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ABSTRACT

Objective: To develop a core outcome set for stillbirth care.

Design: Consensus development study.

Setting: International.

Population: 542 participants from 29 countries, including 381 parents or family members who have experienced stillbirth, 192
care professionals and researchers (31 of which identified as both parent and professional). 95.6% of parents and 86.5% of profes-
sional stakeholders were from in high-income countries.

Methods: Modified Delphi method and consensus meetings.

Results: Stakeholders agreed upon 8 core outcomes to measure in all stillbirth care studies; an additional 11 outcomes for spe-
cific interventions or care were also decided. Core outcomes for all stillbirth care studies were life-threatening complications and
maternal death, parents’ experience of respectful and supportive care, grief, mental health and emotional wellbeing, isolation,
stigma, impact on work, impact on relationship with immediate family. Outcomes for studies assessing interventions to under-
stand the cause of stillbirth (investigations): cause of death identified and parents' understanding of the cause of death. Outcomes
in studies assessing subsequent pregnancy after stillbirth: antenatal complications for mother, antenatal complications for baby,
survival of baby, neonatal outcomes and attachment to baby. Outcomes for when a stillbirth occurs in a multiple pregnancy:
survival of other baby/ies, preterm birth, pregnancy complications for baby/ies and neonatal outcomes.
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Conclusion: This core outcome set for stillbirth care can be used in future trials and systematic reviews to minimise outcome-

reporting bias, allow comparability of interventions in meta-analyses and ultimately reduce research wastage.

1 | Introduction

Following a stillbirth there are significant consequences for fami-
lies including morbidity, mortality, psychological and social conse-
quences [1]. There is a demonstrable need to improve bereavement
care following a stillbirth. Most countries lack evidence-based
guidelines for the provision of care [2, 3]. The development of an
international evidence base for effective stillbirth care interven-
tions across the life-course is, therefore, urgently required. This
includes the immediate hospital care after a stillbirth is diagnosed,
psychosocial support in the community, pre-conception care and
care in subsequent pregnancies and, potentially, for later life.

Well-designed randomised and non-randomised trials are needed
to evaluate care after stillbirth. This has been identified as a top
research priority by bereaved parents and care practitioners [4].
However, a systematic review of interventions after stillbirth
identified significant research evidence gaps [5] and variation in
outcome reporting. There was also a failure to include the per-
spectives of parents with lived experience of stillbirth both when
designing care packages and in their evaluation [5].

In-depth qualitative interviews found long-term outcomes such
as isolation, impact on work and outcomes in a subsequent
pregnancy were important to bereaved parents [6]. Yet, studies
evaluating stillbirth care have not consistently reported on these
outcomes [5]. Moreover, the variation in, and inconsistent as-
sessment of, the same outcome across studies restricts the ability
to translate stillbirth care research into relevant evidence-based
practice and improvements in bereavement care |5, 7].

To address the lack of progress in stillbirth care research, our
aim was to develop a core outcome set for stillbirth care research
(iICHOOSE Study) [8]. A core outcome set is a minimum set of
outcomes that should be reported in all clinical trials of health or
health care, developed by robust consensus methods, involving
key stakeholders such as patients, healthcare professionals and
researchers in the outcome selection [9]. Core outcome sets have
been advocated by journals and trial funders to help improve
evidence synthesis in meta-analyses and allow comparability
between trials [9]. Several core outcome sets in Obstetrics and
Gynaecology have been successfully developed with stakeholder
engagement to minimise potential research wastage [10-13].

2 | Methods

This study was prospectively registered with the Core Outcome
Measures in Effectiveness Trials (COMET) Initiative (registra-
tion number 775 [14]), developed with reference to the Core
Outcome Set-STAndards for Development (COS-STAD) and
reported using the Core Outcome Set-STAndards for Reporting
as reference [15, 16] (See Appendix S1). A protocol with pre-
defined scope and consensus methods was published [8].

