mother [woman and pregnant person] telephoned the maternity
triage line for a second time at 21:23 hours as she wanted to know if

the Father [partner] could attend the triage area when she came in for
assessment. The Mother [woman and pregnant person] was advised that
due to COVID-19 restrictions, he could not attend until it was confirmed
that she was in labour ... It was documented that the Mother [woman and
pregnant person] wanted ‘to stay at home’’

5.3.2 The lack of the emotional support from a partner was evident in some cases
when the death of their baby was first detected without the partner present.

‘... the senior obstetrician confirmed to the Mother [woman and pregnant
person] that the Baby’s heart had stopped beating and that the Baby had
died, without the presence of the Father [partner]’

5.3.3 There was some evidence to suggest that women and pregnant people
may have made different decisions if the perceived risk of COVID-19
had not existed. Public information and the uncertainty of the emerging
risks associated with COVID-19 may have informed women and pregnant
people’s decision making.

‘... she chose not to attend the appointment after considering the risks

of COVID-19 against the risk of not attending the appointment and on
pbalance chose the latter’

‘ Click here for contents page 61



5.3.4

5.3.5

5.3.6

5.3.7

The uncertainty around what would be provided and later the withdrawal
of services such as home birth or use of a birthing pool affected some
women and pregnant people’s decision making, and in one case a choice
to transfer to an independent provider.

‘... the Mother [woman and pregnant person] discussed the suspension

of both the homebirth and waterbirth service with the senior midwifery
mMmanagement team ... It was confirmed with the Trust that the homebirth
service remained suspended and that they would be unable to support

a waterbirth service until further guidance had been received from the
infection control team. The Mother [woman and pregnant person] made
the decision to transfer her care to a private midwifery company who would
support her plans for birth in the home environment.’

The physical and mental wellbeing and social circumstances of the Mother
[woman and pregnant person] form part of the risk assessment routinely
completed during antenatal care. The analysis within this review suggests that
at least 50% of the cases involved women and pregnant people with greater
levels of social deprivation. This reflects other national reports, which highlight
that women and pregnant people living in the most deprived areas have an
80% excess risk of stilloirth compared to women and pregnant people in the
least deprived areas (MBRRACE-UK, 2020a). In two of the cases reviewed,
social circumstances were considered by the maternity investigation team to
have a direct impact on the Mother’s [woman and pregnant person] attendance
at antenatal appointments.

The national recommendations regarding the way in which care was
delivered during the early stage of the COVID-19 pandemic aimed to
prioritise the physical wellbeing of families, babies, and staff. However,
there was local variability in care delivery, particularly regarding which
trusts allowed partners in at which stage of maternity care.

The review found that trusts had met the standard of bereavement care
outlined in the care pathway for pregnancy and baby loss set out by

the National Bereavement Care Pathway (2018). There were two cases
where bereavement care had been compromised. In one case this was a
consequence of the reconfiguration of a maternity unit due to COVID-19,
which meant that a designated bereavement suite could not be provided.
However, in this case a specialist bereavement team was involved in the
woman and pregnant person’s care. The second case was the result

of a clinical decision to transfer the baby and Father [partner] to the
emergency department to continue resuscitation.
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a)

o)

Risks associated with clinical assessment, decision making
and response

The information that is available to assess a situation and the ability to give the
information sufficient attention is important for decision making (Zsambok and
Klein, 1997). During a person’s pregnancy, clinical assessments, measurements
and symptoms provide critical information to help evaluate and understand
fetal wellbeing. This review has highlighted how the reliability of these may
influence early detection of concerns to indicate the likelihood of stillbirth.

This section considers how the system influences the risks associated with
clinical assessment, decision making and response to risks recognised during
antenatal and intrapartum care. These influences include:

the visibility and quality of clinical information relied upon to make decisions

the reliability and sensitivity of assessments and tools and technology used
during antenatal and intrapartum care

the effectiveness of communication processes relied upon to understand
and explain risks to fetal and maternal wellbeing

the level of preparation to respond to predictable safety-critical scenarios
within a maternity department.

Visibility and quality of information relied on for clinical assessment

The communication of clinical information or symptoms informs clinicians
and influences their ability to assess a situation. The equipment, IT systems
and recording systems available to clinicians vary between healthcare
settings This review has identified several factors that contribute to
clinicians giving limited attention to information. These include:

frequent lack of recorded information

‘The risk assessment was not reviewed or updated to reflect the Mother’s
[woman and pregnant person] blood results that showed the presence of
antibodies and no evaluation of her changed risk was recorded.’

the way information to assist decision making is presented

‘The HSIB investigation team also learned that the Mother [woman and

pregnant person] and babies’ observations are not charted on the same
side of the partogram [the graph in which all the relevant observations of a
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Mother [woman and pregnant person] and the unborn baby during labour are
written], making it difficult for clinicians to see developing trends and patterns
including similar heart rates.

C) the availability and relevance/importance of information to different
members of the team.

‘On the six occasions whenever the [computerised CTG] criteria were not
met, the numbered reasons were not documented in the Mother’s [woman
and pregnant person] handheld notes or commented upon by clinicians.’

542 The ability or likelihood of staff finding and extracting relevant clinical
information influences the timing and quality of the assessment of a
presenting situation. Situation awareness (an awareness and understanding
by staff of everything that is going on around them and its potential
effects) is a term often used in the field of maternity care and is suggested
as an approach to improving safety.

Try to anticipate lost situational awareness when under periods of stress, fatigue
and high activity, and ask for help early, rather than when it is already lost.
(Royal College of Obstetricians and Gynaecologists, 2019).

5.4.3 An individual's ability to maintain situation awareness may not be within
their control. The ability of the system to provide an environment and
context in which the assessment of a situation is prompted and supported
by clear and reliable information or cues, is an organisational issue.

5.4.4 Situation assessment is an essential stage of decision making for staff
skilled and familiar with a particular field of work. The recognition-primed
decision (RPD) model explains how situation assessment and sensemaking
processes assist in evaluating options through mental simulation or
recognising familiar patterns. Real-world decision making is a product of
the knowledge held by staff and the context or environment, which may or
may not support how cues and information are received (Kahneman and
Klein, 2009; Klein et al, 2007). Real-world decision making is recognised
as occurring in ‘messy’ contexts, where uncertainty is common, and
staff must make decisions informed by their knowledge and experience
to accommodate the uncertainty created by missing or ambiguous
information amidst other organisational pressures and time pressured
environments (Flach, 2017).

5.4.5 The HSIB investigation team learned that the community midwifery team

log their maternal contacts onto the community computerised midwifery
care system. In one of the cases included in the review the maternity
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investigation team learned that ‘if they have time they will try to look on
the hospital computerised care system as to what has happened with the
Mother [woman and pregnant person] in the ANC [antenatal care] visits.
Due to time constraints community staff are ‘very often reliant on the
women and pregnant people telling them what the hospital has had to say'.

5.4.6 This review highlights periods of increased organisational pressure, time
pressure and staff resource constraints. Several reviews of maternity care
(Liberati et al, 2020; Royal College of Obstetricians and Gynaecologists,
2019) highlight existing and longstanding challenges that affect staff
members’ ability to balance requirements for documentation with other
duties and the usability of communication systems. These resonate with
the demands associated with working during the COVID-19 pandemic.

‘... the Mother’s [woman and pregnant person] maternity health records
were documented in several systems ... it was difficult for the hospital and
community staff to have complete oversight of the Mother’s [woman and
pregnant person] care and health contacts. This was due to the hospital-
based electronic system not linking records to the electronic system used
by the community midwifery team.

