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Abstract 

Introduction

Stillbirth is associated with significant medical

, psychosocial and economic consequences for parents, families, wider society and the healthcare system.  There is emerging momentum to design and evaluate interventions for care after stillbirth and in subsequent pregnancies. However, there is insufficient evidence to inform clinical practice compounded by inconsistent outcome reporting in research studies
.  To address this paucity of evidence, we plan to develop a core outcome set for stillbirth care research, through an international 
consensus process with key stakeholders including parents, healthcare professionals and researchers.  
Methods and analysis

The development of this core outcome set will be divided into five distinct phases: 1) Identifying potential outcomes from a systematic review and qualitative
 analysis of interviews with parents who have experienced stillbirth; 2) Creating a comprehensive outcome long-list and piloting of a Delphi questionnaire using think-aloud interviews  3) Determining the core outcome set by conducting an international 
two-round Delphi survey and consensus meetings with key stakeholders and 4)Dissemination and implementation.
  A parent and public involvement panel and international steering group has been convened to co-produce every stage of the development of this core outcome set.  

Ethics and dissemination

Ethical approval for the qualitative interviews has been approved by Berkshire Ethics Committee REC Ref 12/SC/0495 through the HERG
. Ethical approval for the think-aloud interviews, Delphi survey and consensus meetings has been awarded from the University of Bristol Faculty of Health Sciences Research Ethics Committee (reference number:116535).  The dissemination strategy is being developed with the parent and public involvement panel and steering committee.  Results will be published in peer-reviewed speciality journals, shared at national and international conferences and promoted through parent organisations and charities.  
Registration details 

COMET Initiative registration number 775  

PROSPERO registration number CRD42018087748
Strengths and limitations of this study

· Using robust and transparent methodology, this will be the first core outcome set developed for use in stillbirth care research which will ultimately improve evidence synthesis in this field and reduce research wastage.  
· Identification of outcomes reported in experimental, observational and qualitative studies will ensure all published outcomes within the literature are considered for inclusion in the core outcome set.  

· In-depth qualitative interviews with parents will enable the identification of novel and parent-important outcomes not identified from the systematic review.

· Parent representation 
is a strength of this study; we are including bereaved parent stakeholders at every stage of the development; co-producing the research with a parent involvement panel and have parent representation within the project steering committee. 
· Although we are only recruiting parents from the United Kingdom for the qualitative interviews, we are triangulating data with outcomes identified in the qualitative systematic review and international think aloud interviews with parents.  
· International stakeholders will be recruited for the Delphi survey and consensus meetings.  However, due to funding limitations and translation costs the interviews, the survey and consensus meetings will be conducted in the English language only.  

Introduction

Worldwide it is estimated that there are 2 million stillbirths every year1. Stillbirth is associated with significant psychosocial, health and economic costs for parents, their families, wider society and the healthcare system2,3.  In a subsequent pregnancy, a history of stillbirth has been shown to be associated with higher frequencies of adverse clinical outcomes, including increased risk of stillbirth recurrence, antenatal complications, mental health concerns and impact on subsequent children4,5,6,7
.   The negative consequences of stillbirth are widespread and long-lasting; therefore, it is important to invest in high-quality research to enable healthcare professionals and researchers to deliver the best care for affected families.
Several interventions (care) to minimise the negative impact of stillbirth are available.  These interventions can be implemented from the immediate identification of a stillbirth in hospital
, when parents are discharged to the community or in a subsequent pregnancy.  Examples include, supporting parents’ choices around birth and afterwards, offering opportunities for parents to make memories with their baby, support with post-mortem investigation decision making, engagement of the parents in the perinatal mortality review process8–11, bereavement care from healthcare professionals12, counselling and specialist care in subsequent pregnancies13. Yet very little is known about the effectiveness of these interventions 14.  

