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1.1 Protocol Synopsis 
	Study Title
	Evaluating Maternity Investigations from the Perspective of Individuals, Resources and Endpoints to Improve Outcomes for Mothers and Babies

	Short title
	Evaluation of Maternity Investigations and Review Tools: Process Evaluation (MATREP) 

	Study registration
	University of Manchester Figshare  doi://10.48420/26780092

	Sponsor 
	University of Manchester 

	Funder 
	National Institute of Health Research, Policy Research Programme 

	Chief Investigator 
	Professor Alexander Heazell 

	Study Design
	Mixed methodology study using interviews and quantitative questionnaire data. 

	Study Participants
	Parents and families, NHS Staff responsible for implementation of MNSI/PMRT, National Leads 

	Sample Size
	Estimated 400-500

	Study Start Date 
	November 2023

	End of Study Definition 
	Last interview and questionnaire completed and data analysed 

	Expected Completion Date 
	May 2025

	Principal Research Question
	Have Health Service Investigation Branch (HSIB)/Maternity and Newborn Safety (MNSI)investigations and Perinatal Mortality Review Tool (PMRT) reviews met their expected outcomes, resulting in system-level quality improvements in maternity care and improved outcomes for parents and families?

	Secondary Research Questions 
	What impact have HSIB/MNSI investigations and PMRT reviews had on parents and families?
 What impact have these reviews and investigations had on NHS maternity services in England? 
What resources are required for parents and families and for English NHS maternity providers to engage in these programmes? 
What can be recommended to national policy advisors for improvements to these programmes and their implementation in the future?



2) INTRODUCTION AND BACKGROUND TO THE MATREP STUDY
More babies die or are harmed in the UK either before, during or after birth, compared to other similar countries. This is why in 2015, the government set a target to halve the number of mothers and babies who die and are injured around the time of birth, by 2025. To achieve this target, maternity services need to understand when and how problems with care happen so that care can be improved and to prevent future harm. The government funded two investigation/review processes that would support this aim: the Healthcare Safety Investigation Branch (HSIB) maternity investigations - now called Maternity and Newborn Safety Investigations (MNSI) - and the Perinatal Mortality Review Tool (PMRT). MNSI is an independent organisation which investigates the deaths of some mothers and around 1 in 12 babies who are injured or die. On the other hand, the PMRT is used by hospitals to review all baby deaths that occur in their units, whether they happen during pregnancy or after birth and irrespective of the suspected causes of a baby’s death. 
This project aims to collect information from families, parents, staff members and maternity units to see whether these two investigation/review processes are successful in both supporting parents’ and families’ needs and improving maternity care. 
First, the team of researchers and parent advocates will look at information already collected about the HSIB/MNSI and PMRT reviews in other research to find gaps in what we know. We will then ask twenty bereaved parents and families, and parents whose baby has been injured, about their experiences of the investigation/review process. We will also ask families to tell us about the material, social and emotional costs of being involved in a review or investigation about their care. This will help to understand what went well and where things could be improved. The families interviewed will include people from different ethnic and social groups. Then we will use the information from the interviews to write a targeted questionnaire so we can hear the views of many more families and parents and use links with charities to reach them. 
We will also work with seven maternity units across England and interview members of staff to understand how the HSIB investigations and PMRT reviews have affected them and how lessons learned from the investigations/reviews are put into practice. We are particularly interested in what stops changes being made and how to support effective change. We will also collect information to work out how much investigations/reviews cost, from the perspective of parents and families, NHS staff and services. 
We will also interview national leaders of the HSIB/MNSI and PMRT reviews to find out how they think things are going and what might be improved and why. We will ask staff in the maternity units and the national leaders to complete to resource questionnaire so that we can understand what resources are required to conduct and complete a review and investigation properly. We will then share all these results with the parents and organisations directly involved in the research and policy teams at the Department of Health before sharing with the public more widely by writing about our findings in academic journals and in shorter plain English summaries available on the web.
[bookmark: _Toc135050316]2.1 Background
The National Maternity Safety Ambition to halve the rates of stillbirths, neonatal and maternal deaths, and baby brain injuries by 2030 was launched in 2015. The 2016 strategy “Safer Maternity Care” included improving the quality and robustness of maternity investigations, and the date for achieving the ambition was brought forward to 2025 [1]. Against the background of the Maternity Transformation Programme taking forward the “Better Births” recommendations, the Healthcare Safety Investigation Branch (HSIB) maternity investigation programme and national Perinatal Mortality Review Tool (PMRT) were instigated [2]. Paramount for both these new investigation/review processes is that when a death or harm occurs, parents and families need an explanation of what happened and why [3]. This theme was reprised in the Ockenden review of Shrewsbury and Telford Hospitals, with the second recommendation of the interim report stating that “maternity services must ensure that women and their families are listened to with their voices heard”. The main report makes more specific recommendations about serious incident reviews, stating that “Incident investigations must be meaningful for families and staff and lessons must be learned and implemented in practice in a timely manner.” For investigations and reviews to be meaningful for families it is essential that they are engaged with an understanding of these investigations [4]. Therefore, understanding of parents and staff experience of investigations and reviews is essential to ensuring positive outcomes of reviews for women, their families, as well as staff and maternity services. 
The proposed research will evaluate whether HSIB investigations and PMRT reviews have met the anticipated requirements, have resulted in system level quality improvements in care and have improved outcomes particularly including family/parents’ experience of the different investigation and review processes. 
The HSIB maternity investigation programme, established in 2018, investigates, with family consent, specific groups of maternal and perinatal deaths and babies with intrapartum-related brain injury. HSIB assessors interview staff, review medical records and meet with parents/family members to gather their perspectives on the care provided and what happened. HSIB produce a report about each single death which is agreed and shared with the trust and the family/parents. Intermittently, HSIB publish national learning reports on topics of general relevance, emerging from their investigations. The PMRT was developed with Department of Health and Social Care (DHSC) funding and released for use by trusts/health boards in January 2018. The tool is designed to support the conduct of objective, systematic and robust local hospital-level reviews of all late miscarriages, stillbirths and neonatal deaths. Incorporating parents’ perspectives of their care from the outset is key to ensure the review findings answer questions and any concerns parents have about the care they and their baby received. A key difference between the two schemes is that the HSIB investigation is external to the maternity provider and deals with about 8% of perinatal deaths and babies with brain injury, and the PMRT review is conducted internally on all perinatal deaths and does not include babies with brain injury.
The existing evidence
For about 95% of stillborn babies a local PMRT hospital review is the only review of care parents are likely to receive. In contrast, for babies who die in the neonatal period, if the baby was born at term and the death was thought intrapartum-related, an HSIB/MNSI investigation will be undertaken. Approximately, 4% will have a coronial inquest [5]; and the care of all babies who die in the neonatal period will be reviewed by the local hospital (PMRT review) and by the local Child Death Overview Panel (CDOP). Some babies with neonatal harm also qualify for investigation under the NHS Resolution Early Notification Scheme. Parents can find different review/investigation methodologies and conclusions confusing and thus unhelpful [6]. The study has provided an evidence-based approach to the involvement of parents in local reviews of baby deaths [7]. However, the extent to which this approach is in widespread practice is unclear.
For all women who die during pregnancy or up to a year after the end of pregnancy, an MBRRACE-UK Confidential Enquiry is carried out and the findings reported in annual national reports. The enquiries, by their confidential nature, do not involve families and reports concerning individual deaths are not produced [8]. In contrast, HSIB/MNSI investigations which involve families have an individual focus with individual reports for families and services produced, with national learning reports published intermittently. There is as yet limited evidence as to how these reports are received by families or used within services. We have not been able to identify any academic evaluation of HSIB investigations.
[bookmark: _Toc135050317]2.2 Rationale
HSIB (now MNSI) investigations and PMRT reviews were both introduced in 2018, and their initiation or completion is now financially incentivised for all NHS provider service via the Maternity Incentive Scheme where providers receive a rebate from the Clinical Negligence Scheme for Trusts. These programmes have some commonalities, notably the promotion of systems to standardise and improve the analysis of events following the death or injury of a baby in maternity care; the use of processes for involving parents or families in understanding what happened ; and an ambition to improve the quality of maternity care as a result of learning from the investigation or review. These programmes also have significant differences, notably the selection of cases for review and/or investigation; the methods used to promote an understanding of the event examined; and if these examinations are conducted externally (HSIB/MNSI) or internally (PMRT) to the maternity unit where the event happened. 
To date, there is limited evidence of either of these programmes resulting in improvements in maternity safety and there has been limited evaluation of the impact and effects of these programmes. Drawing on recent theory developed in implementation science [9-11], we will examine four aspects of programme implementation that will affect outcomes of HSIB investigations and PMRT reviews. These are the characteristics of each programme; the social and policy setting in which they have been developed; the features of both maternity units and independent organisations in which the programmes are received and used; and the characteristics and capacities of organisations; teams and leadership that influence the uptake, use and outcome of these programmes in different circumstances. 

The MATREP study will provide a comprehensive review of the conduct and effectiveness of HSIB/MNSI investigations and of PMRT reviews in England from 2019 to 2023/4; describe parent's and families' experiences of these investigations and reviews; and examine when and how learning happens from programme findings. It will also assess the resources required for conducting reviews and investigations in services. Our study findings will have relevance to maternity service policy makers; programme leads; frontline staff and parents and families themselves. 
3) STUDY AIMS AND OBJECTIVES 
[bookmark: _Toc135050318]The proposed project will obtain data from parents and a range of staff from NHS maternity units in England (as HSIB and PMRT are active in England). 
The overall research aims and objectives are:
· To provide a comprehensive review of the conduct and effectiveness of HSIB/MNSI investigations and PMRT reviews. 
· To describe parent, family, and staff experiences of these investigations and review processes 
· To assess how far these programmes contribute to learning for maternity improvement 
· To establish the resources required for these programmes to be effective.
The study comprises three workstreams. 
Workstream 1 – Parents and Families
Workstream 1 will examine parents’ and families’ experiences of the investigation/ review processes. 
This workstream will address the following research questions:
a. What are the experiences of parents and families whose care has been investigated by HSIB/MNSI and/or reviewed locally using the PMRT? What is their understanding of the investigation and review processes across time? What is the extent of their felt involvement and what were the barriers and facilitators to their involvement?  What were the effects of their involvement (costs of time, material costs and emotional work) and what was the overall impact of being involved?  What are their views of the investigation/review findings and the use of the finding to improve care? 
b. Have families’ experience of investigations and reviews changed following the introduction of the two new initiatives and have these changed over time?
Workstream 2: NHS Clinical and Support Staff 
Workstream 2 will examine the  experiences of senior clinical governance staff of conducting PMRT reviews and facilitating MNSI investigations.  It will also determine their views on the involvement if parents and families and on the generation and dissemination of learning from these HSIB/MNSI and PMRT programmes.  
This workstream will address the following research questions:
a. What effect have HSIB/MNSI investigations and PMRT reviews had on clinicians and support staff (e.g. clinical governance team, lead clinicians and administrators) involved in the investigation/review process? This will include investigation of their views on: staff preparation and training for parent and family involvement; the impact of the programmes on staff workload and morale, and the availability of staff and parent and family support throughout the review and investigation processes..
b. What effect have the HSIB investigations and the local PMRT reviews had on the work of service managers and quality improvement teams in provider services? This will include an understanding how learning points identified by reviews are fed into practice improvement and how dissemination to families and staff happens. 
Workstream 3: Impact on local services and the wider system 
Workstream 3 will assess the impact upon the maternity system required to undertake the investigations/reviews including a detailed cost evaluation of the reviews. 
This workstream will address the following research questions:
a. What investigations and reviews were carried out before the implementation of HSIB/MNSI maternity investigations and the availability of the PMRT, and have these two new initiatives improved the number and quality of investigations and local reviews?
b. What impact have the investigations and reviews and their findings had on local service delivery including local changes and quality improvement activities?
c. If and how learning from investigations/reviews has been disseminated across the system more widely, and, if not, what are the barriers to dissemination?
d. What are the resource implications and costs associated with HSIB/MNSI investigations and PMRT reviews at trust level?
e. Are there overlaps between the HSIB/MNSI investigations and PMRT reviews, and/or overlaps with other national programmes? How do PMRT reviews and HSIB/MNSI investigations complement other national programmes? What adjustments have been made to these programmes since their introduction and why? 
Additional Workstream Consideration:
What impact, if any, did the pandemic have on the conduct and outputs of HSIB/MNSI investigations and PMRT reviews, and the effect on parents/families experiences of these reviews and investigations? 