‘... the Mother [woman and pregnant person] attended an obstetric
appointment at 33+0 weeks for which the record was not saved on the
Trust’s electronic patient record system due to it being simultaneously
used by different clinicians and there being no ‘auto save’ function’
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Figure 12 Antenatal care points for risk assessment and decision making
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Reliability and sensitivity of assessments tools and technology for
antenatal and intrapartum care

Critical information indicating fetal growth

Reduced fetal growth is known, in some cases, to lead to stillbirth. Figure 12
shows the care points at which decisions may be made about monitoring
fetal growth (see figure 2 for the full context of decision making in the
maternity pathway). Figure 2 is used to orientate the reader to which
stage of the maternity pathway is being considered. The decision on which
care pathway the woman and pregnant person will follow, either midwife
of obstetrician led, is informed by the history they provide (see figure 12,
number 1) The identification of previous pregnancies resulting in the birth
of small for gestational age (SGA) babies is considered to inform the need
for closer monitoring and identify the level of risk (see figure 12, number 4)
in the existing pregnancy.

In the 11 cases of SGA babies within this review, 8 were undetected until
birth. This implies that the cues relied upon to identify the risk (see figure
12, number 4) and inform the decision (number 5) may not be reliable.

The implications of the COVID-19 pandemic and the reduction in some
ultrasound scans for certain care pathways and fewer face-to-face
consultations, were suggested as reducing the opportunity to obtain
SFH measurements.

‘The Mother’s [woman and pregnant person] antenatal appointment at
37+5 weeks was conducted over the telephone in line with local COVID-19
guidance. This meant that the Mother [woman and pregnant person] did
not have a physical examination, or her observations taken’

5.410 The Perinatal Institute highlights specific challenges associated with the

identification of late onset fetal growth restriction (Perinatal Institute,

n.d.). The false negatives (a result which incorrectly indicates no reason

for concern) associated with SFH measurement (Pay et al, 2015) may
create overconfidence in the assessment finding and a risk, as there is an
acknowledged low level of confidence in this measure. As suggested earlier,
although not a recommended practice, some trusts have adopted the use
of routine ultrasound scans at 36 weeks to minimise the risk associated with
the identification of fetal growth in the third trimester of pregnancy. The
evidence suggests it is more effective in identifying SGA babies; however,
this may have no impact on outcomes at birth (Henrichs et al, 2019).
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The findings of this review reflect known concerns about the reliability of
SFH to indicate fetal size, the accuracy of plotting of SFH measurements,
the recognition of a drop in a baby’s SFH growth rate and the likelihood
that SFH measurements prompt clinicians to assess the situation
accurately and refer for an ultrasound (see supplementary information).
In the 37 cases reviewed, if SGA was considered to be a concern an
ultrasound was provided.

The evidence (see supplementary information) suggests that the use of
growth charts, recording of measurements, plotting of data points and
the interpretation of trends all contribute to the reliability with which

a clinician can monitor a baby’s growth using SFH measurements. This
review suggests that the usability of the method to record and interpret
SFH contributes to making it harder for clinicians to identify the cumulative
measurements easily and quickly. The usability and reliability of obtaining
SFH measurements, combined with the recognised lack of sensitivity

of SFH as a measure of reduced fetal growth, creates a concerning

level of risk to the identification of the most significant indicator
associated with stillbirth. ‘Saving Babies’ Lives version 2. A care bundle
for reducing perinatal mortality’ (NHS England and NHS Improvement,
2019) recommends the need for continuous learning in the effective
measurement of SFH.

Critical information to interpret fetal heart rate

The detection of fetal movement and fetal heart rate are critical cues that
clinicians rely on to assess intrapartum risks (see figure 13, number 15) and
to decide on potential interventions (see figure 13, number 16) such as
induction of labour or birth by caesarean section, which may minimise the
risk of intrapartum stillbirth (NHS England and NHS Improvement, 2019).
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Figure 13 Intrapartum care points for risk assessment and decision making
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5.414 The prominence and reliability of information available to assess
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fetal heart rate and fetal movement will have a direct impact on the
interpretation of risk. The following sections consider the factors
identified by this review as influencing clinician’s ability to identify a
situation of increasing risk to fetal wellbeing.

Assessment of fetal heart rate

The aim of fetal heart rate assessment is to detect if the heart rate is
outside the expected range (a normal resting (baseline) heart rate is
between 110 and 160 beats per minute (bpm)), or whether there is reduced
or increased variability (usually 5 to 25 bpm), decelerations (temporary
slowing) or accelerations (temporary increase) in the fetal heart rate
(National Institute for Health and Care Excellence, 2017). Clinicians’ ability
to make this judgement will influence their assessment of emerging
situations, which may prevent some intrapartum stillbirths.

Difficulty in establishing the fetal heart rate has been identified as a
contributory factor relating to different levels of harm, including stillbirth
(Royal College of Obstetricians and Gynaecologists, 2019). There are
different methods that may be used to assess the fetal heart rate during
intrapartum care. These include intermittent auscultation (1A) usually using

a hand-held Doppler device, and methods which require increasingly greater
interaction including cardiotocography (CTG) via abdominal transducers or
a fetal scalp electrode (FSE). The level of clinical concern and the location of
the woman and pregnant person will determine the monitoring method and
equipment selected or available for use, to ensure escalation of care. A CTG
is mainly available in environments such as triage, antenatal and consultant-
led labour units, where women and pregnant people will be observed once a
level of concern has been raised either by parent or clinician.

Where there is no clinical concern or a low level of concern, I1A would be

used to monitor the fetal heart rate. While there are established protocols for
monitoring a baby’s heart rate in established labour, this review has highlighted
the absence of national guidance on the frequency of assessing the fetal heart
rate in the latent stages of labour, which leads to variation in practice.

There are many other factors that can influence how A is used. These
include individualised risk assessment, staff members’ experience of and
ability to use |A, time management, acuity of a unit and staff availability,
lack of awareness of guidance, and the recognition and escalation of |1A
findings that are outside the expected range (Patey et al, 2017). These
different factors have all been identified within this review but none of the
investigations suggested that issues with A were directly linked to the 37
stillbirths reported.
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5.419 Increased clinical concern would require the use of a CTG, which can be
used to record the fetal heart rate before and during labour. A CTG provides
a paper printout or an electronic record of the ‘trace’ (the graph showing
the fetal heart rate data) presented on a monitor. Software may be integral
to some CTG monitoring systems, referred to as computerised CTGs.
However, computerised assessment of the CTG during labour has not been
found to be superior to manual interpretation of CTG alone (The INFANT
Collaborative Group, 2017). ‘Saving Babies’ Lives version 2. A care bundle for
reducing perinatal mortality’ (NHS England and NHS Improvement, 2019)
recommends the use of computerised CTG over a visual interpretation by
clinicians, for antepartum care. There has been a trial in the use of software
during intrapartum care; however, there is some dispute about the benefit
of its use over clinical judgement in the interpretation of the CTG trace in
labour (The INFANT Collaborative Group, 2017).

5.4.20The reliability of CTG monitoring has been highlighted as one of the top
five factors associated with contributing to neonatal harm (Royal College
of Obstetricians and Gynaecologists, 2019; MBRRACE-UK, 2017b). HSIB has
recently published a national investigation report on this topic (Healthcare
Safety Investigation Branch, 2021d). The following sections consider how
fetal heart rate was indicated as an issue in the review of the 37 cases of
intrapartum stillbirth.