In brief, the scope of this study was to develop a minimum set of
outcomes that are relevant to families who have experienced a

stillbirth from any cause in a singleton or multiple pregnancy. The
interventions covered include the medical and psychological care
that parents (and families) receive after a stillbirth has been identi-
fied and in a subsequent pregnancy. We aimed for this core outcome
set to be applicable to all high-income, middle-income and low-
income countries. Our objective was to develop a core outcome set
that could be used in all stillbirth care effectiveness research (e.g.,
randomised controlled trials, observational studies and systematic
reviews). Furthermore, it could be used in implementation studies
and the evaluation of clinical practice guidelines, care pathways for
bereaved parents and training for healthcare professionals.

An international steering committee was established to inform
methodological decisions, including: parents and family mem-
bers with lived experience of stillbirth, care professionals (in-
cluding obstetricians, midwives and health psychologists) and
stillbirth researchers from Africa, Australia, Europe, North
America, South America and Asia. The core outcome set devel-
opment process was informed by current methodological con-
sensus practice as recommended by the COMET initiative and
relevant published literature [9].

2.1 | Identification of Outcomes and Delphi
Survey Development

The core outcome set development process is presented in
Appendix S2 Figure 1. Potential outcomes were identified from
a systematic review and analysis of in-depth interviews with 40
parents and family members with lived experience of stillbirth
[5, 6]. A comprehensive outcomes inventory with plain-language
definitions was developed. This was piloted using iterative think-
aloud interviews with 26 international stakeholders and input
from the steering committee [8, 17]. The outcomes inventory
was inputted into REDCap (Research Electronic Data Capture)
[18]. Due to resource limitations, the survey was developed in the
English language only. A Delphi method, adapted to the study,
was followed, including a two-round survey and four consensus
meetings to decide the core outcome set [8].

2.2 | Recruitment

A diverse international sample of stakeholders (parents and
family members with a lived experience of stillbirth, research-
ers and care professionals) was invited to participate in the two-
round survey through an advert containing a web link to the
Delphi survey. Stakeholders were recruited through a network
of professional contacts, support groups, social media, organ-
isations such as the International Stillbirth Alliance, Sands,
Centre of Research Excellence in Stillbirth (CRE), Stillbirth
Foundation Australia, Star Legacy Foundation, Twins Trust
and Still a Mum Africa, and by contacting published stillbirth
researchers identified from the previous systematic review [5].

The study aimed to recruit 100 participants per stakeholder
group (parents and professionals) anticipating a 20% attrition
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Systematic review: 391 potential outcomes

Interviews: 298 potential outcomes

Development of questionnaire

190 outcomes

Pilot and think-aloud interviews

ill

Refined into 100 outcomes

25 International stakeholders

Round 1 of Delphi survey

|¢

100 outcomes prioritised

542 International stakeholders

Round 2 of Delphi survey

|¢

108 outcomes prioritised
*Including 8 new outcomes suggested by stakeholders in Round 1

325 International stakeholders

|¢

Consensus meetings

65 outcomes discussed

4 International stakeholder meetings

8 core outcomes

|¢

11 outcomes for specific interventions

FIGURE1 | Stages of outcome selection for stillbirth care research core outcome set.

rate. The sample size for the modified Delphi method does not
rely on statistical power and the estimated size was based on
previous core outcome set development studies and guidelines
(sample size 13-222) [7, 12, 13, 14, 19, 20].

2.3 | Round 1 of Delphi

Prior to participating, stakeholders were presented with a re-
search information leaflet and an explanatory video (https://www.
youtube.com/watch?v=R8up4now2vM). Written informed con-
sent was obtained from all participants. In Round 1, participants
scored outcomes using a nine-point Likert scale, scoring one to
three (limited importance), four to six (important not critical)
and seven to nine (critical). The scale was devised by the Grading
of Recommendations Assessment, Development and Evaluation
(GRADE)working group, which has been utilised for core outcome
set development [21]. Participants were given the opportunity to
suggest additional outcomes at the end of the survey, to be incorpo-
rated into the next round. Participants could select ‘unable to rate’
if they felt they did not have relevant expertise to rate an outcome.