3.1 Overall Question/Objective
Have Health Service Investigation Branch (HSIB)/Maternity and Newborn Safety (MNSI) investigations and Perinatal Mortality Review Tool (PMRT) reviews met their expected outcomes, resulting in system-level quality improvements in maternity care and improved outcomes for parents and families?
3.2 Secondary Question/Objective
What impact have HSIB/MNSI investigations and PMRT reviews had on parents and families?
What impact have these reviews and investigations had on NHS maternity services in England? 
What resources are required for parents and families and for English NHS maternity providers to engage in these programmes? 
What can be recommended to national policy advisors for improvements to these programmes and their implementation in the future?
3.3. Study Duration and Dates 
This is a mixed methods study using interviews; quantitative survey and a national survey.  The study is 18 months in duration.  
· November 2023 to March 2024:  Study set-up
· April 2024 to January 2025: Data collection/ongoing analysis
· February 2025 to April 2025:  Data analysis and write-up
· April 2025 to May 2025: Reporting and dissemination of findings

4) STUDY DESIGN & PROTOCOL
[bookmark: _Toc135050319]4.1 Study Design 
This mixed methods, 18-month, evaluation study, is organised in three work streams and five work strands. We will be conducting qualitative interviews and analysing quantitative questionnaire/survey data for this mixed-methods study. 
Workstream 1a (interviews with parents and families)
Workstream 1b (national survey of parents and families)
Workstream 2a (interviews with NHS staff)
Workstream 2b (short staff survey of review/investigation resourcing) 
Workstream 3 (interviews with programme leads who work externally to the NHS and a survey of resource use).

- Workstream 1a: PARENT AND FAMILY INTERVIEWS
Twenty parents or families who have experienced a review or review and investigation into the death the death of a baby, a baby with brain injury or a maternal death since 01/01/2019 will be recruited through diverse stakeholder organisations and charities for interview to explore their experiences of the review/investigation and of outcome.
Participant selection will be for maximum population and event differences.
Interviews will happen once and will be open-ended, one-to-one, audio-recorded and last for approximately 60 minutes. They will be conducted virtually, by using Zoom or Microsoft Teams, or face-to-face, depending on interviewee preference and researcher availability. 
Please see Appendix A for the interview guide for parents and families. 
-Workstream 1b: PARENT AND FAMILY NATIONAL SURVEY 
We will conduct an initial thematic analysis of Workstream 1a data to develop a short on-line questionnaire for the national parent and family survey (England only). The survey will be on-line, conducted once for each survey respondent and last approximately 20 minutes. It will be widely publicised through our diverse Parent and Family Advisory group and by the leads and administrators of the two national programmes being evaluated. The findings (from an estimated 400-500 participants) will inform the generalisation of the Workstream 1a findings.
This survey will be created after analysis of Workstream 1a findings (forthcoming Appendix B). 
-Workstream 2a: PROVIDER SERVICE (NATIONAL HEALTH SERVICE (NHS)) STAFF INTERVIEWS 
We have used quasi-random sampling to sample maternity services in England to identify 7 NHS maternity services that are diverse in terms of their regional location, the level of neonatal care provision, and their frequency of issues of care identified in reviews. The services named in the University Research Ethics Committee application have agreed to participate. 
For each maternity service 2-3 senior clinical governance staff responsible for the implementation of the two programmes (HSIB/MNSI and PMRT) will be identified for a one-to-one, on-line, audio recorded interview that will last for approximately 60 minutes. Up to 21 interviews will be collected. A return interview may be arranged for staff responsible for both programmes. We will also be seeking to interview Senior Independent Advocates where this is possible. 
The interview guide for NHS Staff is attached as Appendix C. 
Workstream 2b: SHORT SURVEY OF PROVIDER RESOURCING OF REVIEWS/INVESTIGATIONS 
Surveys (Appendices D and E) of the 7 NHS maternity providers will be conducted to establish the costs of reviews and investigations from the perspectives of staff and senior managers and for each of the MNSI and PMRT programmes. It will take approximately 30 minutes for those staff responsible for reviews and/or investigations to complete the survey questionnaire. 
-Workstream 3: NATIONAL PROGRAMME LEAD INTERVIEWS 
8-10 national programme leads, recruited through professional networks and through on-line programme information where work address are available, will be recruited for an in-depth, one-to-one, virtual, audio-recorded semi-structured interview that will last approximately 60 minutes. This interview will happen once for each participant and will explore their views and experiences of programme development, implementation and outcomes for families, services and NHS staff.
The workstream 3 interview guide is attached as Appendix F.
A survey of costings from a maternity provider perspective (see Appendix G) will be conducted to establish the costs of review and investigations from these maternity providers’ perspectives. The questionnaire for the survey will take approximately 30 minutes for the relevant programme leads (estimated 7) to complete. In addition, MNSI will complete a questionnaire to provide costs of a typical MNSI review.

4.2 Methods 
Workstream 1a – Parent and Family Interviews
A researcher will reply to all e-mail responses from parents and families, thanking them for their interest and requesting their completion of brief screening details (short description of event reviewed/investigated; date of review/investigation; age; ethnicity and self-identified under-served groups). This email correspondence will explain why this information is being sought and will explain what will be done with this information and for how long it will be retained/when it will be disposed of. 
After the research team has collated all screening questionnaire replies and sampled this data for maximum diversity, all parents and families who expressed an interest in the study will be replied to. 

For those parents and families not included in the study, a personalised thank you letter will be sent. These individuals will also be assured that their personal data has been disposed of immediately after the letter has been sent. This correspondence will also inform these parents and families of the forthcoming national parent and family survey, to which they will be invited.  This correspondence will also suggest that the parent/family recontact the relevant association/charity so that they might contribute to forthcoming studies, if they wish. Potential participants who do not meet the inclusion criteria are likely to feel rejected, with their own difficult experiences disregarded as the research team will be sensitive to this. 

For selected research participants, an invitation to interview will be sent, along with all study information (PIS; consent form and interview topic sheet). This information includes comprehensive information, in plain English, on the purpose of the study, what will happen to participants, when and for how long, and what the study outcomes will be. It also includes information on the consent process and on participants’ entitlements to withdraw from the study at any time (irrespective of a signed consent form), without having to explain why and without this decision affecting care. This information also explains the storage of brief personal details (contact information) so that data withdrawal is possible (until 1.12.24). 

The invitation will include a request for an email or telephone conversation for the researcher to address any concerns and questions or explain the study verbally, and, if the potential participant is happy, arrange a suitable date and time for interview. Only the work contact details of the named researcher will be given. 

No interviews will be scheduled or conducted less than 48 hours after the study information is sent as well as explained to the potential participant. If there are signs to the researcher that any potential participant is especially vulnerable or distressed, they will be given more time to time to consider what is involved in the study and any toll that it may take on them. A discussion between the researcher and the potential participant will establish a future date for them to be contacted within the timeframe for completion of this study phase (total data collection time for this study phase is 5 months). 

The day before the interview the researcher will contact the participant to ensure that they are still happy to be interviewed the next day and, if they decide, an alternative date and time will be arranged. 
Parent and Family interviews can be conducted by telephone, Zoom or Teams or, if possible, in-person at a quiet, public location of the participants’ choice.   The time and date of the interview will be scheduled and the participant has the choice of inviting a family member or a friend to be present during interview.  
The participant will be asked to read and sign a written consent form before the interview. About a day before the interview the named researcher will check again that the interview is happening at a suitable time for the participant and will ask if they have any concerns or questions about the interview or the study and will reply to these.   The named researcher will record the interview. 
It will be explained to the participant verbally, and via the Participant Information Sheet that they can withdraw from the study at any time, before, during and after interview, without giving a reason.  If the participant decides this, the researchers will delete the interview from their records until 1.12.24 (when final data analysis begins). 
The interview will last approximately 60 minutes. 
Workstream 1b – National Parent and Family Survey 
A short (roughly 20 minute) on-line questionnaire will be sent out to parents and families. This will be publicised through our Parent Advisory Group and the leads/administrators of the PMRT review and HSIB/MNSI investigations.  The design of the survey will be informed by our Workstream 1a (parent and family interview) findings and so is not yet attached as protocol Appendix B.   The on-line questionnaire will be attached to the protocol in January 2025.
Workstream 2 – NHS Staff Interviews and Staff Resources Survey 
Potential participants will receive a standardised approach email, drafted by the research team, from the Head of Midwifery at each study site. This is to avoid the disclosure of work contact details to the study team without potential participants consent. The email will include attachments of the Participant Information Sheet and Consent Form. This information includes comprehensive information, in plain English, on the purpose of the study, what will happen to participants, when and for how long, and what the study outcomes will be. It also includes information on the consent process and on participants’ entitlements to withdraw from the study at any time (irrespective of a signed consent form), without having to explain why. 
The correspondence to potential participants also clearly states that they should reply to the invitation to participate in the study ONLY to the research team and not to their colleague or manager who is sending the approach letter. 
Participants will have a one-to-one interview with a named researcher who will ask about the impact of the HSIB/MNSI investigations or PMRT reviews on: the quality of investigation and review processes; quality improvement activities; parent and family involvement; and the work of clinical teams.  The interview can be conducted by telephone, Zoom or Teams. The time and date of the interview will be scheduled with the participant.   
Participants will be asked to read, sign and return a written consent form before the interview. The interview will be audio-recorded verbatim by the named researcher and will last approximately 60 minutes.
Participants at each site will then be asked to complete a questionnaire about the resource and cost implications of the programme. This will take approximately 20 minutes. Participants will be advised this can be completed after the interview and will receive reminders at one-week, one-month, and two-months after the interview to complete it. 
Workstream 3 – Interviews and Survey for National Leads 
Participants will be contacted with a standard letter of introduction briefly explaining the study; the Participant Information Sheet and the consent form, attached to a standard introductory email from the Chief Investigator. 

This information includes comprehensive information, in plain English, on the purpose of the study, what will happen to participants, when and for how long, and what the study outcomes will be. It also includes information on the consent process and on participants’ entitlements to withdraw from the study at any time (irrespective of a signed consent form), without having to explain why. This information also explains the storage of brief personal details (contact information) so that data withdrawal is possible. 

When a potential participant replies to the invitation to interview, the researcher will contact them, by email, to arrange a mutually convenient date and time for the interview, to establish which medium they prefer (telephone or Microsoft Teams), and to enquire after any concerns or questions about the study. This correspondence gives potential participants to option of a telephone or email conversation with a member of the research team so that concerns and questions might be addressed before interview. The signed and countersigned consent form will only be completed following this email correspondence, when the study team are assured that participants are clear about the study, and happy with it, and before the interview commences. 

Participants will have a one-to-one interview with a named researcher who will ask them about the impact of the HSIB/MNSI investigations or PMRT reviews on: the quality of investigation and review processes; quality improvement activities; parent and family involvement; and the work of clinical teams.  The interviewer will also ask participants about the resource and cost implications of the programmes and the impact of the pandemic on the programmes and parent and family experience of them.  
The interview will be conducted by telephone, Zoom or Teams. The time and date of the interview will be scheduled at the participants convenience. 
Participants will be asked to read, sign and return a written consent form before the interview.  The interview will be audio-recorded verbatim by the named researcher and will last approximately 60 minutes.
Participants will then be asked to complete a questionnaire about the resource and cost implications of the programme. This will take approximately 30 minutes to complete. Participants can complete this after the interview and will receive reminders at one-week, one-month, and two-months after the interview to complete it. Participants will be able to ask other people in their institution for help to complete the questionnaire about costs. 
4.3 End of Study 
The study will continue in line with funding availability until May 2025. Once the data analysis is completed, end of study notification will be submitted to relevant Research Ethics Committee (REC) within 90 days. 
5) STUDY PARTICIPANTS
Inclusion Criteria 
For parents and families: 

· Those who have experienced baby loss, a baby with brain injury or a maternal death from 01/01/2019. This is because the programmes under evaluation were fully operational from 01/01/2019. 
· Those who are able to read and speak English, including those who require some language support.
· Those able to provide informed consent. 