Interpreting and managing CTG recordings

5.4.21 NICE guidelines (2017) clearly state that CTG findings alone should not
inform decisions about the care of a woman and pregnant person and
their baby. The CTG reading provides one piece of information to indicate
the potential chance of fetal compromise. CTG readings are judged on
specified characteristics to establish whether the findings of the CTG
suggest increasing levels of concern. The individual characteristics of the
fetal heart rate pattern should be described as ‘reassuring’, ‘non-reassuring’
or ‘abnormal’ (National Institute for Health and Care Excellence, 2017).
Clinicians are then required to categorise the CTG reading as ‘normal’,
‘suspicious’, ‘pathological’ or ‘need for urgent intervention’. Clinicians
are expected to receive annual education on fetal monitoring and CTG
interpretation; however, there is little assurance that this is happening at
a national level (NHS England and NHS Improvement, 2019). The lack of a
competency framework to ensure training is prioritised in trusts and a lack
of time to free staff up for training have both been identified as reasons for
inadequate training (Healthcare Safety Investigation Branch, 2021d).
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5.4.22 This review identified inconsistencies in the clinical approach to
interpreting computerised CTG traces, and the subsequent need to act.

‘On the six occasions whenever the criteria were not met, the numbered
reasons were not documented in the woman and pregnant person’s
handheld notes or commented upon by clinicians. There is no evidence to
suggest that clinicians explored why the criteria were not being met. The
different numbered reasons were not escalated and no precise plan to
address the specific reasons for the criteria not being met was put in place.

‘... the clinicians in maternity triage that they were not familiar with what
the ‘'number’ codes specifically referred to in the analysis. The local
guideline, ‘Use of computerised CTG (cCTG)’, does not refer to the codes...

5.4.23 The interpretation of CTG has been suggested to be at high risk of ‘human
error’ (NHS England and NHS Improvement, 2019). The presentation of
information, the reliability of equipment to provide trusted information and
the availability of systems to support interpretation are all factors identified
within this review as likely to influence human reliability in interpreting a
CTG trace. The reliability of any human can only ever be as good as the
system designed to support them. Therefore, the term ‘human error’ would
seem inappropriate in the context of well-recognised issues relating to the
usability and reliability of existing equipment.

5.4.24 Effective processes to support clinicians at the bedside and guarantee
escalation were not evident. The approach to safety relies on staff members’
recall of training, which, as suggested earlier, is not consistently occurring.

‘There was a tendency towards waiting for the CTG to improve or
normalise, which seemed to negate the previous abnormal period of
monitoring and possible evidence of a potentially compromised baby.’

5.4.25 One of the cases reviewed suggested that there was a change in the way CTG
reviews were undertaken during the first peak of the COVID-19 pandemic.

‘The HSIB investigation team learnt that when a senior review is requested
for a CTG, clinicians occasionally review the CTG trace on the central
monitoring system rather than attending a Mother’s [woman and pregnant
person] delivery room. The central monitoring system enables clinicians to
view on a large screen all the CTG traces that are in progress on the delivery
suite. The HSIB investigation team learned that staff considered it preferable
to enter a Mother’s [woman and pregnant person] delivery room to review
the CTG trace ... during the COVID-19 pandemic there had been an increase
in clinicians reviewing the CTG via the central monitoring system ...
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Differentiating maternal and fetal heartrate

5.4.26 The cases reviewed demonstrate the risk of mistaking a woman and
pregnant person’s heart rate for the fetal heart rate. The national guidelines
state that clinicians should ‘differentiate between fetal and maternal heart
rates hourly’ (National Institute for Health and Care Excellence, 2017). This
review suggests that this may be a challenge for clinicians. This may be
influenced by the experience of the clinician and how the information is
recorded and presented.

‘.. the Baby’s and the Mother’s [woman and pregnant person] pulse rates
were similar at the time of starting CTG monitoring ... it is possible with the
benefit of hindsight having reviewed the CTG's, that the Mother’s [woman and
pregnant person] pulse rate was being recorded from the start of the CTG!

5.4.27 It is well recognised that the way information is presented influences how
reliably people can accurately read and synthesise it. The case quoted
above led to HSIB making the recommendation for the Trust to ensure
that the local partogram (a graph in which all the relevant observations
of a woman and pregnant person and the unborn baby during labour
are written) is updated to include all vital sign observations (such as
temperature, blood pressure, heart rate, respiration rate) of the woman and
pregnant person alongside the baby’s observations (such as heart rate) to
provide a clear picture of their wellbeing during labour.

5.4.28 The way fetal heart rate monitoring equipment is applied may also influence
clinicians’ ability to differentiate between a woman and pregnant person’s and
the fetal heart rate. The usability of CTG and FSE equipment influences the
reliability of its use and subsequently the reliability of the information provided.

‘... the FSE was found to be attached to the Mother’s [woman and pregnant
person] cervix. The FSE was repositioned and CTG monitoring was
recommenced ... The FSE was not recording the Baby’s heart rate’

5.4.29The risk of confusion between heart rates was acknowledged in an alert
from the Medicines and Healthcare products Regulatory Agency (MHRA)
(2002). This alert suggests that actions should include making clinical staff
aware of the limitations and risk of the equipment preventing disassociation
between the woman and pregnant person’s and baby’s pulse. The MHRA
advises the use of additional equipment to record the woman and pregnant
person’s pulse, for example, pulse oximetry, to enable a comparison between
the readings obtained. The unreliability of the equipment requires clinicians
to manage this risk. This implies that in a time-critical situation they have to
judge the degree of trust they have in the information presented on fetal
heart rate, which provides a level of uncertainty.

‘ Click here for contents page 73



‘... clinicians considered that there may be a problem with the transducer
as this had occurred before ... For this reason the transducer was changed
and at 03:20 hours the Baby’s heart rate was recorded by one clinician as
55 bpm and by another as 92 bpm. A second USS [ultrasound scan] was
performed by a member of the obstetric team ... The CTG and USS may
have been falsely reassuring and the changing of the leads and equipment
added to the delay.’

5.4.30The design and choices made in the procurement of equipment may also
influence the ability to monitor heart rates continuously and to meet all
the requirements of a woman and pregnant person in labour, for example,
enabling them to be as mobile as possible as suggested by guidance
(National Institute for Health and Care Excellence, 2017).

‘.. that it is usual practice at the Trust to disconnect a CTG to allow a
Mother [woman and pregnant person] to use the toilet if there had been
no concerns with the tracing ... Telemetry (wireless monitoring) ... would
allow the Mother [woman and pregnant person] to mobilise during labour
including using the toilet whilst maintaining continuous CTG monitoring.
Staff reported that there are not enough telemetry units available to allow
every Mother [woman and pregnant person] who requires continuous
monitoring to use this technology.

5.4.31 The impact of the existing procurement process within the NHS and
monitoring through use of CTG equipment is covered in depth by a
previous HSIB report on fetal heart rate monitoring (Healthcare Safety
Investigation Branch, 2021d).

5.4.32The RCOG (2015a) suggests ‘several practical things you can do’ to
enhance the reliability of measuring the fetal heart rate. These all rely on
the behaviours or actions of clinicians, which could be influenced by the
context and the system in which they are required to monitor a baby’s
wellbeing. For example, their actions could be affected by equipment
issues, time pressure, competing tasks and high workloads. There appears
to be a need to consider the inherent reliability of the tools relied on by
clinicians to enable the evaluation of fetal wellbeing.