2.4 | Round 2 of Delphi Survey

In Round 2, each participant received their previous scores for
Round 1, the median scores for each stakeholder group (de-
scribed as the ‘average’), and histograms summarising the dis-
tribution of scores from Round 1 (one graph for parents and one
for professionals). Participants were asked to reflect on their own
score having been given the summary results of each stakeholder
group from Round 1, before re-scoring each outcome. Eight new
outcomes were entered into Round 2 as suggested by participants
from Round 1.

2.5 | Consensus Definition
After Round 2, a standardised consensus definition was applied
to enable core outcomes to be identified for discussion in the

consensus meetings. In the protocol, the plan was as follows:

1. ‘Consensus in’ (classify as a core outcome): Over 70%
of participants in at least one stakeholder group score
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outcome ‘critical’ (score seven to nine) and less than 15%
of participants in at least one stakeholder group score out-
come ‘limited importance’ (score one to three);

2. ‘Consensus out’ (do not classify as a core outcome): Over
70% of participants in at least one stakeholder group score
outcome ‘limited importance’ (score one to three) and less
than 15% of participants in at least one stakeholder group
score outcome ‘critical’ (score seven to nine);

3. or ‘No Consensus’ (do not classify as a core outcome):
Anything else [7, 15].

This consensus definition has been advocated by COMET and
used in previous core outcome set development [9]. However, the
protocol also included the potential to implement a tighter ‘con-
sensus in’ definition as a possible approach in case many outcomes
were scored as critical [8]. In the event, using the planned defini-
tion meant that over 77 outcomes would have been included for
consideration in the consensus meetings. Therefore, after Round 2
of the Delphi survey prior to the consensus meetings and after dis-
cussion with members of the steering committee, this was revised
to a potential ‘core outcome’ being: over 75% of participants in at
least one stakeholder group score outcome ‘critical’ (score seven
to nine) and less than 15% of participants across all stakeholder
groups score ‘limited importance’ (score one to three).

2.6 | Analysis

Data were imported into IBM SPSS Statistics Version 28.0.
Descriptive statistics were generated for the demographic data
(N and %). Scores for each outcome were analysed according to
stakeholder category: (1) parents or family members and (2) pro-
fessionals. The count and percentage of each stakeholder group
rating outcomes of limited importance (one to three), important
not critical (four to six) and critical (seven to nine) were calcu-
lated and compared. Median scores were calculated, and histo-
grams were produced for each outcome for the Round 2 survey.

2.7 | Attrition Bias Analysis

Median scores and the percentage of stakeholders scoring an
outcome as ‘critical’ (seven to nine) were compared between
those completing both rounds versus Round 1 only. The Mann
Whitney U test was applied to test for differences in scoring
using a 5% significance level.

2.8 | Consensus Meetings

Four meetings took place to agree on the final core outcome set:
(1) A preliminary parents-only meeting; then three meetings with
all participants to determine: (2) The core outcome set for all still-
birth care (all participants); (3) Core outcomes relevant to subse-
quent pregnancy care and (4) Core outcomes relevant to stillbirth
in multiple pregnancy. The first meeting took place with parents
only, to allow them to voice their opinions without potentially feel-
ing intimidated by the presence of care providers. Parents had the
opportunity to vote on outcomes, the results of which were used

to guide discussion in the subsequent meeting. All stakeholders
were invited to participate in the consensus meetings at the end
of Round 2 of the Delphi questionnaire. Meetings were held via
Zoom teleconferencing software, with members of the steering
committee facilitating (D.B., A.D., C.B., D.S., A.H.) and a represen-
tative from Sands present to support parents if required.

A modified Nominal Group Technique was used in the con-
sensus meetings [22]. We aimed to recruit eight to ten partici-
pants from each stakeholder group, as this number has yielded
useful results in the development of previous core outcome
sets [10, 11, 23]. Prior to the meeting, attendees were sent an
information pack containing the results of the Delphi survey.
Informed consent was obtained for the meetings to be audio
and video recorded. A facilitator (D.B.) presented the results
from Round 2. All potential core outcomes reaching the stan-
dardised definition for ‘Consensus in’ outcomes were discussed.
Merging of similar outcomes were proposed by the research
team and stakeholders in the consensus meetings as a large
number of outcomes were voted ‘Consensus in’. Participants
were asked to contribute their opinions on the relative impor-
tance of outcomes and the feasibility of outcome measurement.
Participants were able to reformulate outcomes to improve
clarity and relevance. Participants were asked to vote on each
outcome as: ‘Consensus in—outcome included in the final
core outcome set’, ‘Consensus out—outcome not included in
the final core outcome set’ or ‘No consensus—outcomes for
which opinions on inclusion are divided’. Outcomes scored
‘Consensus in’ by 75% or more of participants were included in
the core outcome set.