For national programme leads: 

· Those who have occupied or currently occupy a senior governance position in the instigation, development, implementation and/or monitoring of the HSIB Maternity Investigation Programme 
· Those who have occupied or currently occupy a senior governance position in the instigation, development, implementation and/or monitoring of the Perinatal Mortality Review Tool. 
· Those who provide area leadership in the engagement of parents and families and investigation teams 
· Those able to provide informed consent. 
· Those with access to a computer, tablet or mobile phone and with a reliable internet connection 

For NHS Clinical and Administration Staff 
· Maternity units that are larger and smaller (more and less than 4,000 births a year) from within each of the 7 regions. This is to select for unit capacity and variation in the number of Neonatal Intensive Care Units).
- From this sample, we have identified those services that report the highest, lowest and average frequency of action planning based on reviews of maternity care. This is to select for indicators of more or less active parent engagement in review and investigation processes and more or less quality improvement activity on the basis of reviews and investigations.
The database maintained at the Oxford Population Health NPEU was used to conduct this sampling. Maternity provider staff who have occupied lead roles in the introduction and implementation of HSIB investigations or PMRT tools will be asked to participate. This may vary between location but is likely to include Head of Midwifery, Clinical Director and Clinical Governance Lead Midwife. 
Exclusion Criteria
For parents and families: 

· Who have significant cognitive disability. This is because these potential participants would not be able to give informed consent by themselves. 
· Who have current severe mental illness. This is because potential participants may be unable to exercise choice throughout the recruitment and interview process. 
· Who feel themselves to be too distressed to participate in the study. This is because significant distress may affect participant choice and autonomy. Additionally, the costs of research participation to that individual would outweigh any benefits. 
· Who are unable to read or speak English. This is because we do not have the required funding for translation services that would ensure that participant understanding of the study and study participation, and so participant choice, is maintained. 
· Who feel unable to provide informed consent. 

For national programme leads and NHS Staff: 

· Who are currently under warning, suspension, remediation or dismissal procedures by their employers or professional bodies. If procedures by employers were ongoing, the reliability or the confidential status of the data might be compromised. 
· Who feel themselves to be too distressed to participate in the study. In this situation the costs of research participation to that individual would outweigh the benefits. It is also possible that participant choice may be breached during times of significant distress. 
· Who feel unable to give informed consent. 

[bookmark: _Toc135050320]5.1 Recruitment and Consent 
Prior to Written or Verbal Consent:
The consent information includes a UK GDPR Compliant Participant Information Sheet and a Consent Form. This written information will be given to participants by email and when they are invited to participate in the study. The consent information is accompanied by an invitation from the researcher to raise any concerns or questions about the study, that will be addressed by telephone conversation with a researcher or by email if that is preferred. 

During the correspondence for establishing the best time and date of interview, and before establishing this, the researcher will check that the participant understands the purpose of the study, what their participation involves and the outcomes of the study. At this time the researcher will also remind them that they can withdraw from the study at any time, including during and after interview, without giving an explanation. The researcher will also check verbally that they understand how personal and interview data will be stored during the study; when it will be disposed of; and how it can be withdrawn before data analysis begins. The researcher will also check at this time to ensure that the potential participant understands the informed consent process. 

Given the sensitivity of the research topic to parents and families, no interviews will be conducted less than 48 hours after the researcher has checked that the research information has been received and understood by any participant. 

Given the work demands of many national programme leads, where possible, no interviews with them will be conducted less than 24 hours and after the researcher has checked that the research information has been received and understood by the participant. The time required for questionnaire completion will also be explained to national programme leads. 

If it is possible for research participants, they will asked for written consent using the consent form provided as an email attachment. For this procedure, an explanation of the need to initial all listed consent statements that they agree with as well as to sign and provide their full name at the bottom of the form, will be given. They will be advised to download, print, and provide a wet signature on the form, and then scan the form for returning by email, if it is at all possible. Otherwise, participants will be advised that they can type their name on the consent form and conform that they have ‘signed’ the form in the return email to the researcher. All consent forms will be counter-signed by the researcher, who will retain a copy for research data and return a copy to them. Research participants will be told that a copy of the counter-signed form will be returned to them prior to interview and they will be informed that their consent form will be stored securely at the University of Manchester until 5 years after the close of the study (31.3.30). 

If parent or family participants experience difficulty with the written consent process, or they do not have the IT facilities to deal with the electronic format, the researcher will offer to obtain verbal consent as follows. The researcher will ask the participant the questions from the consent script and their verbal answers will be audio-recorded, if they agree to this. The procedure for obtaining verbal consent is explained in the top section of all consent forms. Participants will also be asked to conform their full name and the date on which consent is recorded. This audio-recording will be made separately to data collection (interview audio-recording), that is, the recordings will be retained in separate folders because of personal identifiers on the consent form. The audio-recordings of verbal consent will be securely stored with the emailed consent form and deleted 5 years after the close of the study. Consent forms will be retained and disposed of according to the Data Management Plan for this study. 

Completion of the questionnaire by families will also require written consent.  The Participant Information Sheet and the Consent Form will be forwarded to families with the questionnaire and they will be asked to return both the signed consent form and the completed questionnaire on-line, to the University of Oxford study collaborators. 

Considerations of Informed Consent for This Study 
None of the participants will be from a vulnerable social group and so they do not require extra steps to assure their protection. However, we are seeking to recruit a diverse sample of parents and families and we are asking participants for in-depth information on their experience of a difficult subject. Therefore, we have sought to ensure that parents and families have a full understanding of the study and their involvement in it by providing telephone contact with a named researcher who will address their questions and concerns at several stages prior to, and after, written or verbal informed consent is obtained. At several stages in the recruitment process (in written information; email correspondence and verbal correspondence) potential participants will be provided with clear and accessible information about the study which emphasises the opportunity to ask questions of the researcher or the wider research team. Parents and families will be given at least 48 hours from receiving the study information before their interview is conducted. Additionally, the researchers will follow an evidence-based ‘interview on sensitive topics’ protocol and written information on access to support services for parents and families is provided prior to and following the interview. National programme leads will be given at least 24 hours from replying to the invitation to interview to the interview. 

A reminder for questionnaire completion will be sent to relevant interviewees one week after interview if the questionnaire has not been returned by then.  An online-consent form and Participant Information Sheet will also be sent with this reminder. 

5.2 Participants who withdraw consent [or lose capacity to consent]:

Written and verbal study information makes clear to interview participants that they can withdraw their data (audio-recording with consent form) from the study any time after formal consent, including during interview until 31st January 2025 (when final data analysis begins). The information also assures them that they do not have to give a reason for this withdrawal. 

The study information explains the process for doing this and assures participants that withdrawal will not be burdensome. The contact details of a named researcher who will complete this process, and confirm completion of this process, is given to all participants. The process for withdrawal from the study is explained to interview participants, and the retention of their pseudonymised data for this purpose, and the protection of this data, is also explained. 

The possibility of withdrawing interview data is particularly important for participants in this study because information given is sensitive and may be controversial in maternity service management settings, as is the possibility that some parents, families or national programme leads will feel obliged to participate in the study in case their clinical care and formal support relationships are affected by their refusal. Clarification of these issues (the option of withdrawal and assurance that participation choice will not affect care and relationships) is noted in the study information.   It is emphasised that, irrespective of written consent, parent and family participants can withdraw from the study before, during and after the interview without having to give a reason and until 1/12/24 (when final data analysis begins).   NHS and national stakeholders can withdraw from the study prior and during interview, without giving an explanation and irrespective of their having given written consent for interview. 
All participants are informed of the existence and use of a disclosure policy in their study information (Participant Information Sheet) and they will be reminded of this policy verbally by the researcher immediately prior to interview.

There will be no option for family participant to withdraw their completed questionnaire after forwarding it to the research team.  This is because their data is being sent without identifiers.  This is explained to parents in the Participant Information Sheet for the on-line questionnaire (pending). 

6) OUTCOMES  
The study will provide a comprehensive review of the conduct and effectiveness of HSIB/MNSI investigations and of PMRT reviews in England; describe parent's and families' experiences of these investigations and reviews; and examine when and how learning happens from programme findings. It will also assess the resources required for conducting reviews and investigations in services. 

We anticipate that this research project will inform policy on the review of maternal and perinatal deaths as well as other adverse pregnancy outcomes such as hypoxic ischaemic encephalopathy. The applicants are ideally placed to do this as Kurinczuk, Knight and Heazell are members of the national steering group of the PMRT and HSIB/MNSI have agreed to work with the investigators in the event of this bid being successful. Ultimately, it is anticipated this project will optimize the conduct of investigations or reviews into adverse outcomes of pregnancies, and improve the learning generated and how this is disseminated. This offers the opportunity to enhance learning in the healthcare system so that information and data can be provided (in this case from adverse outcomes) in order to facilitate improvements for service users.
Our outputs will be guided by the PSC, PPI and stakeholder groups, but are likely to include:
1. Recommendations for policy makers to inform policy and guidelines regarding the investigation or review of adverse events in maternity care. We will develop specific, focussed information which we will discuss with policymakers highlighting the key findings of the study and identify areas for improvement indicated by the study findings.
2. Recommendations for organisations who deliver investigations or reviews (e.g. HSSIB, MNSI and NHS maternity providers) in maternity care. We will provide information about facilitators and barriers to the review process itself and the implementation of recommendations from those reviews. In particular, we will provide additional information about the optimal involvement of parents in the review process. We will also provide recommendations about optimal staff support and structures that optimise conduct and dissemination of investigations/reviews and their findings.
The dissemination plan will maximise the reach of the research findings on practice and further knowledge about implementation of investigations and reviews with the goal of improving care outcomes. It will facilitate the implementation of knowledge into practice through development and dissemination of actionable messages. The key audiences will include:
· Policymakers and external statutory organisations and professionals (e.g., Department of Health and
· Social Care, NHS England and Improvement)
· Healthcare professionals involved in organising and providing maternity care, especially those with
· responsibility for clinical governance
· Pregnant women, birthing people, partners and families
· Advocacy groups (e.g., Birthrights, Action Against Medical Accidents (AvMA)).
· Maternity Safety Champions and other maternity service leaders to help spread learning and best practice across the maternity system
· Academics working in perinatal quality improvement research
The precise dissemination strategy to facilitate knowledge mobilisation to reach women and birthing people will be determined in collaboration with the PSC, PPI and stakeholder panel, but we expect to support and facilitate knowledge mobilisation building on the strategies employed by Sands to reach and train maternity professionals.
Our dissemination activities will include:
· Presentation of work at relevant conferences (e.g., British Maternal Foetal Medicine Society, International Stillbirth Alliance, International Society for the Prevention of Infant Death)
· Publication of high-quality peer reviewed journal articles
· Briefing statements for NHS providers, commissioners and policymakers.
· Webinars and video learning for healthcare professionals
· Electronic media dissemination including websites and social media.