There is momentum to research, design and evaluate interventions to improve care for parents following stillbirth and in their subsequent pregnancies14,15,16. However, systematic reviews suggest few methodologically rigorous studies 
exist to inform clinical practice and their results cannot be synthesized quantitatively due to a high degree of heterogeneity of outcome reporting14,16,17.  In 2018, a Cochrane review on care prior to and during subsequent pregnancies following stillbirth for improving outcomes, found insufficient and inconsistent evidence to inform clinical practice16.  The authors of this review concluded that it is important to have consistency in data collection across all future trials and this may be facilitated by a core outcome set for stillbirth care research16.   
A core outcome set is a consensus-derived minimum set of outcomes that should be measured and reported in all research studies of a specific disease or trial population18.  It does not preclude the measurement of additional specific outcomes; however, a minimum set of outcomes will allow higher quality of evidence to identify the most effective interventions and care packages offered.  A recent web-based survey of healthcare professionals, researchers and advocates identified the development of a core outcomes set for stillbirth (and recurrent stillbirth) research as one of the top five priority research topics to inform clinical practice for the care of families following stillbirth19.  Currently there are no available core outcome sets published for stillbirth care research (research about care after a stillbirth is identified) https://www.comet-initiative.org/Studies. 
The inclusion of patients in the development of a core outcome set is paramount as they are the key stakeholders in the research process. Inclusion of parents can lead to a widening of the research agenda, identifying important patient reported outcomes and recognising previously neglected patient outcomes 20.  There is a need to develop and evaluate evidence-based interventions using outcomes that directly correlate to bereaved parent’s experiences.  To enable this, it is essential to establish a minimum set of outcomes that includes parents and relevant stakeholders in the development process.  If applied in clinical trials, a core outcome set for stillbirth care research developed with stakeholder input, will provide a tool to  give consistency in outcome measurement, minimise reporting bias

, and allow for direct comparison of interventions and care across research studies reducing research wastage in the future.  
Aim and objectives
AIM

The iCHOOSE study aims to develop a 

minimum set of outcomes that should be evaluated and reported in all future stillbirth care research, through an international consensus process of key stakeholders including parents, healthcare professionals and researchers. 

OBJECTIVES

1. To investigate what outcomes are reported in existing studies 
assessing the impact of stillbirth on parents.  
2. To investigate parental experiences following stillbirth and identify important outcomes for bereaved parents not reported in the scientific literature. 
3. To pilot and develop a Delphi questionnaire, using think-aloud interviews.

4. To achieve international consensus on a core outcome set for stillbirth care research using a Delphi survey technique and stakeholder consensus meetings.  
5. To implement and 
disseminate the core outcome set for stillbirth care research.  

Methods and analysis

There is no standardised way to develop a core outcome set20.  The COMET initiative has collated methodological resources to assist with the development of the core outcome set including a systematic review outlining the issues to consider20–23. COMET resources, including the COMET Handbook: version 1.0 and reviewed published core outcome sets have been used to inform the study design22–29.  This study is prospectively registered on the COMET website https://www.comet-initiative.org/studies/details/775.  The Core Outcome Set-STAndards for Development (COS-STAD) and the Core Outcome Set-STAndardised Protocol Items (COS-STAP) have been followed in the planning of the methods of this core outcome set project30,31.  The final core outcome set  will be reported in accordance with the Core Outcome Set-STAndards for Reporting statement (COS-STAR)32.  
SCOPE OF THIS CORE OUTCOME SET

Health condition and population

This core outcome set will be applicable to families who have experienced a stillbirth in a singleton or multiple pregnancy.  We will aim for this core outcome set to be applicable to all countries internationally including high-, middle- and low- income countries

.  The definition of stillbirth varies internationally and therefore the gestation will be dependent on the study setting.  It is our intention that this core outcome set could be applied to stillbirths from at least 20 weeks’ gestation

.  The development of this core outcome set will exclude the termination of pregnancy and neonatal death population.
Interventions