HSIB makes the following safety recommendation
Safety recommendation R/2021/148:
HSIB recommends that the Department of Health and Social Care commission a

review to improve the reliability of existing assessment tools for fetal growth and
fetal heart rate to minimise the risk for babies.
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5.5 Maternity telephone triage calls

Pre-admission telephone triage provides the gateway for women and
pregnant people to raise concerns and allows healthcare staff to identify
whether there is a need for a person to attend the maternity unit for
further assessment or closer monitoring after some interactions. The
communication at this point is between the woman and pregnant person
or their support partner and a member of hospital staff. The variability in
how information is conveyed over the telephone is influenced by the style
of communication. How the clinician receives the information is influenced
by their knowledge of the subject in the context of the healthcare
environment.

Pre-admission triage call

5.51 A telephone triage call provides an opportunity to recognise critical cues
and make critical judgements and decisions, which may impact upon
subsequent actions and outcomes. This review has identified that maternity
triage is an important safety control and any loss of information at this
critical stage may prevent staff from identifying signals which may indicate
emerging problems with a person’s pregnancy. These symptoms and signs
may be subtle, so effort is required to ensure they are not missed.

5.5.2 The work arrangements within a triage area will influence which staff
may respond to incoming telephone calls. The level of staff members’
qualification, competence and expertise may vary.

‘... she had telephoned the Trust in the morning and that the clinician she
talked with was a student midwife ..’

‘... the second triage call was answered by a member of the support staff’

5.5.3 HSIB investigations indicate that variability in staff qualifications may
influence the quality of the questioning of women and pregnant people,
who are often in pain or anxious. The organisational strategy and capability
to support maternity staff to manage the workload of a maternity unit and
accommodate staff breaks, will determine how likely it is that a suitably
qualified person is available to respond to calls. One consequence of
the COVID-19 pandemic, as suggested earlier in this review, is a negative
impact on staffing levels. However, the extent of the impact of low staffing
levels on the way triage telephone calls were managed, compared to
normal practices, is not clear.
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‘The Mother [woman and pregnant person] reported that a second call was
made as advised, following ongoing concerns with the Baby’s movements
.. during the telephone call the clinician expressed that they “were not
concerned about the Baby’s movements”. The call proforma was not
completed at the time of this call ... the maternity triage unit was extremely
busy at this time, there were five women and pregnant people in the
maternity triage unit, the clinician was also responsible for answering and
documenting phone calls made to the triage assessment unit.’

5.5.4 The number of calls made by a woman and pregnant person during their
pregnancy may suggest the level of their concern or the presence of more severe
or persistent symptoms. A reliable system is needed to ensure all calls are logged,
so that all staff answering calls can see how often a person has called.

‘Local guidance states women and pregnant people who telephone the
maternity unit for advice should be seen following their third call in a 24-
hour period.

‘... It is not usual practice to add a summary from the telephone assessment
onto the Mother’s [woman and pregnant person] electronic patient record.
There is no system in place within the triage department to monitor the
frequency of calls being made by women and pregnant people into the
department’

5.5.5 NICE guidance (2017) requires clinical staff to document the advice they
have provided in a triage context. This review established that the reliability
with which this happens may vary.

‘The fact that the second call was not recorded on the triage call proforma
means that other clinicians were unaware of how many calls the Mother
[woman and pregnant person] had made, the advice given and the
ongoing issues that were identified at each call’

5.5.6 Safety netting describes the information and advice provided to parents to
ensure they are aware of general and specific risks that they should look out
for. This advice may be delivered verbally or through leaflets and is tailored
to risks that staff consider most relevant to the woman and pregnant person.
In the cases reviewed, generally the advice provided reflected national
guidance; however, there were suggestions that this standard was not
always achieved (Healthcare Safety Investigation Branch, 2021b).

‘... she was asked to “eat chocolate so that the Baby would move” and that
she understood that staff were concerned about the Baby’s heartbeat.
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5.5.7

5.5.8

559

5.510

‘... the Mother [woman and pregnant person] reported that her Baby was
moving less than normal and was informed to expect this at the end of
pregnancy due to the size of the Baby.

The woman and pregnant person’s perception of patterns in fetal movement
is considered important (Norman et al, 2018). How a woman and pregnant
person communicates their perception of reduced fetal movement, the

risk interpreted by staff receiving the woman and pregnant person’s
observations and variability in the advice communicated to manage the risk
will determine how successfully information is communicated.

The woman and pregnant person’s ability to assess and understand
the symptoms and signs they should look out for in late pregnancy is
influenced by the information provided on what would be considered
‘normal” and what is concerning.

‘... the Mother [woman and pregnant person] and Father [partner] could
not recollect being advised how long to observe the Baby’s movements,
how to monitor them when the contractions were making it difficult to
assess or what sort of movement or lack of movement they should be
concerned about!

‘... generally women and pregnant people are informed that towards the
end of pregnancy movements may change to a ‘squirm rather than a poke’
and that they should still feel regular movements throughout the day.’

The need for staff to ask parents questions in a meaningful way in order to
understand clinical risk is not unigue to maternity care. This issue exists in
other healthcare contexts and presents challenges to ensure an accurate
description of symptoms. The development of questions to extract
information on relevant symptoms can increase the quality and reliability
of the questions asked. The use of decision aids can assist clinicians make
decision and judgements based on the risks described (Greenhalgh, 2016).

The style of communication and the language used may also influence the
level of urgency, perceived by parents, to attend the hospital.

‘When the Father [partner] called the delivery suite later that day at
approximately 21:30 hours, five hours later and reported there were now
some concerns with their Baby’s movements they were advised to attend
the delivery suite for CTG monitoring. They recalled that advice given
appeared to be a “choice” for them to make rather than a recommendation.
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5.511 It is recognised that the use of passive or active language can influence
how effectively messages are communicated. The way instructions
are phrased and delivered is acknowledged as a potential barrier to
communication when the intention is to ensure that a specific action
is completed (Flin, 2008). In the context of stressful situations and
demanding work environments, strategies for effective communication
between parents and staff need to minimise all barriers in order to help
staff make reliable decisions and take action within limited timeframes. The
purpose of telephone triage is to enable clinicians to reliably capture and
interpret information about the woman and pregnant person’s condition;
this review has identified significant variability in the reliability and
effectiveness of communication in telephone triage.

5.512 The evidence from the review identifies the critical importance of a
pre-admission telephone triage service and the provision of consistent
assessment and advice.

HSIB makes the following safety recommendation

Safety recommendation R/2021/149:

HSIB recommends that NHS England and NHS Improvement leads the
development of minimum operating standards for pre assessment maternity
telephone triage services to support safe and consistent telephone triage to ensure
reliable identification of risks.

Communication and assessment of risk and safety netting

5.513 A core principle of healthcare, required by law, is that service users should be
informed of relevant risks associated with their care (Supreme Court, 2015).
This has been re-emphasised in the recently published Ockenden report.

‘Women must be enabled to participate equally in all decision making
processes and to make informed choices about their care’
(House of Commons, 2020)

5.514 The General Medical Council (2020) has published new guidance on decision
making and consent. This guidance explains that the exchange of information
between the doctor and the woman and pregnant person is essential and that
supported decision making and consent are fundamental to good practice.

5.515 This review highlights several factors which are considered to influence
how the communication of risks may occur and how communication issues
may affect shared decision making. The holistic approach adopted by staff
may determine how they deliver information relating to potential relevant
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risks. Concern for the woman and pregnant person’s level of distress may
reduce the emphasis they place on a potential risk.

‘... staff offering the IOL [induction of labour] did not want to make

the Mother [woman and pregnant person] anxious and felt that the
communication used to deliver the message was done in a sensitive
manner to avoid causing unnecessary distress ... the Mother [woman and
pregnant person] said that she did not understand that there was any
potential risk to the Baby as the movements were still reduced.