7) [bookmark: _Toc135050321]DATA COLLECTION, SOURCE DATA AND CONFIDENTIALITY 
[bookmark: _Toc135050322]7.1 Data Collection 
Interview Data
The audio-recorded interviews will be conducted on a one-to-one basis, last approximately 60 minutes and on-line. Following an informed consent procedure, online interviews will be by Microsoft teams or zoom, depending on participant preference. In rare circumstances, parents or families may request a face-to-face interview and this will be conducted if it is possible for the research team. No video-recordings will be made of any research participants.
Following the University of Manchester Standard of Practice for the management of recordings, we will collect the data and manage storage as follows:
1. The only information to be collected from participants is that requested on the approved participant interview sheets. The interviews will follow a topic guide approved by the Research Ethics Committee. This data will be audio-recordings will include only the interview questions and responses.
2. Participants will be reminded not to use their own or others' personal names or the names of particular maternity services during the audio-recording.
3. Recordings will be conducted only on university-approved and encrypted devices, that will be stored securely in a locked desk drawer when not in use. All recorded interview data will be collected on University of Manchester-approved audio-recorders with data encryption.
4. As soon as possible after the interview, the recording will be uploaded from the device into a dedicated 'recordings' project folder located on a password protected University of Manchester server. Each audio-recording will be coded to an alpha-numeric code that will be used to identify role of participant; site of recruitment (if applicable); participant number.
5. As soon as the possible after uploading, and when the uploaded audio-recording has been checked, the recording will be deleted from the audio-recording device.
6. No audio-files (or later transcripts) will be stored using personal identifiers. Each recording and transcript will be identified by an alpha-numeric code. A code sheet that links the name of the participant to their transcript will be maintained and stored in as a password protected Excel 'code sheet' that will be stored in a dedicated 'code sheet' project folder located on a password protected University of Manchester server.
7. As soon as possible after recording, the audio-files will be transferred to a university-approved transcription service that has signed a confidentiality agreement with the University of Manchester and that has a secure, password protected file transfer system.
8. Prior to their transfer, the research team will ensure that there are no personal or organisational identifiers contained within the recording or the file name.
9. The recordings will be transcribed and returned to the research team as Microsoft Office files and using a secure file transfer system.
10. The transcripts will be stored in a dedicated 'transcripts' project folder located on a password protected Sharepoint project folder on the University of Manchester server,
11. Data analysis of the transcripts will use NVivo14 provided through the University of Manchester.
The retention and deletion of the recordings and associated data will be as follows:
a. The code sheet folder that links each transcript and recording to individual participants will be deleted on 31.01.25 (when final data analysis begins and participants who are parents or families no longer have the option of withdrawing their interview data). At this date, all personal identifiers not required for later analysis (for example, name and personal contact details required for interview arrangements) will also be deleted from our records.
b. Audio-recordings will be disposed of after initial data analysis (when all data has been checked) on 31.01.25.
The transcripts will be stored in entirety for the purpose of thematic data analysis and until disposal on 31.3.35 (10 years after the project closes).
Survey Data
The pre-coded questionnaires (with 19 descriptive items) completed by approximately 8 participants (the 7 provider services and MNSI) will be distributed by the University of Manchester research team using Qualtrics.  Participants will be asked to return these directly to the University of Oxford for storage on a secure, password protected server. Each questionnaire will be given an alphanumeric code prior to sending to participants and researchers at the University of Manchester will manage this pre-distribution coding and mailing process. This coding will match the site of recruitment code used for audio-recordings followed by an alpha-numeric number.
The research team will require survey participants to complete an informed consent process prior to questionnaire completion.   A Participant Information Sheet (PIS) and Consent Form will be sent by work email, alongside the questionnaire.  This PIS and Consent Form is attached here as Appendix H. 
Data analysis using micro-costing methodology will be conducted by the University of Oxford. The University of Oxford will be responsible for storage and analysis of the pseudonymised survey data. The code sheet (for mailing reminders to NHS staff and programme managers for questionnaire return) will be retained at the University of Manchester.
Personal Data
Personal and workplace contact details will be collected by the University of Manchester research team as individuals reply to invitations to research participation. This data will be used to complete the informed consent procedures as well as to arrange the interviews and to mail the questionnaires to NHS staff and national programme leads.
The generation and management of personal data (voice) is described above.
The collection of a signed and counter-signed online consent form will happen prior to each participant interview. All consent forms will be completed and returned as on-line documents, with all identifiers removed from the form name and replaced by a numerical code before uploading to a dedicated folder on the project Sharepoint. Following the University of Manchester Research Data Management Policy (for retention of consent forms for non-intervention, high risk studies), all participant consent forms will be disposed on following University of Manchester procedures 5 years after project completion (that is, 31.5.30).
7.2 Data Storage
The data will be stored and backed-up by the Manchester Research Data Storage Service. Dedicated project folders have been created for this and a Sharepoint system has been set up for data organisation and security. Encrypted computers will be provided for data collection, storage and backup during the lifetime of the project. 
Access to locations where data is held on computers or audio-recorders will be securely managed by the use of locked offices and the storage of laptops used for data processing in locked drawers in locked offices. No hard copies of consent forms or other personal data will be held.
The exchange of data between the Universities of Manchester and Oxford will be in anonymised form only however any exchanges will be by the University of Manchester's Sharepoint Service.

Data collected for research workstreams 1a; 1b; 2a and 3b will be collected and stored for analysis by the University of Manchester. 
Data collected for research workstreams 2b and 3b will be collected and stored for analysis by the University of Oxford.
Final data analysis (using already analysed data sets) will be conducted by research teams in both institutions. No organisation will be sharing unanalysed data sets.
The physical security arrangements for the storage of personal data is as follows:
For workplace email addresses shared by the individual with the research team:
We will be storing workplace emails that have been shared with the research team only for specific purposes. These are to correspond with that participant to complete formal consent procedures; make arrangements for interview (including the forwarding of study information); to book the interview through Microsoft Teams; to send the questionnaire for the survey at the close of the interview and to send up to three reminders to complete and return the survey, if required. 
All workplace contact emails will be deleted after their interview transcript has been checked for completeness and the survey is returned (which ever happens last). All workplace contact details will be deleted at the close of the study (31.5.25). Before this time all participants' work contacts will be stored on a password protected excel sheet that will be stored in a dedicated project folder in our password protected Sharepoint, managed by the University of Manchester. Access to the password protected Excel sheet will be given only to the researchers and the research manager responsible for interview arrangements and follow-up of questionnaire completion 
For Audio-Recordings
Following the University of Manchester Standard of Practice for the management of recordings, we will record and manage storage as follows:
1. The only information to be collected from participants is that requested on the approved participant interview sheet
2. Participants will be reminded not to use their own or others' personal names during the audio-recording.
3. Recordings will be conducted only on university-approved and encrypted devices, that will be stored securely in a locked desk drawer when not in use.
4. As soon as possible after the interview, the recording will be uploaded from the device into a dedicated 'recordings' project folder located on a password protected University of Manchester server.
5. As soon as the possible after uploading, and when the uploaded audio-recording has been checked, the recording will be deleted from the audio-recording device.
6. No audio-files (or later transcripts) will be stored using personal identifiers. Each recording and transcript will be identified by a numerical code. A code sheet that links the name of the participant to their transcript will be stored in as a password protected Excel 'code sheet' that will be stored in a dedicated 'code sheet' project folder located on a password protected University of Manchester server. 
7. As soon as possible after recording, the audio-files will be transferred to a university-approved transcription service that has signed a confidentiality agreement with the University of Manchester and that has a secure, password protected file transfer system.
8. Prior to their transfer, the research team will ensure that there are no personal identifiers contained within the recording.
9. The transcriptions will be returned to the research manager as Microsoft Office files using a secure file transfer system that is administered by the University of Manchester approved transcription company
10. The transcripts will be checked for completeness before uploading for storage to a dedicated 'transcripts' project folder located in the project dedicated password protected folder on the University of Manchester server. These transcripts will be stored in an adjacent folder to the audio-recordings folder. 
11. The audio-recordings will also be disposed of by deletion of the audio-recordings folder after initial data analysis (when all data has been checked) on 1.12.24.
For Consent Forms 
Participants' signed consent forms will be stored in a dedicated folder in the password protected sharepoint project folder (dedicated project folder) on the University of Manchester servers. As explained in the Participant Information Sheets, these consent forms will be retained for 5 years and then destroyed on 31.5.30.  All study data will be retained for 10 years and then destroyed on 31.5.35. 
Data Storage at End of Study 
Personal data to be stored for more than 12 months are: 
1. The signed consent forms. These will be stored for 5 years, in accordance with the University of Manchester's Records and Management Policy and Records Retention Schedules for handling research data (Consent Forms for non-intervention high-risk studies). Storage is for audit purposes
2. Brief personal work details of staff (for example, professional role, length of time in post) that are important for data analysis. These will be stored for analysis for 10 years until close of study and destroyed on 31.5.35, when all study data is disposed of. These brief work details will be stored without additional personal or organisational identifiers.
A data management plan (D: 145330), that adheres to the University of Manchester procedures; the UKGDPR and the Data Protection Act 2018, will be used for the study. This states that following: 
The interview transcripts and analysed data sets will be stored for 10 years at the University of Manchester. The completed survey questionnaires will be stored for 10 years at the University of Oxford. The data will be accessed only by the research team due to the risk of a breach in participant confidentiality. The use of a project-dedicated storage system (Sharepoint) at the University of Manchester means that should coinvestigators at the collaborating institution leave their Universities, pseudonymised/anonymised data sets can be securely transferred to this storage system using the University of Manchester's secure file sharing tool (through Sharepoint). 
All data will be destroyed under the supervision of the Universities' information governance teams. The metadata (study protocol and research tools for the interviews) are a small data set. Following the NIH's guidance on data repository selection for small data sets, we will include this metadata as supplementary material in a forthcoming paper that documents the study protocol and submitted to PubMedCentral". 
We explain in the Participant Information Sheet that voice recordings generated by the participant interviews will be destroyed by the University of Manchester research team, under the supervision of their information governance team, as soon as the interview transcripts have been checked for completeness. We have also completed the recently introduced NIHR Data Management Plan (DAMP) as an on-line form. 
7.3 Data Access  
The study team at the University of Manchester (researchers and research manager) will have access to participants' personal data (that is, work email contacts; consent forms and voice recordings). 
A transcription company what is approved by the University of Manchester and that has signed a confidentiality agreement will have access to participants' voice recordings for transcription purposes. Consent will be sought for this and the management of this personal data is explained in the Participant Information Sheet. 
The audio-recordings are personal data that will be shared with a third party for the purpose of transcription. This transcription company has been approved by the University of Manchester, has signed a confidentiality agreement and will have secure transfer facilities. The name on each audio-recording folder will be pseudonymised prior to sending to the company through their secure file transfer system. Prior to the transfer of the audio-data, the audio-file recordings will be checked for personal and organisational identifiers and these will be removed before transfer to the company. 
Where will the data generated by the study be analysed and by whom?
The data generated by the study will be analysed as follows: 
1. The interview data will be analysed thematically with the support of NVivo14 (QDA software). Thematic coding and data management using NVivo14 also supports the necessary auditing of the pseudonymised transcripts and the coding work.

For each workstream, analysis will be initiated as interviews are in progress so that an iterative analysis of study findings is possible. NVivo will be provided by the University of Manchester for use on their devices. The data sets will be stored in our Sharepoint folders dedicated for 'transcript analysis' during and after formative and substantive analysis.

Analysis will be conducted by two University of Manchester researchers (Ms Adeeba Waheed, Research Assistant and Dr Mary Adams, Research Fellow). Analysis will be checked for completeness and to resolve disputed items by Professor Alexander Heazell and Dr Anja Wittkowski, also at the University of Manchester. 

2. The survey data will be returned by participants to, and analysed at, the University of Oxford. Data analysis will be by Dr Ramon Luengo-Fernandez and a research assistant. The data and data analysis will be conducted in project dedicated research folders for the study, on a password-protected University of Oxford server. 

No personal data will be shared between the University of Manchester and University of Oxford research teams. The sharing of pseudonymised and anonymised data will happen between the teams during final data analysis when the relationship between generalised thematic findings and analytical outliers will be explored.