This core outcome set will be relevant to all stillbirth care research.  Stillbirth care research is research that is focused on the care that parents 
(and families) receive after a stillbirth has been identified.  The core outcome set will not be limited by the type of intervention (care) or the setting in which it is delivered.  It will cover all medical and psychosocial interventions and care parents are offered following a stillbirth and in a subsequent pregnancy33,16.  Figure 1 exemplifies the types of interventions applicable to this core outcome set

.
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Figure 1: Types of interventions after stillbirth that should be evaluated using outcomes identified in the core outcome set 

Context

This core outcome set will be developed for use in all stillbirth care research (e.g., randomised controlled trials,
 observational studies and systematic reviews). It is also anticipated that the core outcome set could be utilised in the evaluation of clinical practice guidelines, care pathways for bereaved parents and training for healthcare professionals.  

PATIENT AND PUBLIC INVOLVEMENT

Parent perspectives are integral to every stage of the development, including the input into this protocol, the systematic review, qualitative interviews, Delphi survey, consensus meeting and dissemination of results.  A parent involvement panel has been established and training is being provided using methods exemplified by INVOLVE.  The parent involvement panel have also co-designed the parent animation video to aid recruitment https://vimeo.com/292143259/f2edb109dd.  
STEERING GROUP


An international expert steering group including healthcare professionals, parents with a lived experience of stillbirth, charity representatives and researchers with diverse expertise has been convened to guide the research design, recruitment and development of this core outcome set.  This group has stakeholder representation from Europe, Australia, North America, South America, Africa and Asia
.  
COLLABORATIONS

We have established the International Collaboration for Harmonising Outcomes fOr Stillbirth research and carE (iCHOOSE) initiative. The iCHOOSE collaboration aims to develop a core outcome set for stillbirth care research with the overall aim of improving outcomes for parents and the wider family.  This collaboration is endorsed by the Core Outcomes in Women’s Health (CROWN) initiative; the Health Experiences Research Group (HERG), University of Oxford; the National Stillbirth Centre for Research Excellence, Australia, The Stillbirth and Neonatal Death Charity (Sands); Tommy’s National Centre for Maternity Improvement, Twins Trust and Star Legacy Foundation
.  
STUDY OVERVIEW

The study will be divided into five distinct stages.  See figure 2.
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Figure 2: Study overview

STAGE 1: IDENTIFYING POTENTIAL OUTCOMES 
Systematic review: What outcomes have been reported?
Previously reported outcomes and associated outcome measurement tools relevant to stillbirth care research are being identified through a systematic review of the literature.  Our systematic review process has been prospectively registered on PROSPERO International prospective register of systematic reviews (CRD42018087748).  The electronic databases MEDLINE, PubMed, Embase, Scopus, Amed, BNI, CINAHL, PsycINFO Cochrane Register of Controlled Trials will be searched from 1998 
to present. Reference lists of extracted articles will also be searched.  We will include all randomised trials, observational and qualitative studies that report an outcome following stillbirth.  Case reports, editorials, review articles and abstracts will be excluded.  Studies including mothers, fathers, children, siblings, and grandparents experiencing a stillbirth in a singleton or multiple pregnancy will be included. Studies will not be excluded based on the gestational definition of stillbirth, as the definition varies between jurisdictions.  Titles, abstracts and full texts of studies will be screened independently by two review authors using Covidence electronic software34
.  Disagreements will be resolved through a third reviewer.  
A standardised, pre-piloted electronic data extraction form has been developed to extract data. Extracted data includes basic publication details (including author and date of publication); study setting; study population; details of intervention (if applicable); study methodology; outcomes measured verbatim, their definition (if stated), their relevant outcome measurement tool (if applicable) and whether the tool is validated and if parents and members of the public were involved in the outcome selection
.  The systematic review will be reported using the Preferred Reporting Items for Systematic Reviews and Meta-Analyses (PRISMA) guidelines 35.  
Qualitative interviews: What outcomes are important to parents? 