‘The Mother [woman and pregnant person] shared with the HSIB
investigation team that, when she had asked why the USS [ultrasound
scan] was required, staff explained to her that larger babies sometimes
have “a little trouble”. The risk of having a large baby increasing the risk of
uterine rupture was not discussed.’

Interpretation services

5.516 Information or verbal communication in a language and format that is
accessible to parents is essential to support the communication of relevant
risks and to enable situation assessment by staff. Variability in the provision
of or access to information in a relevant language/format suggests that
an organisation’s system is vulnerable in terms of ensuring patients’ full
understanding of risk and enabling shared decision making.

5.5.17 There are high standards and expectations in place for the provision of
interpretation services during maternity care, which reflect the legal rights of
all patients. The standards stipulate that the need for interpretation services
should be established early in the maternity care pathway. Interpretation and
interpretation services should be provided and be of high quality, accessible
and responsive to a patient’s linguistic needs, and relatives should not act as
interpreters (Royal College of Obstetricians and Gynaecologists, 2008).

5.5.18 This review identified variable adherence to guidance on the use of
interpretation services. In the 37 investigations reviewed, 8 (22%) of those
concerning families whose first language was not English highlighted a lack of
access to interpretation services. In four of these eight cases it was possible
to identify that this affected the care received. These cases highlighted
that typically relatives act as interpretors where unplanned maternal care is
provided, for example, a telephone call or attendance at the triage unit, or
when a timely or appropriate interpretation service cannot be provided, for
example accommodating local dialects. The inability to identify timely or
appropriate interpretation services presented the greatest risk to the safety of
women and pregnant people and babies during unplanned admissions.
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5.519

‘The HSIB investigation team learned from the Mother [woman and pregnant
person] that she was offered an interpreter and declined as it was thought
that if there was anything she did not understand the Father [parent] would
be able to assist. During the pregnancy there was the outbreak of the
COVID-19 pandemic and the Father [parent] was no longer permitted to
attend the appointments’

‘... staff tried to arrange a face-to-face interpreter for these appointments.
An interpreter who spoke the mother’s [woman and pregnant person’s]
language was not available and the telephone services had to be used

on both occasions. ... it can be difficult to get a face-to-face interpreter
and ... the usual practice for using the interpreting service is via telephone
interpreters as this was usually easy to organise.’

The review identified instances where trusts had interpreted national
COVID-19 guidance as prohibiting partners from accompanying women
and pregnant people either to antenatal appointments or into a maternity
unit until confirmed labour was established. This interpretation of guidance
meant that a partner who would have been relied on to interpretate was
not present. Although guidance states that partners should not be relied
on to interpretate for women and pregnant people during pregnancy, as
highlighted in the previous paragraph it appears that in some periods of
maternity care, particularly in emergency or unplanned admissions, this can
become a necessity. This review has highlighted cases where this risk was
not managed during the COVID-19 pandemic.

5.5.20The review identified a lack of robustness in the system of interpretation

5.5.21

service provision to support all maternity care, planned and unplanned.
The adjustment to guidance during the COVID-19 pandemic created the
unexpected consequence of women and pregnant people being without
any form of translation or support in the early stages of labour or when
they found out that their baby had died.

The inconsistent provision of interpretation services is not unique to
the COVID-19 pandemic - it is a challenge in normal circumstances
(MBRRACE-UK, 2017b). The impact, suggested by this review, includes
a reduction in the quality and reliability of the information shared with
parents to inform their understanding and decision making.

‘... the use of an interpretation service for these conversations would have
enabled the Mother [woman and pregnant person] and Father [partner] to
understand their situation and the information given to them.
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5.5.22 The investigations saw some cases where routine appointments were
delayed to ensure an interpreter was present. This suggests the need for
clinicians to manage the risk associated with language as a barrier relative
to the delay to the delivery of care. The ability of healthcare services to
deliver interpretation services does not appear to be resilient and it may not
be feasible in all circumstances. Reflecting limitations within guidance and
stress testing of systems may provide valuable learning for organisations.

HSIB makes the following safety recommendation

Safety recommendation R/2021/150:

HSIB recommends that NHS England and NHS Improvement develop minimum
operating standards for interpretation services in maternity care which will include
a communication risk assessment.

Organisational preparedness for predictable safety-critical scenarios

5.5.23 The ability of staff and organisations to implement and adhere to
guidance/policies can be influenced by the clinical and workplace context
and demands placed on healthcare systems (Vincent and Amalberti, 2016).
Safety can be compromised by the gaps, which evolve over time, in how
work is prescribed within policies, how organisations imagine work can be
achieved and how staff accommodate system demands and work is usually
done (Braithwaite et al, 2015).

5.5.24 Understanding and acknowledging how a system influences the way
work is done by staff in predictable circumstances can provide invaluable
information to understand how existing risks may be magnified, influencing
how services respond to unpredictable or unexpected circumstances
(Hollnagel, 2014). This can inform a prospective assessment of risk, including
understanding how practicable and achievable guidance remains in the
context of the organisational environment and demands (Sujan, 2015).

5.5.25 Guidelines suggest that at birth the condition of the baby should be
assessed. Based on these guidelines neonatal resuscitation was deemed
necessary for at least 9 of the 37 cases reviewed (Resuscitation Council
UK, 2015). This allows for uncertainty about when the stillbirth occurred
during labour and an opportunity to preserve life.

5.5.26 Prior to a birth, staff specially trained in neonatal resuscitation should be
in attendance if intrapartum fetal distress has been identified. Equipment
should be prepared, and a briefing undertaken where time allows. The need
for resuscitation at birth is suggested as a ‘predictable event’ (European
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Resuscitation Council, 2015), which suggests the environments used for
delivering babies and the staff attending should have the required equipment
and skills (National Institute for Health and Care Excellence, 2017).

5.5.27 The reports included in this review showed that the calling of neonatal
support prior to the birth of a baby considered to be in distress did not
consistently happen as recommended (National Institute for Health and
Care Excellence, 2019b; Resuscitation Council UK, 2015).

‘Following birth, the clinical co-ordinator requested the attendance of
a neonatal nurse who arrived to provide assistance when the Baby was
approximately 4 minutes of age’

5.5.28 Additional delays to some emergency responses were reported due to
adjustments made as a result of the COVID-19 pandemic.

‘The neonatal nurse described having been supported to don the required
COVID-19 PPE [personal protective equipment] prior to entering the
operating theatre, which took approximately 2 minutes.

‘... the resuscitaire used in the obstetric theatre had recently been moved
from a standalone room between two maternity operating theatres into the
operating theatre. This was to accommodate a secure area for all staff to
prepare themselves in PPE’

5.5.29 The early arrival of neonatal support can ensure the equipment that might
be required is available and can be checked.

‘... the first member of the neonatal team arrived in the labour ward
delivery room at the same time that the Baby was born. This meant that
they did not have time to prepare the equipment in the way that they
usually would.

5.5.300n some occasions, staff members’ confidence in the reliability and
availability of the equipment available to support resuscitation appeared to
be under guestion.

‘Staff were unable to hear a heartbeat and swapped the stethoscope for a
different one in case the original was faulty. The Baby’s airway was suctioned,
with ‘thick meconium’ documented. The staff were concerned that the suction
may be faulty and a second resuscitaire was brought into the room.

‘... clinicians needed to obtain the necessary kit from the maternity
operating theatre, leading to a delay. It is not clear what standard
equipment is available in each delivery room ... some rooms contain the
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equipment and some rooms have a sign reminding the team that the
supplementary equipment needed for an advanced resuscitation is located
in the maternity operating theatre’

5.5.31 Adjustments in the physical layout of environments during the pandemic
changed the environment in which staff were working. Staff may have
benefited from simulation activities to ensure they could continue to
practise safely in planned and emergency situations in this new context.