7.4 Confidentiality
All data given by research participants given to the research team will be protected as confidential data during the time that it is possession of the research team except where the safety and/or wellbeing of a vulnerable person is felt to be at risk or illegal/harmful behaviour is observed or suspected. The research information also makes clear that the confidentiality of personal information does not override the principle of disclosure of risk or harm to research participants and others. The use of a disclosure procedure is clarified in the study information.
We will take the following measures to seek to ensure the confidentiality of the different sorts of personal data arising from the study: 
1. Email work contact for interview arrangement and survey distribution and reminders, if necessary. By responding to the invitation to interview and survey participation, participants are disclosing their work contact details as well as their willingness to participate. We have requested that participants do not reply to (or copy in) the colleague who has approached them about research participation as this ensures their confidentiality.
Email contacts of participants will be surely stored on a password protected Excel sheet in a separate folder in our Sharepoint on the University of Manchester servers. They will be retained only for as long as necessary (when each individuals’ interview is completed and the interview transcript checked for completeness and when the survey questionnaire has been returned or the reminders have been sent). Then the email contact will be deleted.
Additionally, the survey questionnaires, that will be returned to the University of Oxford, will be pre-coded by the University of Manchester team. This means that only one research team will retain the code sheet with personal information for identifying participants. Therefore, the sharing of personal information is minimised. 
2. Research participants sharing information about themselves in a 1:1 interview. 
All individuals who participate in the study will, immediately after interview, be identified only according to a unique alpha¬numerical identifier code and the key to this code sheet will be stored apart from the research data and on a password protected secure University server to which on the research team have access. Interviewees will be reminded not to share personal details during the audio-recorded interview. Participant names will be retained only until the audio-transcripts have been returned and checked for completeness. 
The Participant Information Sheet explains that some extracts from interview transcripts may be included in the final report, in conference presentations and papers and that these quotes will always be anonymised. Additional measures will be taken to ensure that published quotes cannot lead to the identification of participants (participants will be referred to with pseudonyms and gender, age and professional roles many be omitted to ensure anonymity).
The principle of confidentiality is overridden by any need for the disclosure of information about unsafe care or illegal practices. Our Disclosure Procedure can be seen in Appendix I. 
3. The audio-recorded interview (with the personal data of participants’ voice).
The audio-recordings of interviews will be conducted only on recorders devices that have encryption software and the interview recording folders will also be coded to the unique identifier codes. Interview transcripts will be anonymised at the point of transcription.
Audio-recordings of interviews will be deleted from the encrypted recorder as soon as they are transferred, by a secure transfer system, to the transcriber. This transfer will be as soon as possible after interview and always within 24 hours.
Transcribers of the interviews will be employed only through a contacted and named, University of Manchester approved company that will sign and return a confidentiality agreement. Transfer of audio-recording will be through a university approved folder transfer system.
4. Brief personal identifiers retained for data analysis.
Some confidential data from participant recruitment (work role or social details such as length of time in employment) will be retained by the study team. Only necessary identifiers will be retained as pseudonymised information. This information will be securely stored on a password protected and project-dedicated Sharepoint at the University of Manchester. This data set will be deleted 10 years after study completion (31.5.35), when all study data is disposed of.
5. Signed Consent Forms 
All signed and counter-signed consent forms will be returned as an email attachment to the researcher using university-approved or organisation-approved emails systems that are password protected. These forms will be stored in a separate, dedicated folder within our project Sharepoint system. Access will be password protected. These forms will be disposed of 5 years after the end of the research study (31.5.30). Disposal on this date follows the University of Manchester Records and Management Policy, Records Retention Schedule for handing research data for non-intervention high-risk studies. 
6. Personal Data Disclosure on the Survey Questionnaire. 
The returned questionnaire may contain personal or organisational identifiers and these will be checked by the team at the University of Oxford and any identifiers will be deleted.
8) STATISTICAL CONSIDERATIONS
[bookmark: _Toc135050323]8.1 Qualitative Data Analysis
The interview data will be analysed thematically with the support of NVivo14 (QDA software). Thematic coding and data management using NVivo14 also supports the necessary auditing of the pseudonymised transcripts and the coding work. 

For each workstream, analysis will be initiated as interviews are in progress so that an iterative analysis of study findings is possible and emergent themes from which WS1b questions are identified. 

The in-case and cross-case analyses of qualitative data sources (from workstreams 1a, 2 and 3) will develop concrete description of the particular programme characteristics, social and organisational contexts of their implementation and the structure and activities of teams using the programmes, and programme outcomes from the perspectives of parents and families and national programme leads. From the inductive qualitative analysis we will identify convergent and contradictory evidence within and then across cases. 

Identification and detailed description of patterns and relations between the themes, and interpretation of these themes in relation to our quantitative findings (national survey by short parent and family questionnaire, workstream 1b) will lead to the foregrounding of overarching themes of programme implementation and outcome. 

The questionnaire will be conducted on-line using Qualtrics. Data will be analysed by micro-costings methodology. Resource use and costs will be presented separately and for the different perspectives as usually recommended for costing exercises. The aggregate data about the number of investigations/reviews conducted annually across the UK as a whole will be combined with resource and cost data generated from this study. This scale up will result in an understanding of the resource and cost implications of undertaking investigations and reviews for the services as a whole.

8.2 Sample Size 
Our sample will include:
· 20 Parent and family participants who will have experienced baby loss, a baby with brain injury or a maternal death since 01/01/19 (the date that the programmes were fully implemented). 
· Up to 21 NHS Staff participants from across 7 NHS maternity services in England.
· 10 National programme lead participants will have worked, or be currently working, in organisations external to the NHS where they have a governance or leadership role in programme development, implementation as well as area management of investigations and parent and family inclusion of the programmes since 2018.
· At least parent and family participants who have completed the parent and family short on-line questionnaire.
Parent participants will be asked to participate through stakeholder organisations not through participating NHS organisations. We will specifically engage with organisations who support minority groups. 
We plan to work with 7 NHS Trusts that provide maternity care to undertake interviews and case studies (in Workstreams 2 and 3). We plan to recruit sites that are geographically diverse (one in each NHS England region) and include different sizes of provider and level of neonatal care, the frequency with which parent concerns and questions are sought and responded to, the frequency with which issues with care are identified, and the frequency with which strong action plans are developed following PMRT reviews. 
Within these organisations we will conduct interviews with those responsible for clinical governance. These individuals have been selected to provide a sample of staff with responsibility for conducting the reviews and implementing action plans from the investigations and reviews. We have focussed the number of interviews to ensure that maternity units are not put off participating in the study by an undue burden on staff.
The sample of 7 NHS maternity services in England is a balance between the need for a sample size that captures social variation and in-depth research (with time-consuming data collection and analysis). This number, with our sampling strategy, enables in-case and cross-case analysis and the generation of generalisable findings. 
The sample of 2-3 participants who are staff from these 7 NHS maternity services in England is to focus costly interview and questionnaire completion time on those staff from different professional backgrounds (maternity and obstetrics) who have the most experience in the use of the two programmes being evaluated.
9) MONITORING AND QUALITY ASSURANCE 

The investigator group (Heazell, Adams, Bevan, Knight, Kurinczuk, Rivero-Arias and Wittkowski) will meet monthly for the duration of the grant to oversee project progress. As some of the co-investigators are involved with the Perinatal Mortality Review Tool (PMRT) and to ensure the research study is independent, we have formed a multidisciplinary independent data interpretation group (IDIG). This group will meet every three months throughout the duration of the project and will be supplied with anonymised quantitative data and/or transcribed interview data to check that the interpretation and/or coding of the data are valid. They will have the option to request any additional raw data to support the interpretations made by the co-investigator group to ensure that findings and recommendations are fully grounded in the evidence. This will ensure that interpretation of the data is not subject to any biases of the co-investigator group. 

The independent data interpretation group will be chaired by Dr Carol Kingdon (Medical Sociologist) and will include Dr Alison Wright (Obstetrician), Prof Soo Downe (Midwife) and Dr Chris Gale (Neonatologist). Meetings will be increased in frequency should the IDIG decide this is required.

In addition, we will convene a project steering committee (PSC) to ensure that the study addresses relevant questions and to optimise dissemination of the study findings. The project steering committee will be chaired by Dr Rachael Wood, Consultant in Public Health, NHS Scotland, and will include representatives from the Royal College of Obstetricians and Gynaecologists, Royal College of Midwives, British Association of Perinatal Medicine, the Obstetric Anaesthetists Association, Action for Medical Accidents (AvMA) and HSIB. We envisage that the PSC will also meet at intervals of three months for the duration of the study.

It is also important to note that four of the co-investigators (Adams, Bevan, Rivero-Arias and Wittkowski) have no link to either HSIB or the PMRT development team. These investigators are co-leading the qualitative component and economic analysis of the proposed study. Thus, the investigator team has instituted several approaches to mitigate a potential conflict of interest.

The independent data interpretation group (IDIG) will comprise experienced researchers and clinicians with expertise in maternity and neonatal care as detailed above. Members of the IDIG will receive anonymised data from the interview transcripts from the qualitative study and questionnaires with proposed coding. We plan to present data to the IDIG in the same way as we would if they were an independent data monitoring committee for a trial, so that the independent group can form their conclusions about the data and can then discuss these with the Programme Steering Committee directly as well as the investigator group. As noted above, the IDIG will have the option to request any additional raw data to support the interpretations made by the co-investigator group to ensure that findings and recommendations are fully grounded in the evidence. We believe that this provides protection against any potential conflict of interest and will allow for a multidisciplinary appraisal of the data obtained in this study

Six-monthly oversight of research activities and progress, as well as a final report will be provided to the funding body (Policy Research Programme, National Institute of Health Research (NIHR)).

The responsibility for oversight of the study is by the Programme Study Steering Committee that is 75% independent and NIHR-approved. This Committee will meet at least once a year to monitor study progress. Items discussed at these meetings are recorded in electronic summaries submitted to the funding body. 

An independent Data Interpretation Group will overview the processes of data collection, analysis and write-up. The Chief Investigator will be responsible for the ongoing management of the study. The Lead Sponsor will monitor and conduct audits on a selection of studies in its clinical research portfolio. Monitoring and auditing will be conducted in accordance with the UK Framework for Health and Social Care 2017 and in accordance with the Lead Sponsor's monitoring and audit procedures. 

10) [bookmark: _Toc135050324]SAFETY CONSIDERATIONS AND ADVERSE EVENTS 
[bookmark: _Toc135050325]The research will be subject to the audit and monitoring regimen of the University of Manchester. We also conduct 6-monthly oversight of research activities and progress, as well as a final report will be provided to the funding body (Policy Research Programme, National Institute of Health Research (NIHR).
The responsibility for oversight of the study is by the Programme Study Steering Committee that is 75% independent and NIHR-approved.  This Committee will meet at least once a year to monitor study progress. Items discussed at these meetings are recorded in electronic summaries submitted to the funding body.
An independent Data Interpretation Group will overview the processes of data collection, analysis and write-up.
The Chief Investigator will be responsible for the ongoing management of the study.  The Lead Sponsor will monitor and conduct audits on a selection of studies in its clinical research portfolio.  Monitoring and auditing will be conducted in accordance with the UK Framework for Health and Social Care 2017 and in accordance with the Lead Sponsor's monitoring and audit procedures.
11) PEER REVIEW 
[bookmark: _Toc135050326]The research application passed though the two-stage review with an independent, national research funder (the National Institute of Health Research, Policy Research Programme). The independent, peer-review process assesses the scientific validity of the proposal, soundness of methods and time frame, reliability of study outcomes and their usefulness to national health policy development.
During the review process the study team incorporated a wider Independent Data Interpretation Group and Patient and Parent Advisory Group, to maximise opportunities for diverse engagement.  We also revised our NHS maternity services sampling strategy (to sample across regions of NHS England) to better ensure variation in implementation by regional location.
12) ETHICAL AND REGULATORY CONSIDERATIONS 

12.1 Approvals 
University of Manchester Full Ethics Committee approval will be obtained before commencing research.
The study will be conducted in full conformance with all relevant legal requirements and the principles of the Declaration of Helsinki, Good Clinical Practice (GCP) and the UK Policy Framework for Health and Social Care Research 2017

12.2 Risks 

Risks to Participants and how to minimise them

1. Psychological Distress
 
There is a risk of psychological distress to patients and NHS maternity staff when they are asked to recall events that may have been distressing to them during interview. Interviews could trigger experiences of programme failings, workplace tensions, family distress or negative social media or press coverage that have had latent or ongoing effects on the participant.

Recent evidence-based guidance for Institutional Review Bodies on decisions involving trauma research or trauma-related research is that there is a significant difference between responding to questions about a traumatic experience in a research setting with exposure to a new traumatic stressor and that the ‘potential benefits of participating in trauma research outweigh the modest amount of distress experienced’ [12]. This guidance for Institutional Review Boards is that trauma-related research can lead to some immediate, low-to-moderate distress and that the mitigation of this risk relies on the ethical conduct of that research.

Interviews will be conducted by researchers who are trained and supervised by senior researchers who are highly experienced in interviewing patients, families and senior health care staff on sensitive research topics or by these highly experienced researchers themselves. These senior researchers are also experienced in offering as well as seeking support for research participants in the event of distress. Should a participant become distressed during interview the researcher will stop the procedure and the audio recording immediately and check on their wellbeing. The interview will only recommence if/when the participant clearly tells the researcher that they are comfortable to continue. 