Capturing patient perspectives is crucial in the development of a core outcome set as they often identify outcomes not considered by other stakeholders or within the literature 36. Parents with a lived experience of stillbirth in the United Kingdom will be recruited to participate in qualitative interviews through Sands, National Health Service Hospital Trusts, Twins Trust, support groups, the parent involvement panel and snowballing through personal contacts.


  To ensure diverse opinions participants are being purposively sampled for maximum variation. Participants will include mothers and fathers from a wide range of social, ethnic, and cultural backgrounds who have experienced a stillbirth at a range of gestations. Parents who have a personal history of a stillbirth at more than 24 weeks’ gestation


, at least six months 
prior to the study would be eligible to participate. Parents
 are being interviewed individually or jointly, according to preference.  The number of patients recruited will depend on when theoretical saturation is reached (i.e. when no new themes emerge) 37.
With informed consent semi-structured interviews with parents will be  conducted in either parents’ homes, a suitable private location of their choice or via Zoom teleconference software. The interviews will be guided by the narration of parents’ lived experienced of stillbirth.  However, an interview topic guide 
has also been developed in consultation with the parent involvement panel and guided by the literature review.  The interviews will aim to answer the following questions: 1) What are parents’ experiences following stillbirth? 2) What outcomes are important to parents after they have experienced a stillbirth? 3) What outcomes do parents think are important to measure to improve stillbirth care research?  Interviews will be audio and/or video recorded and transcribed verbatim.  Stillbirth is a sensitive topic, and it is possible parents may experience distress during the interviews; should this happen, they will be offered the opportunity to pause the interview, and if they choose, to stop it completely.  They will be signposted to support from their own healthcare provider or community support services.  

Data collection and analysis is being guided by an iterative approach, allowing data analysis of early interviews to enrich data collection of later interviews. Following a familiarisation process, data is being coded in duplicate. Each line of the transcript is being coded systematically, identifying outcomes anchored in the words of the participant.  Using an inductive approach, a codebook is being generated, and the data is being managed using NVivo software which will help to organize emergent themes.  A constant comparative method will be adopted, whereby transcripts will be re-read, and codes compared with every other occurrence in the interviews.  Data will be analysed and conceptualised into broader categories using the ‘One sheet of paper’ technique38 and the DIPEx (personal experiences of health experiences and illness) techniques for coding38.  This approach has been taken to generate a deeper understanding and meaning of the outcomes, in the context of the lived experience of stillbirth, using the detail-rich interview transcripts.  The Consolidated criteria for reporting qualitative research (COREQ) checklist will be used to report the findings of the qualitative interviews39.
STAGE 2: CREATION OF OUTCOME LONG-LIST AND PILOT WITH THINK ALOUD INTERVIEWS 
Creation of outcome long-list

A comprehensive outcome inventory will be developed from all the outcomes identified in the data extraction of the systematic review and analysis of the qualitative interviews. As an initial step, we will group similar definitions (extracting the wording description verbatim) under the same outcome name22.  Outcomes will then be grouped into outcome domains or categories to classify the broad aspects of the effects of interventions or care22.   The outcomes will be organised into outcome categories using an adapted taxonomy that has been developed for outcomes in medical research to help improve knowledge discovery40.  Each verbatim outcome definition will be categorised to an outcome name and mapped to a domain independently by two researchers from multi-professional backgrounds (a health care professional and a health service research methodologist) to provide transparency. Any differences will be resolved by consulting a senior member of the research team.  
Consideration will be given to the order of questions and the number of items as previous research has demonstrated that question order could affect response rates and actual responses to question items41.  The final outcome long-list will be reviewed by the steering group and parent involvement panel.  Furthermore, additional plain language definitions will be developed for each outcome item.  
Pilot and think-aloud interviews