‘The oxygen saturation monitor cable was too short for the machine to

be placed in an upright position and had to be laid on its side. EQuipment
was placed on the floor due to lack of space causing a hazard to staff.
The checking of instruments and swab count was impacted due to limited
space. The neonatal staff were constrained and could not move freely
around the resuscitaire. The member of staff assigned to scribe during
the resuscitation was unable to see the clock on the resuscitaire. Staff
described to the HSIB investigation team that the operating theatre felt
“crowded”. This changed the environment and flow of work, adding to
increased stress for the whole team”

5.5.32 In maternity care simulation is currently seen as a method to identify and
address ‘personal and team behaviours’ and seek behavioural change
(Royal College of Obstetricians and Gynaecologists, 2015a). In other safety-
critical industries simulation is a tool within existing safety management
systems (see appendix 3) which is used to consider modifications
to processes and environments. Insitu simulation is recommended in
healthcare to assist in the identification of system issues in high-risk
settings (Patterson et al, 2013).

5.5.33 Existing systems, equipment, and environments to support neonatal
resuscitation do not appear to consistently enable all staff to act and
respond as required by guidance. The expertise available to attend
neonatal resuscitations may also be compromised depending on the acuity
and work demands within a maternity unit.

‘A junior neonatal doctor was called to attend the Caesarean Section,
which was not in line with local guidance (Attendance at deliveries, 2018)
which states that in the presence of meconium with any evidence of

fetal compromise a more senior doctor is required to attend. The HSIB
investigation team learnt that the senior doctor was reviewing another
paby on the NICU [neonatal intensive care unit] and the plan was that they
would attend once the safety of the Baby on NICU had been assured.’
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5.5.34 The additional challenges caused by the COVID-19 pandemic led to
organisational adjustments; these influenced the expertise of doctors attending
a call for neonatal resuscitation and created the requirement to don PPE.

‘The Baby was born during the COVID-19 pandemic. To manage the impact
of the pandemic on the Trust the rota for the neonatal team was changed.
The HSIB investigation team learnt that resuscitations are usually initially
attended by a tier one [junior] doctor. During COVID-19 time the tier one
role was covered by a tier two [senior] doctor’

5.5.35 This review has highlighted gaps between how neonatal resuscitation is
expected or imagined to work and how it may actually happen. There
was no evidence of clear prospective risk assessment (evaluation of the
potential for harm, see section 2.3.5) to determine how existing challenges
and adjustments made during the COVID-19 pandemic may influence
emergency procedures in maternity services. The cases reviewed provide
examples of how the system impeded staff members’ ability to respond.

HSIB makes the following safety recommendation

Safety recommendation R/2021/151:

HSIB recommends that NHS England and NHS Improvement develop a framework
to support Trusts to anticipate operational risk in maternity services when
delivering neonatal resuscitation.

HSIB makes the following safety observation
Safety observation 0/2021/127:

It may be beneficial if multidisciplinary simulation is considered as a tool to support
prospective risk analysis for neonatal resuscitation.
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6.1

6.2

6.3

6.4

Conclusion

This review has identified a series of factors during the COVID-19 pandemic
which have influenced the care associated with the 37 cases of intrapartum
stillbirth reviewed. The findings suggest that many of the existing

safety issues are known to maternity care providers but may have been
exacerbated further during the pandemic. This includes the sustainability of
staffing levels in maternity units. This review highlights how the maternity
system aimed to balance the risk associated with the uncertainty and
emerging evidence about the transmission of COVID-19 with the risk of
clinical assessments relied upon to manage the risk to the wellbeing of
women and pregnant people and their babies.

The findings of this report highlight the adjustments made to limit face-
to-face interactions, local guidance, approaches to antenatal scanning
practices, and an increased use of remote consultations. The move to remote
consultations required integrated technical systems and reliability in the
recording of information across maternity settings. Insufficiencies in existing
systems sometimes impeded these consultations and may have affected
clinical decision making.

The experience of parents was clearly influenced by the restrictions on
partners attending healthcare settings with the woman and pregnant person,
with some suggestion that these limitations may have influenced a woman
and pregnant person’s decision making about when to go to hospital. A
further unintended consequence was the restriction in communication for
women and pregnant people whose first language was not English.

As part of their safety management systems, (see appendix 3) organisations
in other safety-critical industries undertake a process which informs how
risk and organisational performance is influenced by service design and
modification. These industries do not rely solely on the use of guidance and
learning from incidents but adopt a prospective approach to understanding
and managing risks within the system. The assessment of risk is based

on understanding the likelihood of an event, for example fetal growth
assessment being accurate, and the severity of the consequence, such as
stillbirth. In these industries any identified risks may be subject to detailed
analysis to provide an overview of the probability of risk and human
reliability within the system (Health and Safety Executive, 1999). This may
include analysis of individual tasks, for example the reliability of fetal size
assessments, and the potential for failure in completion of the task, such as
the probability the assessment will be accurate, which may in turn consider
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factors likely to influence the performance of such assessments, including
the work context, workload and fatigue. This enables organisations to
provide transparency and acknowledge inherent risks within a system.

6.5 In conclusion, this review recognises that the current maternity system, over
recent years, has been addressing a number of systemic risks to reduce
stillbirths through national initiatives with some evidence of success. The
COVID-19 pandemic, in this already challenged system, may have put extra
strain on organisations. This would have been a challenge for any safety-
critical organisation, but especially one without a comprehensive system for
Managing safety.

HSIB makes the following safety observation
Safety observation 0/2021/128:
It may be beneficial if expertise applied within other safety critical industries is

integrated into the development and implementation of a maternity-focused
proactive safety management system.
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7 Safety recommendations and safety
observations

1 Guidance

In response to the changing situation and developing understanding of risks during
the first wave of the COVID-19 pandemic, a large volume of rapidly changing
guidance was produced. Despite best efforts to make this accessible to staff,
investigations found variation in local implementation, difficulty in assimilating the
changes and in one instance an important discrepancy between two sets of current
national guidance on the management of reduced fetal movements.

2 Management of risk

Although the NHS identified continued provision of maternity services as a
priority, operational changes were made to reflect the need to reduce the risk
of transmission of infection. In all the cases reviewed, the women and pregnant
people received the recommended number of appointments and scans, and
appropriate bereavement care was provided. Some face-to-face antenatal
(pre-birth) visits were replaced with remote consultations, resulting in fewer
opportunities to perform physical examinations such as symphysis-fundal height
measurement (measurement of the size of the uterus which is used to assess a
baby’s growth during pregnancy), and carbon monoxide testing (a simple non-
invasive breath test which gives women an immediate indication of the carbon
monoxide level in their body) was paused. Some hospital ultrasound scans were
stopped or delayed during this period.

3 Telephone triage

Difficulties in communication were identified, relating to the availability

and presentation of clinical records, documentation and communication of
information from triage calls, and availability of interpretors particularly in urgent
circumstances. The usual reliance on family members to provide translation
support, which is not in line with national guidance, was emphasised when policies
were introduced requiring women and pregnant people to attend antenatal
appointments alone.