Following current evidence-based recommendations, we have tailored participant approach and interview pace, content and conduct to ensure that participants who may become distressed feel that they have control and autonomy over their participation. Therefore, in the development of participant information; interview topic guides and interview techniques, we have followed current guidance on interviewing people about potentially sensitive topics or traumatic experience [13]. This guidance states the importance of:

i. establishing and sustaining a participant recruitment process that particularly attends to the provision of clear and accessible information about the research and that emphasises the opportunity to ask questions of the research team.
ii. informing all potential participants, in writing and verbally, of the potential risks of distress associated with research participation in the study information. 
iii. researchers being particularly vigilant in preserving participant autonomy and choice during the recruitment process (for example, during initial approaches; when obtaining informed, written or verbal consent) and during the research activity (such as giving time for interview preparation and for the interview, short interview breaks if required).
iv. researchers being prepared for cancellations or reschedule at short notice. Researchers will also be especially attentive to the needs for interviewees to terminate or take breaks during the interview at any time, without having to explain why and they will request consent for the audio-recording to be resumed after such breaks.
v. researcher preparedness for the anticipation and management of participant distress (for example, empathic listening, guided relaxation).
vi. If the interviewee agrees and the researcher considers this required, the researcher or a senior member of the research team will offer a debriefing phone call. The debrief approach will be to normalise experiences of mild or moderate distress after participating in research on sensitive topics may be offered though the referral of the parent/family to the association/charity that has promoted the study to them. 
vii. Ensuring researcher readiness to intervene with referral to mental health services or crisis intervention management should a participant have an unanticipated negative reaction to participation.
viii. Making available to all interview participants the names and addresses of relevant public agencies and charities should they indicate to the researchers during or subsequent to their interview that they require this support (in additional to the provision of support details on the Participant Information Sheets). 

A distress protocol that clarifies all steps in the management of participant distress will be used by all researchers to guide the conduct of all interviews.  Please see Appendix J for our Distress Protocol. 

2. Burden of Research Time

NHS maternity staff may carry a burden of research time on themselves and their employing organisations during interview and during the collection, redaction and forwarding of any relevant documentation. The Burden of Research Time will be minimised by:

i. Considerate negotiation of the best times for interview and any preceding conversations when questions and concerns about the study are addressed. Ensuring the availability of a named researcher for enquiries and to conduct the interview during some evenings or weekend dates (when a mutually agreed times can be found).
ii. The researcher ensuring that participants have received all information in advance of the booked interview and has had an opportunity to ask questions and raise concerns.
iii. Interviews not lasting more than 60 minutes, reminding the participant aware that they can delay or stop the interview anytime if necessary. Should the interview begin to extend after 55 mins the researcher will remind the interviewee of the options of concluding at 60 minutes or a follow-up interview (if, for example, they carry responsibilities for both HSIB/MSNI and PMRT programmes).
iv. The resources questionnaire being targeted at the most relevant NHS maternity staff and not requiring more than 30 minutes to complete.


3. Felt Pressure to Participate

NHS maternity staff may feel pressurised to participate in the research because they may have been approached about the study by a colleague or line-manager through whom the study has been introduced in the clinical settings. This felt pressure to participate will be minimised as follows: 
i. written assurances on the study information and verbal assurances by the researcher prior to interview, that nonparticipation and participation in the study is confidential. 
ii. A recruitment process that protects the confidentiality of potential participants' decisions. All staff will be informed of the approach process which is that line-managers and colleagues who send an invitation to participate to a colleague will not be informed of their reply (the reply is sent only to the research team) and that those invited to participate do not inform their colleagues of their decision. 


4. Concerns about the Consequences of Sharing Information

Participants may be concerned about the consequences of sharing sensitive information during interviews. They may be uncertain about the consequences of this sharing for themselves, their colleagues, and employers. Concerns about the consequences of sharing sensitive information during interview will be minimised by written assurances of confidentiality in the study information and, if necessary, spoken assurances by the named researcher prior to interview. Part of the informed consent procedure is information about what must be done when information about poor care or unethical practices are disclosed.


5. Disclosure of Criminal or Unprofessional Conduct 

There is a risk that participants may disclose unethical or unsafe care, review or investigation practices. If disclosure of this kind occurs, the researcher will follow a disclosure procedure. This procedure states that if the interviewee discloses information about unsafe care or unethical practices to the researcher the interview will be terminated. If the interviewee discloses the personal data of another person (in this event of disclosure of others' personal data, the audio-recording will be immediately deleted. 

Under the procedure, concerns will be raised with the Chief Investigator (or, in their absence, a member of the co-investigator team with this deputised responsibility) within a fixed timeframe of 72 hours. The Chief Investigator will take responsibility for decisions made about disclosure and these decisions will take the following factors into account: the level and immediacy of risk or harm; the strength of the evidence; the capacity of the individual(s) at risk to act for themselves; and whether the issue is already known or likely to be known to the relevant agency or authority. 

This disclosure procedure will be available to researchers and will apply to all interviews. 
Information on the use of this procedure will be included on the study information (the Participant Information Sheet and the Consent Form).


6. Risks to Researchers 

The following risks to researchers are:
· emotional distress, for themselves and for a research participant, arising from an interview where who upsetting events and experiences of death and disability or maternity care and/or review or investigation are detailed.
· experience of anger or frustration expressed by a research participant towards the researcher or the research questions because of their wider frustrations with systems of care, review or investigation.
· Vulnerability because of their own personal experience of events that resonate with an interview, audio transcript or interview findings.
· emotional exhaustion arising from frequent or multiple in-depth interviews with parents, families or national programme leads on this sensitive subject area.
· inappropriate approach by a research participant before and after interviewing, particularly as a telephone conversation to address research participant concerns and questions about the study will be offered.
· inconvenience by the scheduling of interviews during evenings and weekends, if this is when they are available.

The risk of psychological distress to researchers will be mitigated by:

i. The qualitative research team that includes interviewers already experienced in researching sensitive topics, and with an established record of post-doctoral research and research supervision on challenging and distressing topics.
ii. Weekly, pre-scheduled and sufficiently long meetings with this team during the interview research period to ensure that all researchers are managing the logistical and emotional demands of the study.
iii. Ensuring the availability of contact details of the qualitative research lead (MA) or study clinical psychologist and qualitative research support (AW) or the Chief Investigator (AH) between these meetings. This will make it possible for a researcher’s request for a debriefing meeting following an event that has distressed them to be triaged and responded to within 24 hours.
iv. Ensuring researchers awareness of the availability of a clinical psychologist and experienced counsellor on the coinvestigator team. If required, a referral of one-to-one support by them will be possible though a request to the study Chief Investigator.
v. Ensuring that, prior to initiating any approach to parents and families, the researchers is familiar with the evidencebase of research on sensitive topics and our associated procedures. This guidance will enable them to anticipate their unexpected workload for study approach, interview planning and interview (for example, anticipation of time take to discuss the study pre-interview; possibility of interview delay, breaks or cancellation; and allowing time for post interview debriefing with parents or families).
vi. Supporting more junior researchers to make sufficient policy insight preparation with the qualitative research lead or a senior member of the research team before they interview national programme leads. They will be expected to be familiar with the policies and services under discussion.
vii. Mentoring more junior researchers through one or two pilot interviews with senior professionals and with a parent or family member to enhance their skills and confidence with this research activity. 

The risk of inappropriate approach by a research participant will be managed by the research team and the researcher by ensuring that no personal details (email, telephone number or personal address) are included on the study information and during verbal communication with participant.

Inconvenience caused by the scheduling of telephone interviews or telephone enquiries during times most convenient to participants will be managed by the negotiation of a mutually suitable time.


[bookmark: _Toc135050327]STATEMENT OF INDEMNITY 
The University has insurance available in respect of research involving human subjects that provides cover for legal liabilities arising from its actions or those of its staff or supervised students.  The University also has insurance available that provides compensation for non-negligent harm to research subjects occasioned in circumstances that are under the control of the University.
[bookmark: _Toc135050328]FUNDING and RESOURCES 

The study is funded by the NIHR policy research programme.
[bookmark: _Toc135050329]PUBLICATION POLICY 
· The Lay Summary will be available on website (currently under construction) 
· Papers will be published and will be available to the public.
· Conference presentations and posters will be available.
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					APPENDICES


Appendix A: Parent and Family Interview Guide 

 
Thank you for your time on this interview, we are very grateful to you for agreeing to participate in this study. Here is an outline of what we would like to talk to you about. Please feel free to add any further reflections or anything else you feel is important at the close of our conversation. 
· Can you tell us why you had an investigation and/or review?  
[please tell us a little about what happened and when; if you had   transfers across services; and your present situation in terms of formal apologies, litigation or settlement?  
 
· Can you describe your experience of the investigation/review?  
[please tell us about what mattered most; key timepoints; how did it leave you feeling?  How do you feel about it now? anything that make you feel that you were being treated differently to other families and why?] 
 
· From your experience, what aspects of investigation/review are helpful or families?  What aspects make it difficult for families? [what are your thoughts on: receiving an apology? Review/investigation timing and ordering? staff behaviours; communication (interpersonal/written); clarity; honesty; continuity (individuals and teams); report accuracy; any follow-up with your family?] 
 
 
· Did staff involve you in the review/investigation? How did this happen? (prompt: asked to raise questions about your care/share perspectives of what happened; were your questions answered?; were you asked to give your version of events? was this listened to? (please have a think about the key points of time when you felt especially involved or left out; what helped and what hindered your involvement?].  
 
· Did you want to be more (or less, depending to the answer above) involved in the review/investigation? What did you need to be involved in this process? (for example, background preparation; time off work; child care; emotional and practical help; advice from an advocate)  
 
· Do you feel that your views and experiences were represented during the review/investigation discussions and reports?  [what were the main things that undermined or supported this?] 
 
· Do you know if anything changed in the maternity service following the investigation/review? [for example, have you been updated on any progress? what changes matter to you? If this does matter how would you like to have had these changes communicated to you] 
 
· [If relevant] Do you think that your experience would have been different if there had not been a pandemic at the time?  
 
· Overall, while this isn’t a situation you would want to be in, what in your view would a good investigation/review look like? [for example, what should the outcomes for a family be? What about outcomes for services?]  
 
· Have you since your own experience thought further about how an investigation/review should be organised and conducted for families?  And if so, what are your thoughts on this? [Looking back, what resources do families need to recover from this process; have they been available to you? If so, who provided them?]  
 
· We are as part of this study we are also conducting a national survey also families affected by harm or the death of a mother or baby.  We want to find out what the financial and emotional costs to families during and after a review or investigation are.  What are your thoughts on this?  What do you think are the important questions we should add to this survey to capture this financial and emotional cost?  
 
Thank you for your time and for sharing your experiences and ideas with us. They are really important to our work. 
If you would like, one of our study team will call you tomorrow to make sure that you are feeling alright after talking to us today.  






















Appendix B: National Survey for Parents and Families 

(pending)












































Appendix C: Interview Guide for NHS Staff

MNSI Interview Guide
Thank you for your time on this interview, it is appreciated. 
Please do add any further reflections on the introduction, use and outcomes of the MNSI investigations at the close of this interview.  If you do not have time complete your interview with the researcher today, and you would like to say more, we can arrange for a follow-up interview at your convenience. 
You might find some of the issues discussed here challenging or upsetting. There is no rush if you would like to take a break during the interview. If you would like, the researcher can call you after the interview to check that you are OK and details of support that you might need after interview will be forwarded to you after the interview.    
Please be aware that if you disclose any poor practice or criminal activity we will have to disclose it according to our Disclosure Procedure which we have previously forwarded to you. Please let us know if you would like this to be sent to you again.  

About you and your team 
· What is your job role? 
· How long have you been in this role?
· What was your previous role (or roles)?  
· How does your role relate to MNSI investigations?
· Who else in your service is involved in the MNSI investigations and what are their roles in relation to them? 

Introduction of the HSIB/MNSI investigations in your service
· When were the HSIB maternity investigations introduced in your unit? 
· Since you came into post, how were these investigations initially received by your staff? (has this changed over time)?	Comment by Alexander Heazell: The introduction of the reviews may have predated this person coming into post. You may need to adapt this to say “Since you came into post…”
· Where the objectives of the programmes clear to you and your staff from the outset (or from the time you started your current role)?  (has this changed over time?)
· What initial and ongoing support and training have you and your team received for your role with HSIB? (formal and informal sources) 
· Since 2018, how have policy revisions or wider pressures on your service affected the delivery of the HSIB/MNSI investigations?

MNSI investigations in your service 

· How do you think these investigations going overall? 
· What aspects are going well; what aspects are most challenging?
· (if required, how do you address some of these challenges?) 
· (if required) What are the key factors that influence the completion or otherwise of the MNSI objectives? 
· How are your staff involved in the discussion and review of the progress and effects of an MNSI investigation? 
· How are parents or families involved in their MNSI investigation? 
· What effect do parent and family experiences have on the way you conduct referrals to MNSI? (if relevant, give examples)  
· What support do parent or families receive from your organization if they want to be involved in these processes? (formal, informal? If relevant, give examples) 
· What training and support for the MNSI investigations do you and your staff receive now? 