During the first all-stakeholders meeting (meeting 2), a frame-
work to organise outcomes was proposed as it was noted that it
may not be feasible to measure all core outcomes in all circum-
stances. For example, measuring whether the cause of death was
identified would not be suitable to measure in a study of psycho-
logical counselling. This outcome framework was based on the
OMERACT Filter 2.1 [24], which organises outcomes into man-
datory outcomes in all trials and mandatory outcomes in specific
circumstances. At the end of the fourth meeting, the final core
outcome set was agreed. The meetings were transcribed verbatim
to document the meeting.

3 | Results

A total of 240 stillbirth care research studies reported 391 out-
comes and analysis of 29 interviews with parents with lived ex-
perience of stillbirth identified 298 additional outcomes [5, 6].
After reformulation and grouping of outcomes by two research-
ers (D.B. & A.D.), 190 outcomes were entered into a pilot think-
aloud survey. After further refinement, 100 unique outcomes
were entered into the Delphi survey (see Figure 1).

A total of 542 stakeholders commenced the Delphi survey; 381
identified themselves as a parent or family member with lived
experience of stillbirth and 192 as professionals (researchers or
health care professionals). Thirty-one participants identified
themselves as both a parent or family member and a professional.
Due to the recruitment approach, it was not possible to ascertain
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the total number of stakeholders invited to participate, and there-
fore, the response rate cannot be calculated. Stakeholders were
from 29 countries and six continents (Africa, Asia, Australasia,
Europe, North America and South America). See Table 1 for par-
ticipant characteristics and Appendix S3 for more detailed infor-
mation on country of participation and ethnicity.

Three hundred and twenty-stakeholders participated in Round
2 of the Delphi survey. Round 2 was completed by 207 (55%) of
parents or family members and 137 (70%) care professionals who
completed Round 1. Appendix S4 presents a summary compari-
son of outcome voting results between parents and professionals
scores in both Round 1 and 2 of the Delphi Survey. Following
Round 2, 65 outcomes reached the threshold for ‘Consensus in’
based on the definition above.

3.1 | Attrition Analysis

The overall attrition between Round 1 and Round 2 was 40%.
The country of participation and score differences between
those who completed Round 2 and those who did not are shown
in Appendix S5. Participants who did not complete Round
two of the Delphi had comparable median scores in Round 1,
apart from two outcomes ‘Other mental health difficulties’ and
‘Mental health treatment’, which were scored as ‘critical’ by
non-completers of Round 2 (p <0.05). This score difference did
not impact on which outcomes were entered into the consen-
sus meeting for discussion as both these outcomes were later
deemed ‘critical’ in Round 2 of the Delphi.

3.2 | Consensus Meeting

Consensus meetings were conducted in January (n=15 par-
ticipants), February (n=31) and April 2022 (n=19) and May
2023 (n=14). Appendix S6 summarises participant character-
istics. Appendix S7 gives voting scores and detailed illustra-
tive quotes from the consensus meetings. Sixty-five outcomes
were considered in the consensus meetings. In addition, par-
ticipants recommended and voted on the reformulation of
five ‘consensus’ outcomes and re-entered one additional ‘no
consensus’ outcome (Stigma) into the process. Stakeholders
agreed ‘Stigma’ was a demonstrable outcome and important
outcome to measure as a Stigma Scale for stillbirth has been
developed and validated [25]. Furthermore, the Stigma scale
includes measurement of ‘Perceived opportunities to talk
about stillbirth and baby’ an outcome which was deemed ‘crit-
ical’ in Round 2 of the Delphi.