The questionnaire items and response scale format will be piloted using the think-aloud approach to ensure the ease of completion, readability, understandability and acceptability by stakeholders prior to recruitment22,42,43.  It will also be used to refine the long-list of outcomes. The think-aloud method has been used by other core outcome set developers to improve their questionnaire design43–46,47.  We will examine how parents and other stakeholders interpret the outcome labels and definitions, check they understand how to complete the nine-point Likert rating scale and identify problems22.  Participants will think aloud as they work through the draft Delphi and provide a running commentary on their thoughts on rating of  outcomes22.  The interviewer will use open-ended cognitive probes as described in the interview guide
. The probes will ascertain comprehension, retrieval, confidence judgement and responses to questions43. We will also determine the length of time it takes to complete the survey to ensure response fatigue is minimal. 
Interviews will be face-to-face or via secure teleconferencing and will be audio recorded once informed consent has been obtained.  Transcribed interviews will be coded, by two independent researchers according to a framework of think-aloud categories48.  The coded comments will be subsequently tabulated in a ‘table of changes’ and for each outcome to provide a transparent method of recording suggestions (See appendix).  
Suggested changes in wording, reasons for change and agreed changes will be documented providing transparency in the questionnaire development.  This approach has been used in think-aloud interviews within the Person-Based Approach to intervention development49,50.  An iterative approach will be adopted; we will revise the questionnaire following analysis of an initial sample of think aloud interviews, conduct further interviews, and revise the questionnaire until data saturation and no further changes are indicated.  We estimate that we will interview approximately 12 to 15 stakeholders. Following these interviews, the final Delphi questionnaire will be produced.
STAGE 3: INTERNATIONAL DELPHI SURVEY 
The core outcome set will be determined using a modified Delphi method. The Delphi methodology has been used to allow stakeholders with expert knowledge on a particular subject to achieve convergence of opinion on the importance of different outcomes using sequential questionnaires or face to face meetings22.  Responses for each outcome will be summarised and fed back anonymously in the following questionnaire round.  Participants will be able to consider the responses of others and their previous response before re-scoring each item; this has the benefit of allowing participants to review previous round results independently, with the overall aim to achieve consensus. 
Selection and recruitment of stakeholders

Representatives from all stakeholder groups will be invited to participate in the think-aloud interviews, the Delphi survey and consensus meetings.  Stakeholders will include two main groups: parents with a lived experience of stillbirth and professionals
.  The professional stakeholder group will include healthcare professionals caring for parents who have experienced stillbirth (e.g. obstetricians, midwives, general practitioners, sonographers, psychiatrists and psychologists), researchers, bereavement charity representatives and stillbirth advocates. Due to translation costs and 
financial limitations of the study, non-English speakers will be excluded
. A stakeholder recruitment sampling frame will be created to ensure there is maximum variation in the sample.  
As stillbirth occurs globally, participants will be sought through an international network of parent support groups, organisations, professional associations and charities, including from high, low- and middle- income countries.  We will aim to achieve representation from most continents including Europe, Africa, Asia, Australia, North America and South America. Parents will be identified via charity support groups, social media, and the International Stillbirth Alliance.  We will work with international collaborators in participating countries to use websites and social media that are most relevant to parents that we wish to approach.  Healthcare professionals will be identified via email distribution lists using links with the Royal College of Obstetricians and Gynaecologists, the Royal College of Midwives, the International Stillbirth Alliance, the British Psychological Society (counselling, health psychology and clinical psychology divisions), Royal College of General Practitioners and British Association for Counselling and Psychotherapy. Researchers will be identified through authors of papers in the systematic review, and research networks.

Sample size 

There are no generally accepted guidelines for the optimal size to achieve a consensus in Delphi Studies.  Decisions about on how many individuals to include in a Delphi process is pragmatic, and not based on statistical power22,51.  Careful consideration will be made to sample stakeholders with a breadth of experience.  For the Delphi survey, a minimum of 100 participants per stakeholder group (100 parents and 100 professionals) will be recruited to account for a 20% drop-out rate52,53.  We will use evidence-based methods for recruiting and retaining participants between rounds, for example, direct personalised email invitations, promotional animation and demonstration videos for each round of the Delphi and adopting a minimum waiting time between rounds one and two52–54.  
Delphi Survey