The impact of MNSI investigations in your service and more widely  
· How do you think these investigations have affected:
· The wider experiences of families affected by stillbirth, early infant death or severe harm to their babies? 
· improvement in the quality and safety of your service?
(Without referring to any names or identifiable information, please can you give some examples of these impacts) 
· How are these outcomes evidenced for staff and families in your service? 
· How are the outcomes shared within your Trust, region and nationally?   What are your thoughts on these processes?
· How are the investigations and outcomes of investigations connected to PMRT reviews?   What are your thoughts on this? 
· Have the investigations conducted from your service had an effect on anything else in your service? (if so, give examples) 
· What effects have the wider MNSI national updates and reports had on your service? 



PMRT Interview Guide
Thank you for your time on this interview, it is appreciated. 
Please do add any further reflections on the introduction, use and outcomes of PMRT reviews at the close of this interview.  If you do not have time complete your interview with the researcher today, and you would like to say more, we can arrange for a follow-up interview at your convenience. 
You might find some of the issues discussed here challenging or upsetting. There is no rush if you would like to take a break during the interview. If you would like, the researcher can call you after the interview to check that you are OK and details of support that you might need after interview will be forwarded to you after the interview.    
Please be aware that if you disclose any poor practice or criminal activity we will have to disclose it according to our Disclosure Procedure which we have previously forwarded to you. Please let us know if you would like this to be sent to you again.  

About you and your team 
· What is your job role? 
· How long have you been in this role?
· What was your previous role (or roles)?  
· How does your role relate to PMRT reviews?
· Who else in your service is involved in PMRT reviews, and what are their roles in relation to them? 
Introduction of PMRT reviews in your service
· When were PMRT reviews introduced in your unit? 
· Since you came into post, how were these reviews initially received by your staff? (has this changed over time)?
· Were the objectives of the programmes clear to you and your staff from the outset (or from the time you started your current role)?  (has this changed over time?)
· What initial and ongoing support and training have you and your team received for your role with PMRT reviews? (formal and informal sources) 
· How have recent policy revisions or wider pressures on your service affected the delivery of PMRT reviews? 
PMRT reviews in your service 
· How are the PMRT reviews going overall? 
· What aspects are going well; what aspects are most challenging?
· (if required, how do you address some of these challenges?) 
· (if required) What are the key factors that influence the completion or otherwise of the PMRT objectives? 
· How are your staff involved in the discussion and review of the progress and effects of a PMRT review? 
· How are parents or families involved in their PMRT review? 
The impact of PMRT reviews in your service and more widely  
· How do you think these reviews have affected:
· The wider experiences of families affected by stillbirth, early infant death or severe harm to their babies? 
· improvement in the quality and safety of your service?
(Without referring to any names or identifiable information, please can you give some examples of these impacts)
· How are these outcomes evidenced for staff and families in your service? 
· How are the outcomes shared within your Trust, region and nationally?   What are your thoughts on these processes?
· Have the reviews conducted from your service had an effect on anything else in your service? (if so, give examples) 
· How are PMRT reviews and MNSI investigations connected in your service? (what are your thoughts on this?) 
· What effects have the wider PMRT national updates and reports had on your service? 




Appendix D: 
Resource Survey for Healthcare Providers 

Thank you for taking time to complete our questionnaire.  
 
Your answers are entirely confidential and for research purposes only. 
 
The aim of this survey is to collect information on the resource use and costs associated with undertaking a Maternity and Newborn Safety Investigation (MNSI) investigation. The results from this survey will be used to inform a wider study evaluating the conduct and effectiveness of MNSI and national Perinatal Mortality Review Tool (PMRT) reviews.  
 
When answering the questions in this form, we ask you to think about the LAST MNSI investigation in which your unit was involved. Please ONLY include resources and costs incurred as part of MNSI processes and NOT routine post-incident care (for example duty of candour and obstetric debrief). 
 
Please answer ALL the questions in parts A to F. 
 
Return your completed questionnaire to: 
 
Dr Ramon Luengo-Fernandez 
National Perinatal Epidemiology Unit 
Nuffield Department of Population Health 
University of Oxford 
Old Road Campus 
OX3 7LF Oxford 
 
Email: ramon.luengo-fernandez@dph.ox.ac.uk 
 
 




















PART A. YOUR ROLE 
 
QUESTION 1. YOUR ROLE 
Could you please let us know your job title in the NHS organisation on whose behalf you are completing this questionnaire for: ______________________________________________________ 
 
PART B: PRIOR TO AN MNSI INVESTIGATION 
Thinking about the last MNSI investigation your unit was involved in, in this part of the questionnaire, we ask you to provide a list of all staff that were involved in the processes prior to the investigation.  
 
QUESTION 2. INITIAL DISCUSSIONS WITH FAMILY MEMBERS 
In Table 1, please list details of the staff in your maternity team (e.g. midwife, manager, administrator etc…) involved in discussing the MNSI investigation with the family. Please provide the amount of time (in hours and minutes) each member of staff in your team spent discussing with family members (this includes time spent discussing care received, what the MNSI investigation will entail, responding to questions from family and administration queries).  
 
Table 1. List all staff involved in your maternity service dealing with families prior to the MNSI investigation 
	POSTS (type and grade) 
	Amount of time (hours and minutes) each member of staff spent talking with families prior to an MNSI investigation 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


   
QUESTION 3. INITIAL LOCAL REVIEW 
In Table 2, please list all of the staff involved, and the amount of time each member of staff spent (in hours and minutes), in any local review of the maternity event to identify any immediate learning (e.g. practice review meeting to improve safety within your maternity service).  
 
Table 2. List all staff involved the local review of the maternity event prior to the MNSI investigation 
	POSTS (type and grade) 
	Amount of time (hours and minutes) each member of staff spent in any local review of the maternity event prior to an MNSI investigation 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 4. REFERRAL TO MNSI 
In Table 3, please list the posts of all staff involved in drawing up your last referral to MNSI. This includes gathering of all necessary information and evidence, review of patient records, interviewing staff involved in providing care, and administration time. Please provide the time (in hours and minutes) each member of staff spent preparing the referral to MNSI. 
 
Table 3. List of all staff involved in drawing up a referral to MNSI 
	POSTS (type and grade) 
	Amount of time (hours and minutes) each member of staff spent in drawing up a referral to MNSI 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
PART B: DURING AN MNSI INVESTIGATION 
Thinking about the last MNSI investigation at your unit, in this part of the questionnaire, we ask you to provide a list of all staff that were involved in the actual investigation.  
 
QUESTION 5. ADMINISTRATION INVOLVED IN MNSI INVESTIGATIONS 
In Table 4, please list all the staff involved in your service who helped in the administration of the last MNSI investigation at your unit. This includes: time arranging interviews between MNSI and staff involved in the care of the patient; gathering of medical records and other evidence; uploading of information to portals; etc…Please provide the time (in hours and minutes) each member of staff spent in these administrative tasks.  
 
Table 4. List of all staff involved in the administration of the MNSI investigation 
	POSTS (type and grade) 
	Amount of time (hours and minutes) each member of staff spent in the administration of the MNSI investigation 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 6. MNSI INTERVIEWS 
In Table 5, please list all the staff (e.g. obstetric consultant, midwife, nurse, healthcare assistant etc…) interviewed by the MNSI as part of the investigation into the care they provided to the patient. Please also note the time (in hours and minutes) each member of staff spent in these interviews. We are also interested here in any informal time that might have been given by more experienced staff in supporting colleagues with less experience of the MNSI interview process. 
 
Table 5. List of all staff interviewed as part of the last MNSI investigation at your unit 
	POSTS (type and grade) 
	Amount of time (hours and minutes) each member of staff spent being interviewed in a MNSI investigation 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
[image: YES NO]QUESTION 7. DISCUSSION WITH FAMILIES 
	In the last MNSI investigation you were involved in, did the family take up the offer of discussing their/baby’s care with members of staff (please circle)?  
	 


 
If you answered yes, in Table 6, please list all staff (e.g. obstetric consultant, midwife, nurse) who met with family members to discuss the care provided. Please also note the time (in hours and minutes) each member of staff spent in these discussions. 
 
Table 6. List of all staff involved in discussions with the family during the last MNSI investigation at your unit 
	POSTS (type and grade) 
	Amount of time (hours and minutes) each member of staff spent in discussions with family members 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 8. IN-HOUSE LEGAL OPINION 
	In the last MNSI investigation at your maternity unit, was the legal team of your organisation involved in the investigation (please circle)?  
	[image: YES NO] 


 
If you answered yes, in Table 7, please list all staff who reviewed documents from a legal perspective and/or provided legal advice or opinion. Please also note the time (in hours and minutes) each member of staff spent in these activities. 
 
Table 7. List of all staff from your organisation that were involved in the last MNSI investigation at your unit from a legal perspective  
	POSTS (type and grade) 
	Amount of time (hours and minutes) each member of staff spent in reviewing or providing advice from a legal perspective 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 9. PASS THROUGH COSTS 
In Table 8, please provide details of the types of external expert advice received as part of the last MNSI investigation at your unit. This could include expert advice from external senior clinicians, or external legal teams.  
 
Table 8. External advice received during an MNSI investigation 
	External advice sought 
	Amount of time (hours and minutes) of expertise received 
	Hourly rate (£) 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 


 
 
 
 
 
PART C. AFTER AN MNSI INVESTIGATION 
Thinking about the last MNSI investigation at your unit, in this part of the questionnaire, we ask you to provide a list of all staff that were involved in activities after an MNSI investigation.  
 
QUESTION 10. DRAFT REPORT 
In Table 9, please list all staff involved in checking the draft MNSI report for factual accuracies and responding to it. Please also note the time (in hours and minutes) each member of staff spent in checking and responding to the draft MNSI report. 
 
Table 9. List of all staff involved in checking and responding to the draft MNSI report  
	POSTS (type and grade) 
	Amount of time (hours and minutes) each member of staff spent checking and responding to the draft MNSI report 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 11. REPORT RECOMMENDATIONS 
In Table 10, please list all staff involved in implementing any immediate recommendations made in the last MNSI investigation at your unit. Please also note the time (in hours and minutes) each member of staff spent in implementing MNSI recommendations. We are conscious that sometimes investigations might result in whole service reorganisations or pathway changes that can take much longer to implement. If this was the case, please provide details in question 14.  
 
Table 10. List of all staff involved in implementing recommendations from the MNSI investigation  
	POSTS (type and grade) 
	Amount of time (hours and minutes) each member of staff spent implementing MNSI recommendations 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 12. MEETING WITH MNSI AND FAMILY MEMBERS 
	In the last MNSI investigation at your unit, did the family attend a meeting with your staff and that of MNSI (please circle)?  
	[image: YES NO] 

	 
	 


If you answered yes, in Table 11, please list all staff involved in meeting with MNSI staff and family members to discuss any questions they might have and to explain what will be done/has been done as a result of any recommendations/findings from the MNSI investigation. Please also note the time (in hours and minutes) each member of staff spent in these meetings. 
 
Table 11. List of all staff involved in meeting with MNSI and family members  
	POSTS (type and grade) 
	Amount of time (hours and minutes) each member of staff spent in meetings with MNSI and family members 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
PART D. FAMILY SUPPORT  
Thinking about the last MNSI investigation at your unit, in this part of the questionnaire, we ask you to provide a list of all staff that were involved in supporting family members through services such as Birth Reflections or Birth Afterthoughts.  
 
[image: YES NO]QUESTION 13. BIRTH REFLECTIONS SERVICE 
	As part of the last MNSI investigation at your unit, did the family attend a birth reflections service (please circle)?  
	 

	 
	 


If you answered yes, in Table 12, please list all of the staff involved in your birth reflections service, and provide the time (in hours and minutes) each member of staff spent in a birth reflections session. 
 
Table 12. List all staff involved in your birth reflections service 
	POSTS (type and grade) 
	Amount of time (hours and minutes) spent by each member of staff in a birth reflections session 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
 
PART E. LAST vs. TYPICAL INVESTIGATION 
In this questionnaire we have asked you to provide details of the last MNSI investigation at your unit. In this final part of the questionnaire, we are interested to know how this last investigation differed from others that have been undertaken involving your unit in the past.  
 