3.3 | Final Core Outcome Set

Following discussion and voting on each outcome, the final out-
come set included 19 measures: 8 core outcomes and 11 addi-
tional ones, to be measured for studies of specific interventions
or care. See Table 2 for the core outcome set and plain-language
definitions of outcomes. Table 3 illustrates how the core outcome
set for stillbirth care could be utilised in research and clinical
practice.

4 | Discussion
4.1 | Main Findings

We developed a core outcome set for use in stillbirth care re-
search, with extensive input from national and international
stakeholders using rigorous consensus methodology. The de-
velopment of a minimum agreed set of outcomes represents a
significant milestone to address inconsistent outcome collection
and reporting in studies of care after stillbirth.

4.2 | Strengths & Limitations

A diverse range of stakeholders was involved in the development
of the core outcome set from the outset. A total of 542 partici-
pants from 29 countries took part in a Delphi consensus process
to rationalise outcomes of importance, which exceeded our re-
cruitment target of 200 stakeholders. The utilisation of an on-
line Delphi platform and web-conferencing software enabled
a greater number of international participants, from a broader
range of geographical locations, to prioritise outcomes.

An inclusive maximum variation approach was adopted, and a
range of parental stillbirth experiences are represented within
the Delphi panel, for example, parents who experienced still-
birth at varying gestational ages. However, 69.8% of participat-
ing parents had a university or college education (this is higher
than the population average); thus, the generalisability of the
core outcome set may be limited. Parents experienced stillbirth
from as recent as within the last 6 months to more than 20years
ago. There were no specific instructions in our consensus pro-
cess about considering outcomes’ relevance by time since the
stillbirth. However, we plan to assess timing of outcome mea-
surement in future research.

Approximately twice as many parents took part as professionals.
This appears to be a relatively high proportion of patients com-
pared to other core outcome sets that have been developed, and
so is a notable strength of the study [26]. Incorporating bereaved
parents’ views throughout the consensus process, through seek-
ing parental views from the patient and public panel group, rep-
resentation on the project steering committee and piloting of the
Delphi questionnaire, is likely to have encouraged participation
in this study. The outcome ‘Isolation’ was derived directly from
qualitative interviews with bereaved parents and has now been
selected as a core outcome, demonstrating the value of patient
involvement in core outcome set development [6].

The aim was to develop an international core outcome set and
people from 29 countries participated. However, 90% of stake-
holders were from high-income countries, which is a limita-
tion, as parents living in low- and middle-income countries
might have prioritised different outcomes in the core outcome
set. Furthermore, stakeholders who did not speak English were
not included. A core outcome set for stillbirth care in Sub-
Saharan Africa and South Asia, has now been developed (since
the development of this core outcome set in collaboration with
the iCHOOSE team) [27]. Interestingly, two outcomes in this
iCHOOSE core outcome set were selected by stakeholders in this
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TABLE 2 | Core outcome set and plain-language definitions of outcomes.

Outcome

Plain-language definition

A. Core outcomes for stillbirth care research

Life-threatening complications
and death

Parents’ experience of
respectful and supportive care

Grief

Mental health and emotional
wellbeing

Isolation

Stigma

Impact on work

Impact on relationship with
immediate family

Life-threatening complications in parents, for example, organ failure,
excessive blood loss requiring transfusion, shock, blood clots or a severe
infection (sepsis), retained placenta, near-misses for mortality and morbidity,
complications that may require surgery or hospital readmission. The death of
a parent while pregnant, during or following birth, including suicide

Parent's experience of care, before, during and after birth including experience of support,
communication, perceived recognition of parenthood and shared decision-making

Grief including overwhelming or complicated grief, coping and living with
grief, feelings of self-blame, guilt or failure, acknowledgement of grief

Mental health and wellbeing including depression, anxiety, PTSD,
other mental health difficulties, mental functioning, mental health
treatment, suicidal thoughts and emotional wellbeing.