Respondents
 will be invited to complete two sequential rounds of the Delphi survey via email.  Study data will be collected and managed using REDCap electronic data capture tools hosted at the University of Bristol55. REDCap (Research Electronic Data Capture) is a secure, web-based application designed to support data capture for research studies, providing: 1) an intuitive interface for validated data entry; 2) audit trails for tracking data manipulation and export procedures; 3) automated export procedures for seamless data downloads to common statistical packages; and 4) procedures for importing data from external sources55.   Informed consent will be obtained via REDCap from all participants who agree to take part. The data will be analysed using STATA55.
Participants will be asked to indicate the importance of each outcome using a nine point Likert scale devised by the Grading of Recommendations Assessment Development and Evaluations (GRADE) working group (42).  They will also be given the opportunity to add additional outcomes to be incorporated into round two of the survey.  After round one, data will be analysed using descriptive statistics to produce a summary of the results, including the presentation of the results in histograms.  An anonymous summary of the responses will be fed back to participants according to each stakeholder group in round two of the survey and each participant will receive their own previous scores for round one.  Participants will be asked to reflect on the stakeholder group scores and their own score before rescoring each outcome and new outcomes identified by participants from round one. Any outcomes not deemed important by the pre-specified criteria (see below) will be excluded.  If a participant does not complete round two of the Delphi survey, their scores from round one will be counted as valid and retained in the study. The rate of missing responses will be reported with the results of the Delphi survey.  The round two results will be reviewed by the steering group to consider the need for a third Delphi survey round. 
Consensus definition

A standardised consensus definition will be applied to enable core outcomes to be identified: [1] ‘Consensus in’ (classify as a core outcome): Over 70% of participants in at least one stakeholder group score outcome 'critical’ (score seven to nine) and less than 15% of participants in at least one stakeholder group score outcome '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 domain 'Not that important’ (score one to three) and less than 15% of participants in at least one stakeholder group score outcome domain 'critical' (score seven to nine); or [3] ‘No Consensus’ (do not classify as a core outcome): Anything else22,25. The rationale for this definition is that for an outcome to be included in the core outcome set, it requires agreement by the majority that it is of critical importance and only a small minority consider it to have little importance.  This definition will be reviewed by the Steering Group Committee after Round 1 of the Delphi if a large proportion of outcomes are classified as ‘Consensus in’.   


STAGE 4: CONSENSUS MEETINGS TO DECIDE THE CORE OUTCOME SET  
At least two consensus meetings will take place to discuss the results of the survey and agree the final core outcome set.  Stakeholders will be asked if they are willing to participate in the consensus meeting in the final question of the Delphi questionnaire and will invited once the analysis of round two has been completed
.  It is anticipated that these meetings will be either face-to-face or virtually via video conferencing software and informed consent will be taken prior to commencement of each meeting.  The meetings will be run sensitively by researchers and a bereavement care midwife who are experienced in running research meetings with bereaved parents8,57.  A representative from the Stillbirth and Neonatal Death Charity (Sands) will also be present for the meeting.   
The initial meeting will take place only with parents.  This pre-meeting will allow parents to have the equal opportunity to voice their opinions without intimidation or influence from the other stakeholder groups.   A sub-set of parent representatives will be invited to the second consensus meeting (and potentially third consensus meeting) with all stakeholder groups.  
A modified Nominal Group Technique will be used to further prioritise consensus outcomes58.  This technique ensures that all participants have the opportunity to provide their perspectives and to hear the views of others.  The modified Nominal Group Technique does not rely on statistical power. It is anticipated that eight to ten participants from each stakeholder group will participate in the consensus meetings, as this number has yielded sufficient results in the development of previous core outcome sets59,60.   
Prior to the meeting attendees will be sent a reminder of their own personal Delphi score.   A facilitator will present the results from the earlier rounds according to each stakeholder group.  All potential core outcomes reaching the standardised definition for ‘consensus in’ will be discussed.  Participants will be able to enter other potential core outcomes that have not reached the standardised consensus definition, upon request.  