4 Interpretation services

The review identified that family members do provide translation support when
interpretation services cannot be provided by the local maternity service, even
though this is not in line with national guidance. However, during the first wave
of the pandemic, when women and pregnant people were required to attend
antenatal appointments alone, the provision of interpretation services was even
more critical.
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5 Work demands and capacity to respond

Changes were identified in work processes, staffing levels and physical layout of
the space in which staff were working, resulting from the pandemic. Memlbrane
sweeps (a midwife or doctor uses a single finger to sweep around the cervix),
designed to reduce the need for formal induction of labour, were stopped in some
centres, to reduce the infection risk associated with more prolonged contact
between patients and staff. Some of the necessary changes made to the physical
space, for example to enable staff to don and doff (put on and take off) personal
protective equipment, had unintended and unforeseen consequences in terms of
the usability of equipment in its new position.

6 Neonatal resuscitation

The review highlighted gaps between how neonatal resuscitation (delivery of
inflation breaths with or without chest compressions) is expected or imagined to
work and how it actually happens. This issue has been highlighted in other types
of national reports. The review identified that existing systems, equipment and
environments to support neonatal resuscitation do not appear to consistently
enable all staff to act and respond as required by the guidance.

Conclusion

This HSIB national learning report has identified significant efforts to maintain good
care for patients during an unprecedented pandemic and the resulting changes in
healthcare systems. HSIB makes safety recormmendations safety observations to
reduce variation and improve safety regarding remote consultation, communication,
monitoring of fetal wellbeing, triage, and availability of interpretation services.
Further safety recommendations relate to taking a proactive approach to the
assessment of patient safety risks and the use of an overall safety management
system in maternity care, as used in other safety-critical industries.

HSIB makes the following safety recommendations

Safety recommendation R/2021/144:

HSIB recommends that NHS England and NHS Improvement leads work to
develop a process to ensure consistency and clarity across national maternity
clinical guidance.

Safety recommendation R/2021/145:

HSIB recommends that future iterations of the Royal College of Obstetricians
and Gynaecologists’ guidance clarify the management of a reported change
in fetal movements during the third trimester of pregnancy with due regard to
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national policy.

Safety recommendation R/2021/146:

HSIB recommends that NHS England and NHS Improvement leads work to collate
and act on the evidence on the risks and benefits associated with the use of
remote consultations at critical points in the maternity care pathway.

Safety recommendation R/2021/147:

HSIB recommends that NHSX develops specifications for electronic patient record
(EPR) systems that require adherence to national interconnectivity standards for
the exchange of core maternity healthcare information. The specifications should
include functionality to enable both women and pregnant people and professionals
to add to the record, and also support alerting functionality.

Safety recommendation R/2021/148:

HSIB recommends that the Department of Health and Social Care commission a
review to improve the reliability of existing assessment tools for fetal growth and
fetal heart rate to minimise the risk for babies.

Safety recommendation R/2021/149:

HSIB recommends that NHS England and NHS Improvement leads the development
of minimum operating standards for pre assessment maternity telephone triage
services to support safe and consistent telephone triage to ensure reliable
identification of risks.

Safety recommendation R/2021/150:

HSIB recommends that NHS England and NHS Improvement develop minimum
operating standards for interpretation services in maternity care which will include a
communication risk assessment.

Safety recommendation R/2021/151:

HSIB recommends that NHS England and NHS Improvement develop a framework
to support Trusts to anticipate operational risk in maternity services when delivering
neonatal resuscitation.
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HSIB makes the following safety observations

Safety observation O/2021/126:

It may be beneficial if further work is done to understand the specific aspects of the
healthcare system which could explain the disparity in the experience and risk for
women and pregnant people from Black, Asian and minority ethnic backgrounds
and those with higher socio-economic deprivation.

Safety observation 0/2021/127:
It may be beneficial if multidisciplinary simulation is considered as a tool to support
prospective risk analysis for neonatal resuscitation.

Safety observation 0/2021/128:

It may be beneficial if expertise applied within other safety critical industries is
integrated into the development and implementation of a maternity-focused
proactive safety management system.
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Appendix 1 Maternity guidance

National Institute for Health and
Care Excellence clinical guideline:
Antenatal care for uncomplicated
pregnancies (National Institute for
Health and Care Excellence, 2008
(last updated 2019))

COVID-19 pandemic guidance

Ideally 10 weeks’ gestation: booking

appointment. Discuss past medical/

obstetric history, care pathway, place
of birth, antenatal classes, maternity

benefits, undertake screening blood

and urine tests.

Coronavirus (COVID-19) infection in
pregnancy version 1, 9 March 2020
(Royal College of Obstetricians and
Gynaecologists and Royal College of
Midwives, 2020a)

Maternity units to rapidly seek

to adopt teleconferencing and
videoconferencing capability and to
consider what appointments may be
conducted remotely.

Two routine ultrasound scan
assessments:

* between 10+0-13+6 weeks’
gestation, for dating and additional
screening for chromosomal
anomalies if so desired

» fetal anomaly scan between 18+0-
20+6 weeks’ gestation. Dependent
on any maternal or fetal risk factors
the clinical and ultrasound scan
appointments may increase in
frequency.
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Guidance for antenatal and postnatal
services in the evolving coronavirus
(COVID-19) pandemic version 1, 30
March 2020

(Royal College of Obstetricians and
Gynaecologists and Royal College of
Midwives, 2020i)

If capacity for scanning was
compromised, to prioritise ultrasound

scans in the order of:

* anomaly scan at 18+0-23+0 weeks’
gestation

* dating * screening scan at 11+2-14+1
weeks’ gestation

* growth scans.
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Nulliparous women and pregnant
people = 10 ante natal (AN)
appointments.

Multiparous women and pregnant
people = 7 AN appointments.

* symphysis-fundal height (SFH)
recorded at each an appointment
from 24/40 weeks.

* 28 weeks appointment

* 31 weeks appointment (nulliparous
people)

* 34 weeks appointment

* 36 weeks appointment to discuss:
infant feeding, signs of labour,
vitamin K, care of newborn.
Abdominal palpation for fetal
presentation from 36/40 onwards,
offer external cephalic version
(ECV) between 36 - 37/40 for
breech presentation.

» 38 weeks discuss: options for
management of prolonged
pregnancy.

* 40 weeks’ (nulliparous people)

* 41 weeks offer membrane sweep.
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Coronavirus (COVID-19) infection in
pregnancy version 5, 28 March 2020
(Royal College of Obstetricians and
Gynaecologists and Royal College of
Midwives, 2020d)

Advises maximising the use of
remote antenatal consultations and
considering:

* the suspension of carbon monoxide
(CO) monitoring as a precautionary
measure over concerns of
coronavirus transmission

* reducing inductions of labour (IOL)
where they are not deemed clinically
strictly necessary

* reducing growth scans where there
is not a strict guideline-based reason
for them.
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Offer induction of labour (IOL)
between 41+0 and 42+0 weeks.

In the case of identified maternal

or fetal risk factors, IOL or birth by
elective caesarean section may be
recommended at an earlier gestation.

Guidance for antenatal and postnatal
services in the evolving coronavirus
(COVID-19) pandemic, version 1, 30
March 2020

(Royal College of Obstetricians and
Gynaecologists and Royal College of
Midwives, 2020i)

Maintain essential monitoring and
that ‘many elements of antenatal care
may require in-person assessment in
particular blood pressure and urine
checks, measurement of fetal growth
and blood tests’.

Recommends a minimum of 6 face-to-
face antenatal consultations.
Consideration of appointments from
41+0 weeks’ gestation to be followed
immediately by either an outpatient
or inpatient IOL to avoid a further
attendance.
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Coronavirus (COVID-19) infection in
pregnancy guidance version 6, 3 April
2020

(Royal college of Obstetricians and
Gynaecologists and Royal College of
Midwives, 2020e)

Women and pregnant people to

be permitted and encouraged to

have a birth partner present with

them in labour and during the birth’.
Acknowledgement that there would be
an expectation to restrict the number
or swapping of birth partners, and that
some/all visitors may be restricted in
the ante and postnatal settings, in line
with individual hospital policies.
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Guidance for the provision of midwife-
led settings and homebirth in the
evolving coronavirus (COVID-19)
pandemic, 9 April 2020

(Royal College of Obstetricians and
Gynaecologists and Royal College of
Midwives, 2020h)

Providing safe services means
balancing the response to the COVID-19
pandemic with the continuing need to
manage obstetric risk.