Social isolation, for example, feeling alone or abandoned, loneliness, isolation and avoidance

Stigma, for example, perceived shame, discrimination and
opportunities to talk about stillbirth and baby

Impact on occupation (paid or unpaid work), for example, impact on job, being able to
do job, unemployment, change of career, parental leave, support for return to work

Impact on relationship with immediate family, such as partner, family and children,
for example, positive or negative relationship consequences and perceived support

B. Core outcomes for studies of specific interventions or care

BI. Investigation of stillbirth outcomes

Cause of death identified

Parents’ understanding of the
cause of death

B2. Subsequent pregnancy outcomes

Antenatal complications for
mother

Antenatal complications for
baby
Survival of baby

Neonatal outcomes

Attachment to baby

Cause(s) of death from the medical investigations to understand why a stillbirth happened

Measurement of whether parents understand the cause(s) of death
or that no cause of death was found, including understanding risk
of recurrence and management in subsequent pregnancy

Antenatal complications for mother, for example, bleeding, obstetric cholestasis, low
lying placenta, premature rupture of membranes, gestational diabetes, pre-eclampsia

Antenatal complications for baby, for example, growth
restriction, genetic or congenital anomaly

Baby survival outcomes, for example, live birth, miscarriage, stillbirth,
termination of pregnancy, neonatal death of baby in a subsequent pregnancy

Newborn outcomes, for example, Apgar score, birth weight of baby, admission
to neonatal intensive care unit, gestational age, resuscitation of baby

Attachment to baby during subsequent pregnancy after stillbirth, for example,
perceived connection or bonding with new baby and acceptance of pregnancy

B3. Outcomes for when a stillbirth occurs in multiple pregnancy

Survival of baby/ies

Preterm birth

Pregnancy complications for
baby

Neonatal outcomes

Baby survival outcomes, for example, live birth, miscarriage, stillbirth,
termination of pregnancy, neonatal death of surviving baby/ies

Number of surviving baby(ies) born before 37 weeks, 34 and 28 weeks

Complications that risk the life of the surviving baby(ies). For example, growth
restriction, fetal anaemia, requiring intrauterine transfusion, premature labour

Newborn outcomes. For example, admission to neonatal
intensive care unit, Apgar score, birth weight
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TABLE 3 | Illustrates how the core outcome set for stillbirth care could be utilised in research and clinical practice.

Example of intervention

What outcomes should be measured?

Core outcomes

Outcomes in specific circumstances

Evaluation of
implementation of a
hospital bereavement care
pathway with staff training
(including investigations

to understand why a baby
has died)

Evaluation of parental
engagement in the
perinatal mortality review
process

Evaluation of counselling
or psychological support
for bereaved parents
following a stillbirth

Evaluation of
implementing a complex
intervention in a
subsequent pregnancy
including continuity of
care, additional ultrasound
scans and specialist care

Life-threatening medical complications and death
Parents experience of respectful and supportive care
Grief

Mental health and emotional wellbeing

Isolation

Stigma

Impact on work

Impact on relationship with immediate family

Life-threatening medical complications and death
Parents experience of respectful and supportive care
Grief

Mental health and emotional wellbeing

Isolation

Stigma

Impact on work

Impact on relationship with immediate family

Life-threatening medical complications and death
Parents experience of respectful and supportive care
Grief

Mental health and emotional wellbeing

Isolation

Stigma

Impact on work

Impact on relationship with immediate family

Life-threatening medical complications and death
Parents experience of respectful and supportive care
Grief

Mental health and emotional wellbeing

Isolation

Stigma

Impact on work

Cause of death identified
Parent's understanding of the cause
of death

Cause of death identified

Parent's understanding of the cause
of death

Antenatal complications for mother
Antenatal complications for baby
Survival of baby

Neonatal outcomes

Attachment to baby during
pregnancy

« Impact on relationship with immediate family

study conducted in low-and middle-income countries (LMICs):
‘Mental Health and emotional wellbeing’ and ‘Parent'’s experi-
ence of care and support’. These outcomes could be used in an
international meta-analysis to compare interventions in the fu-
ture. Three alternative core outcomes were also selected in the
core outcome set for LMICs: ‘Social wellbeing’, ‘Obstetric fistula’
and ‘Type of stillbirth’ [27].