Participants in the meeting will be either asked to work individually or split into small groups or pairs to consider the outcomes, including any outcomes that they feel are missing.  All the participants are then brought together to discuss each outcome in turn. Each participant will be asked to contribute their opinions on outcomes considered for inclusion in the final core outcome set.  With consent of the participants the consensus meetings will be audio and video recorded and minuted. 
A further round of voting and discussion will take place with the aim of achieving consensus and ratifying the final core outcome set.  Items will be categorised 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’.  This will be facilitated by online, smartphone or electronic keypad technology, allowing for all present to vote anonymously and simultaneously.  Outcomes will be rejected where there is again ‘no consensus’ reached at this stage.  The transcribed meeting will be uploaded onto NVIVO and analysed using a content analysis to contextualise the decision making around the development of the core outcome set61.  

STAGE 5: SHARE AND IMPLEMENT 

Dissemination

We are aiming for this core outcome to be used in all future stillbirth care research.  The dissemination strategy will be developed with the steering group, the parent involvement panel, and the University of Bristol’s Public Engagement Office. A range of methods will be used to raise awareness of the core outcome set and promote its adoption.  The results of the systematic review, qualitative interviews, think-aloud interviews, the Delphi process and consensus meetings will be published in peer-reviewed speciality journals. An overview of the core outcome set will be disseminated to the Core Outcomes in Women’s Health (CROWN) and Core Outcome Measures in Effectiveness Trials (COMET) initiatives. The results will be presented at national and international scientific conferences of the RCOG, the Royal College of Midwives, FIGO, the British Maternal & Fetal Society
, the International Stillbirth Alliance (ISA) and the COMET conferences. Furthermore, we will promote a high-level awareness of the study and the core outcome set through social media via parent organisations and charities.  Results will be shared with professional associations 
and clinical guideline developers to ensure uptake of the final core outcome set.  
Identifying outcome measurement tools using the literature
Once the core outcome set is agreed it is important to determine how outcomes should be measured so that the core outcome set can be fully implemented 20,22.  Currently there are no guidelines available to support outcome measurement instrument selection for core outcome sets.  Future research will include identifying potential outcome measurement tools for each outcome in the core outcome set from the systematic review.  If no outcome measurement tools are identified for a core outcome using this method, this will be acknowledged, and 
identification and/or development, quality assessment and selection of suitable outcome measurement tools will form part of future research work.  
Ethics
Ethical approval for the qualitative interviews has been approved by Berkshire Ethics Committee REC Ref 12/SC/0495 through the HERG.  

Ethical approval for the think-aloud interviews, Delphi survey and consensus meetings has been awarded from the University of Bristol Faculty of Health Sciences Research Ethics Committee (reference number:116535).  
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�Please replace with personal affiliation, or Irene can touch base with me to discuss further (she’s a member of the Bereavement WG but we typically reserve this type of affiliation only for ISA board members, thanks!!! 😊


�Physical may be better term


�I agree. 


�There is insufficient evidence because there are very few studies, but this isn’t helped by the poor level of consensus in outcome reporting. 


�Here if we write international, but there is no mention of LMICs anywhere else in the document.


�By definition most interviews will be qualitative. I think you mean qualitative analysis of interviews. 


�Will it include LMICs also


�By whom? 


�Acronym not yet defined. 


�Add everyone to this and update abstract 


�Including parents from LMIC also will be great, .


�Our own study from India got published just now, can be included.





Sarkar A,Siwatch S, Aggarwal N, Singla R, grover S.The unheard cry of a stillbirth: fathers and mothers. Arch Gynecol Obstet.2021 Jun12.doi: 10.1007/s00404-021-06120-9.  Epub ahead of print. PMID: 34117899


�May rewrite as from diagnosis to delivery and discharge 








As it may not always be in the hospital, may be in ultrasound clinic.