The need for the suspension of some
services is acknowledged, with a potential
conseguence on place of birth choice.

Secondary considerations for place
of birth, away from an obstetric-led
maternity unit includes the potential
impact on transfer times, with the
increase burden placed on the
ambulance services.

Different phases of response escalation
were suggested dependent on
midwifery shortages and ambulance
service provision in an attempt to
maintain all place of birth options for as
long as possible.
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Coronavirus (COVID-19) infection in
pregnancy version 7, 9 April 2020
(Royal College of Obstetricians and
Gynaecologists and Royal College of
Midwives, 20209)

Increasing anxiety around COVID-19
transmission in hospital and attending
maternity services, particularly

when located in hospitals, may

cause significant anxiety about the
possibility of contracting COVID-19.
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Guidance for antenatal and postnatal
services in the evolving coronavirus
(COVID-19) pandemic: version 3.0, 21
October 2020

(Royal college of Obstetricians and
Gynaecologists and Royal College of
Midwives, 2020j)

The need to ensure wider
dissemination of information to all
user groups was highlighted; ‘such
information should be available in
community languages other than

in English and in visual or easy to
understand formats as far as possible
- where such interpretation services
are not available consideration

should be given to providing local
community online groups and radio
stations with information about any
service changes to enable them

to share key information with the

local communities’. Accessing more
vulnerable groups of women and
pregnant people was also addressed in
this guidance with advice to prioritise
face-to-face contacts for women and
pregnant people with an increased
risk of complications due to COVID-19,
including women and pregnant people
from all ethnic minorities (excluding
White minorities) or Black, Asian

and ethnic minority backgrounds
(excluding White minorities) and
women and pregnant people living in
socio-economic deprivation.
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Appendix 2 Demographic and clinical details
of the 37 women and pregnhant people

Characteristics of women and pregnant people whose cases were the subject

of intrapartum stillbirth investigations

Age bracket under 20 1
20 to 24 5
25to 29 13
30 to 34 9
35to0 9
Body mass index (BMI) below 18.5 0
between 18.5and |14
24.9
between 25 and 10
29.9
between 30 and 12
39.9
above 40 1
Ethnicity (using NHS Office for Any White 21
National Statistics codes) background
Asian or Asian il
British
Black or Black 5
British
Number of women and pregnant Yes 5
people with pre-existing medical
condition No 32
Deprivation score 1to 2 9
(1= most deprived
10= least deprived) Sto4 13
5to6 5
7to 8 4
9to 10 1
Unknown 5
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First pregnancy (no previous births) | Yes 22
at start of this pregnanc
Pred y No 15
Gestation at time of stillbirth 37 to 37 weeks + 6 |2
days
38 to 38+6 3
39 to 39+6 5
40 to 40+6 N
41 to 41+6 14
more than 42 2
Did the parents consent to a post- Yes 20 (54%)
mortem examination?
No 17 (46%)
Was the placenta sent to Yes 37 (100%)
histopathology?
No 0
Number of women and pregnant Yes 0}
people who attended the intensive
care unit prior to death No 37
Was the person suspected of having | Yes 1
COVID-19 in pregnancy?
Pred y No 34
Unknown 2
Any potential COVID-19 symptoms: Yes 5
cough, temperature, loss of smell.
No 30
Unknown 2
Numbers of women and pregnant Yes 8
people who had a COVID-19 swab
test No 23
Unknown
Number of women and pregnant Yes 0]
people who received a positive
COVID-19 swab test No 37
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Number of women and pregnant Yes o)
people diagnosed with COVID-19
No 37
Mode of birth Spontaneous 27
vaginal
Assisted vaginal 3
Caesarean 7
Were there any local safety Yes 22 (59%)
recommendations in the
No 15 (41%)

investigation?

Healthcare settings contacted or
attended in 14 days prior to death
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Emergency services, maternal
assessment units, labour ward, accident
and emergency, GPs, community
healthcare services such as midwifery

appointments

14



Appendix 3 Safety management systems
What is a safety management system?

A safety management system is an organised approach to managing safety. It
specifies the necessary system-wide processes needed to identify new safety
hazards and effectively manage known safety risks. It also monitors safety
performance, manages change, and promotes effective safety communication.

Where are safety management systems used?

Safety management systems are used across many high-risk industries, for
example in aviation (Federal Aviation Administration, 2014). They are not widely
used in healthcare and are therefore not well understood in this setting. The NHS
does not have an overarching safety management system, which means that
safety activities are often fragmented. Unlike other industries, a formal safety
Mmanagement system is not a regulatory requirement in healthcare (Dixon-Woods
et al, 2014).

What would a safety management system for healthcare look like?

Healthcare has a complex landscape of stakeholders. Those with regulatory
power or influence are often independently responsible for the various safety
activities. However, activities are not always integrated across the system to allow
for a unified, proactive approach. The adoption of a safety management system
could facilitate an operational shift within healthcare. This necessitates that the
system provides proof that the system is safe now, and that it will be safe in

the future. This represents a shift from proving that something is dangerous, to
proving that things are safe (Leary, 2021).

Safety governance systems and patient safety roles form a basic structure
common to many NHS organisations with a focus on quality improvement.
However, existing roles do not ensure the individuals employed have expertise

in safety management, an essential requirement within other safety-critical
industries. Vincent et al’s report (2013) into how safety is managed in healthcare
has highlighted that although healthcare has processes for quality improvement,
it has not developed an embedded safety management system. The healthcare
system needs to be both reactive to safety concerns and proactive to achieve
longer-term safety objectives.
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The functions of a safety management system
Identifying hazards

A hazard has the potential to cause or contribute to an undesirable outcome.
Learning from safety reporting systems requires processes that allow for the
identification of new hazards and that enable an understanding of situations
where these hazards are emerging. The processes needed to provide a
meaningful analysis of safety reporting data do not always exist. Reporting,
therefore, often becomes part of a retrospective local performance audit, rather
than a proactive mechanism for system-wide learning.

Managing known safety risks

A safety risk is the predicted probability and severity of the consequences

or outcomes of a hazard. Known safety risks have the potential to result in
undesirable outcomes even when there are evidence-based ways of managing
the safety risk. Problems when implementing interventions can mean that safety
risks are not being managed effectively. Situations can arise where pressures

on the system mean that it no longer becomes possible to manage the safety
risk. This can occur when other functions have been prioritised, when demand is
greater than the system’s capacity to provide safe care.

Monitoring safety performance

There needs to be a means of assuring the system that its functions are meeting
their intended safety objectives or achieving desired outcomes. In a complex
system there are multiple stakeholders. The way that stakeholders, such as
regulators and organisations with regulatory influence, measure the system’s
performance will influence what is monitored. Many safety risks go beyond
organisational boundaries and may not be monitored if they involve different core
services that are being monitored independently of each other.

Managing change

New demands and services may introduce hazards that may impact on the
effectiveness of the management of safety risks. A safety management system
needs to identify any unintended consequences that might impact on patient
safety when introducing new ways of working.

Safety promotion

The system should ensure that the relevant people are aware of the need for

action and that training and education programmes are in place and that their
efficacy has been evaluated.
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