It was noted that the overall response rate for Round 2 was
60% which is comparable to other core outcome set studies [10].
Possible explanations for attrition could be due to Round 2 being
open for a shorter period (4 weeks) and the large number of out-
comes that needed to be re-rated. One study of published core
outcome set Delphi studies found that larger panel sizes and the
number of items were associated with significantly lower re-
sponse rates [28]. Indirect methods such as recruitment through
social media and charity organisations may have contributed to
the lower response rates [28]. Despite this, the attrition analysis
seems to suggest that the scoring patterns were mostly compa-
rable between those who completed and those who did not com-
plete Round 2.

4.3 | Interpretation

The scope of this core outcome set was broad as it was antic-
ipated that it could be applicable to all care provided after
stillbirth. This includes studies of hospital bereavement care,
investigations to understand the cause of stillbirth, psycholog-
ical follow-up and care in a subsequent pregnancy. It became
apparent in this core outcome set development process that a
‘one size fits all approach’ may not be suitable to ensure rele-
vant important outcomes are included in a minimum dataset.
An outcomes framework is therefore proposed with a core set of
outcomes and additional measures that relate to specific inter-
ventions and circumstances. This is similar to the OMERACT
Filter 2.1 Onion that has been used in rheumatology to organise
outcomes in core outcome sets [24].

Many outcomes were initially deemed to be critical to measure
in all stillbirth care research studies following Round 2 of the
Delphi survey. As such, a deviation from the original protocol
was required, since the consensus definition of what outcomes
were ‘Consensus in’ needed to be more restrictive. This led to
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fewer outcomes being discussed and outcomes being com-
bined in the consensus meeting. Other developers have had to
adapt their definitions based on the large number of outcomes
being deemed important following their Delphi surveys [29].
Uncertainty exists about the best methodology to use to develop
a core outcome set and further research should be conducted
to ascertain how different consensus definitions affect which
outcomes are included within a core outcome set and optimal
methods.

This study has identified a minimum set of outcomes, which
should be measured in all stillbirth care research. It is import-
ant to note that this core outcome set is not restrictive, and
additional outcomes can be measured. Researchers should
seek to add outcomes as relevant to their scope and setting of
their study to ensure relevant factors are measured. Some of
the outcomes within the core outcome set are broad domains,
for example: ‘Life-threatening complications’ and ‘Tmpact
on relationship with immediate family’. This consensus pro-
cess has started to define such outcome domains (Table 2)
by developing definitions based on qualitative research with
stakeholders [6]. Further research is required, as the cur-
rent definitions may be too vague for use in clinical trials.
However, in the interim, this core outcome set could begin to
ensure that the most important types of outcomes are being
collected and reported.

A variety of types of outcomes are included within the core out-
come set, for example, composite, patient-reported experience
and clinical outcomes. Some of these outcomes could be mea-
sured using a variety of different outcome measurement tools,
which could make direct comparisons challenging. Similarly,
specific or novel measurement tools may need to be developed,
as no outcome measurement tool currently exists to measure
the outcome in the stillbirth population. COSMIN (Consensus-
based Standards for the selection of health Measurement
INstruments) has produced guidance to inform the selection
of outcome measurement instruments in core outcome set re-
search using consensus methodology, which will form the basis
of future research [30, 31].

It is envisaged that this core outcome set will minimise report-
ing bias and reduce research wastage, based on the require-
ments of the Standard Protocol Items: Recommendations for
Interventional Trials (SPIRIT) guidance, that encourages trial-
ists to ascertain whether there is a core outcome set relevant to
their trial and utilise it if one exists [32]. In addition, research
funding bodies such as NIHR and the editors of over 50 journals
related to women's and newborn's health support the use of a
common set of key trial outcomes in research [33].

5 | Conclusion

It is recommended that this core outcome set for stillbirth care be
used in studies assessing interventions after stillbirth, including,
but not limited to, comparative effectiveness trials and observa-
tional studies and quantitative systematic reviews. Once outcomes
are defined and core outcome measurement tools are selected,
comparisons in meta-analyses will be a possibility and will avoid
potential research wastage. It will facilitate ascertaining what care

is best, improve clinical decision making, with the aim to improve
long-term recovery and wellbeing for bereaved families.
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