�RCTs are not feasible and methodology is usually affected by the highly sensitive nature of this event.


�Not convinced. Reporting bias can occur regardless of having a core outcomes set, since it relates to HOW outcomes are reported, not WHAT outcomes are reported.


�Agree with Zan, I don’t think trials have to report all outcomes in a COS. Likewise, how will a COS improve clinical decision making. It will do this by generating evidence not on its own. 


�I would expect to have mention of LMIC vs HIC settings before the aim statement, given the vast gulf in terms of stillbirth support across settings. Is iCHOOSE aiming to create the min set for all settings? 


�Also, I think defining a min set of outcomes is needed—when I reviewed the survey there were tons of outcomes, all ‘important’, and I think rationally there must be agreement on ‘how many is too many’ to expect researchers to include—eg obviously a core outcomes set that includes 75 outcomes is nonfunctional… so what is that maximum number of core outcomes?


�Agree with Zan, now a few studies are available from LMICs on parental involvement, so can include those.





�I would remove this—what do you mean by ‘implement’? We have no ‘power’ unless through journal editors requiring reporting on these outcomes eg like PRISMA.


�Good, but then critical to include LMIC parents in the review phase, of course


�Agree, I gave this comment in the beginning only. Can help with getting some parents from our setting


�For International comparison WHO says 28 weeks but  otherwise most countries use 22 weeks


�Need to consider an accepted threshold – suggest WHO definition to keep truly international (22 weeks). 


�Should clarify there are other groups who also require care after stillbirth including siblings, other family members, and the care givers themselves, so will this core outcome set be relevant for those groups?


�Are you excluding ANY pharmacological therapies? The Cochrane review you cite specifically looked at pharmacological treatment in subsequent pregnancies. Also consider lactation suppression. It seems odd to exclude this from “care”. 


�Maybe not confine to lactation suppression but lactation care, some women may opt to donate breastmilk


�RCTs may not be feasible


�Is that usual – has this statement been made about other COS?


�Does it include Asian parents also?


�If interested, ISA could discuss endorsement as well? Let me know.


�Why 1998?


�Version / Date


�Great!


�Perhaps a justification why Uk parents only here.


�Yes, definitely! Would have been good to include at least 2 more countries, both LMIC


�Agree with Zan here, for including 2 LMICs. Should not be a problem as ISA is doing PVI project in India & Kenya already.


�Why not 20 weeks


�Previous section commented  20 weeks


�Agree we should be consistent. ?22w as WHO definition.


�How 6 months as been decided?


�Need to ensure a representative sample of men to be included, women often gatekeep for their partners


�Add in appendix 


�Is there any provision of specialist care in case of a parent experiencing complex grief 


�Add in appendix 


�Add this


�Really has to be LMIC and HIC, with bulk in LMIC, due to bulk of the burden being in these settings. 


�agree


�Understand but this hugely limits, given the bulk of stillbirths occur to individuals who do not speak English, and are cared for by individuals who do not speak English… need to address this…


�You’ve already said that you will have stakeholder organisations. Use respondents to avoid confusion between the two?


�Is this ok to put?


�I think this is critical, based on my review of the survey—there is no way to have the outcomes judged against EACH OTHER, so all (or most) end up being important. I worry this process will result in a completely unrealistic set of outcomes that will never be implemented. Should there not be a max number? All the work could be wasted if you get consensus that 100 outcomes are equally important… 


�How will you select participants if there are a large number of people willing to participate? It won’t be possible to have 200 participants in consensus meetings. Will there be some minimum representation e.g. at least one person from each continent / professional group etc.?


�Why only this UK based charity? Why not have someone from ISA – at least that would be international. 


�This is very UK centric. Could we say the ISA conference first because at least that is an international audience?


�Aren’t universities the key target as they are a key source of research? Reaching key research departments will be key


�Really key and maybe should be mentioned higher up in the protocol. This is the feasibility component, so important!
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