QUESTION 14. DIFFERENCES IN WORKLOAD 
Considering all the MNSI investigations undertaken in the past at your unit, did the last MNSI investigation involve a higher workload/number of staff resources than the typical investigation (please tick one)?  
 
	Considerably more resources and workload 
	[image: Shape] 

	Somewhat more resources and workload 
	[image: Shape] 

	The same level of resources and workload 
	[image: Shape] 

	Somewhat less resources and workload 
	[image: Shape] 

	Considerably less resources and workload 
	[image: Shape] 


 
If you believe your latest MNSI investigation differed when compared to the typical investigation in the levels of resources and workload required, we would be grateful if you could provide some details about the reasons why.  
___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________ 
THIS IS THE END OF THE QUESTIONNAIRE 
 
 
We would like to thank you for your time. Your answers will help us better understand the conduct and effectiveness of Maternity and Newborn Safety Investigation (MNSI) investigations and national Perinatal Mortality Review Tool (PMRT) reviews.   
 
If you have any concerns or questions please contact:  
 
Dr Ramon Luengo-Fernandez 
National Perinatal Epidemiology Unit 
Nuffield Department of Population Health 
University of Oxford 
Old Road Campus 
OX3 7LF Oxford 
 
Tel: 01865 289 264 
Email: ramon.luengo-fernandez@dph.ox.ac.uk 


Appendix F: Interview Guide for National Programme Leads 
INTERVIEWS WITH NATIONAL PROGRAMME LEADS  
 
Thank you for your time on this interview.  Please do add any further reflections on the implementation and outcomes of the programme you have been involved in at the close of this interview. 
 
· What is the programme intended to achieve?  
[please consider: have programme objectives have been revised over time and why; policy influence on these revisions?].   
 
· What national policies/incentives/public pressures have been most influential in establishing the programme and driving it forward?  
[please consider: to what effect? changes in past 6 years] 
 
· How was the programme first developed?  What revisions have happened over time? Were families involved in these revisions?  
[please help us to consider: why? on what evidence?; how designed? trialled? tested for usability? ongoing evaluation and revision?; what were the limitations to making changes?] 
 
· What does an effective programme look like from the perspective of programme managers? services? and families?  
[please consider of this is improvement in number and quality of investigations /reviews (evidence); if there are difficulties in meeting the expectations of families; staff and organisations]  
 
· What are the different ways that the programme has been successfully implemented in different services and teams?  
[please consider how variations are explained?; the role of internal implementation leads, champions and regional leads and networks] 
 
· What key factors have affected the uptake of the programme? [for example, what about programme uptake and embedding at national; regional; service and team levels; why are there areas of success and areas of delay/resistance]; the effects of incentivisation of programme uptake and delivery?] 
 
· [If not mentioned above] What were the effects of the pandemic on programme uptake, outputs and effects?  
 
· What organisational features are required for the programme to become embedded as ongoing good practice?   
[what is required in terms of team/service structures; networks within and across services; leadership roles and approaches; communication approaches?]  
 
· What aspects of organisational climate influence programme use and programme outcomes?  
[can you consider some examples of how organisational climate impacts on investigation/reviews leading to quality improvement for services and teams]  
 
· How far do team attitudes affect programme delivery and outcomes within services?  
[are there any memorable examples of how self-efficacy and team identification with/against the organisation/organisational change affects programme uptake and delivery?]  
 
· What knowledge and organisational resources are required for a team to secure successful programme outcomes  
[do you have examples of common trends and variations and reasons for this?].  
 
· What [human and financial] resources are required for successful programme uptake and embedding?  
[do you have examples of variations in resourcing/reasons for this/consequences of this; explore impact at regional; Trust; service; team levels?] 
 
· What opportunities do teams have to reflect on/evaluate programme success? Does this affect programme outcomes and how?   
[what is required for these programme evaluations in terms of agreed methodologies; resourcing and relationships?] 
 
· Is there anything that you want to add to this interview about PMRT and HSIB maternity programme implementation and outcomes?  
 
Thank you for your time and for sharing your experience with us.  







Appendix G: 
Resources Survey for Healthcare Providers

Thank you for taking time to complete our questionnaire.  
 
Your answers are entirely confidential and for research purposes only. 
 
The aim of this survey is to collect information on the resource use and costs associated with undertaking a Perinatal Mortality Review Tool (PMRT) review. The results from this survey will be used to inform a wider study evaluating the conduct and effectiveness of Maternity and Newborn Safety Investigations (MNSI) and local perinatal death reviews carried out using the PMRT.  
 
We are conscious that your unit might undertake a series of individual PMRT reviews concurrently. Therefore, meetings might include discussions involving numerous reviews.  When answering this questionnaire, however, we would ask you to think about the LAST PMRT review involving ONLY your unit (i.e. did not involve other hospitals). 
 
Please ONLY include resources and costs incurred as part of the PMRT review process and NOT routine post-incident care (for example duty of candour and obstetric debrief). 
 
Please answer ALL the questions in parts A to G. 
 
Return your completed questionnaire to: 
 
Dr Ramon Luengo-Fernandez 
National Perinatal Epidemiology Unit 
Nuffield Department of Population Health 
University of Oxford 
Old Road Campus 
OX3 7LF Oxford 
 
Email: ramon.luengo-fernandez@dph.ox.ac.uk 
 
 












PART A. YOUR ROLE 
 
QUESTION 1. YOUR ROLE 
Could you please tell us your job title in the NHS organisation on whose behalf you are completing this questionnaire: ______________________________________________________ 
 
PART B. RAPID/QUICK REVIEW 
Thinking about the last PMRT review your unit undertook, in this part of the questionnaire, we ask you to provide a list of all staff that were involved in the rapid review for this death to identify any immediate safety concerns, prior to the PMRT review being undertaken. 
 
QUESTION 2. RAPID REVIEW 
In Table 1, please list all staff (by type and grade) involved in undertaking the initial rapid review for this death to identify any immediate safety concerns prior to the PMRT review (e.g. in a practice review forum or a safety risk meeting). Please also note the time (in hours and minutes) each member of staff spent in this rapid review, including time collecting information/evidence; and escalating, if applicable, to a Serious Incident (SI) investigation. 
 
Table 1. List all staff involved in the rapid review of the death 
	POSTS (type and grade).  
 
Please do not include names or other personal identifiers. 
E.g. Bereavement midwife – band 6 midwife 
	Amount of time (hours and minutes) spent by each member of staff in the rapid review 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 3. SERIOUS INCIDENT (SI) INVESTIGATION 
In your last PMRT review, was the case escalated to an SI investigation 
(please circle)? 
 
QUESTION 4. UPLOADING OF INFORMATION INTO PMRT ONLINE TOOL 
In Table 2, please list all staff involved, including time each member of staff spent, in inputting the basic factual information about the mother and baby into the online PMRT tool.  
 
Table 2. List all staff involved in inputting basic information into the online PMRT tool  
	POSTS (type and grade) (please do not include names or other personal identifiers) 
 
	Amount of time (hours and minutes) spent by each member of staff inputting initial information into the online PMRT tool 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
 
PART C: PREPARATORY ACTIVITIES 
Thinking about the last PMRT review your unit undertook, in this part of the questionnaire, we ask you to provide a list of all staff that were involved in preparatory activities/tasks carried out before the PMRT review meetings.  
 
QUESTION 5. INFORMATION FOR PARENTS  
In Table 3, please list all staff involved, and time each member of staff spent, in preparing, amending and/or collating information such as letters, information leaflets or other information tools about the local review given or sent to parents and families.  
 
Table 3. List all staff involved in preparing any information for parents about the local review 
	POSTS (type and grade)  
Please do not include names or other personal identifiers. 
 
 
	Amount of time (hours and minutes) spent by each member of staff preparing information for parents  

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 6. EXPLANATION OF THE PMRT REVIEW PROCESS TO THE PARENTS AND OTHER FAMILY MEMBERS 
In Table 4, please list all staff involved in meeting with family members to discuss and explain the PMRT review process and other forms of parental engagement. Please also note the time (in hours and minutes) each member of staff spent in these initial discussions with the parents and other family members.  
 
Table 4. List all staff involved in initial discussions with the parents and other family members to explain the PMRT review process  
	POSTS (type and grade)  
Please do not include names or other personal identifiers. 
 
 
	Amount of time (hours and minutes) spent by each member of staff in initial discussions with parents and other family members 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 7. GATHERING PARENTS’ PERPECTIVES OF THEIR CARE 
In Table 5, please list all staff involved in discussions with parents and other family members to gather their perspectives and experiences of the care that they and their baby received. Please also note the time (in hours and minutes) each member of staff spent in these discussions with the parents and other family members, including any time in face-to-face/online/telephone meetings; travel time if meetings occur outside your organisation; and writing and responding to emails/letters. 
 
Table 5. List all staff involved in gathering parents’ perspectives of their care and that of their baby  
	POSTS (type and grade)  
Please do not include names or other personal identifiers. 
 
	Amount of time (hours and minutes) spent by each member of staff engaging with parents and other family members 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 8. ADMINISTRATIVE TASKS 
In Table 6, please list all the staff involved in your service who helped in the preparatory administration tasks of the last PMRT review your unit undertook. This includes: time arranging meetings including those with parents and family members; gathering of medical records and other evidence; uploading of information to the PMRT etc…Please provide the time (in hours and minutes) each member of staff spent doing these administrative tasks, excluding the time listed in answer to Question 4.   
 
Table 6. List of all staff involved in the administration of the PMRT review 
	POSTS (type and grade)  
Please do not include names or other personal identifiers. 
 
	Amount of time (hours and minutes) each member of staff spent in the administration of the PMRT review 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
 
PART D: INITIAL REVIEW 
Thinking about the last PMRT review your unit undertook, in this part of the questionnaire, we ask you to provide a list of all staff that were involved in the initial PMRT review.  
 
QUESTION 9. INITIAL REVIEW 
In Table 7, please list all staff involved in the initial PMRT review stage. Please also note the time (in hours and minutes) each member of staff spent in these activities, which can include: checking that factual information already entered into the PMRT tool is correct; preparation of answer to the questions for the full review; making sure that all information necessary for the full review has been gathered and collated; and any further updates to the PMRT tool. It may also involve reviewing any antenatal scans undertaken, for example, if the baby was small for gestational age at birth but this had not been identified during pregnancy.  
 
Some deaths may be reviewed in a single meeting and there may not have been an initial and then final full review stage. If this was the case for your last PMRT review please OMIT this question and move to PART E.    
 
Table 7. List all staff involved in the initial PMRT review  
	POSTS (type and grade)  
Please do not include names or other personal identifiers. 
 
	Amount of time (hours and minutes) spent by each member in the initial PMRT review stage 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
PART E: FULL REVIEW STAGE 
Thinking about the last PMRT review your unit undertook, in this part of the questionnaire, we ask you to provide a list of all staff that were involved in the full PMRT review stage.  
 
QUESTION 10. FULL REVIEW 
In Table 8, please list all staff involved in the full PMRT review stage including any external members from outside your organisation involved in the perinatal mortality review group (in addition to their post e.g. consultant neonatologist, please identify them as an external member). Please also note the time (in hours and minutes) each member of staff spent in these activities, which can include: reviewing all the necessary information about care, including parents’ experiences and perspectives; group discussions; grading of care; any issues with care identified and action plans formulated. Please also include the time involved in updating the PMRT online tool after full review by the perinatal review group. 
 
Table 8. List all staff involved in the full PMRT review  
	POSTS (type and grade)  
Please do not include names or other personal identifiers 
 
	Amount of time (hours and minutes) spent by each member in the full PMRT review stage 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 11. RE-REVIEW 
Thinking about your last PMRT review, was there a re-review as a result 
of new evidence coming to light, e.g. post-mortem results  
(please circle)? 
 
If you answered yes, in Table 9 could you please list all staff involved in this re-review (including details of any external members). Please also note the time (in hours and minutes) each member of staff spent in this re-review, including the time they spent inputting further review information into the online PMRT tool. 
 
Table 9. List all staff involved in any PMRT re-review 
	POSTS (type and grade) 
Please do not include names or other personal identifiers. 
 
	Amount of time (hours and minutes) spent by each member of staff in PMRT re-review 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 12. FURTHER REVIEW PANEL INPUT 
Following full review, and any possible re-review, did the review come back 
to the panel for further review? (please circle) 
 
If you answered yes, in Table 10 could you please list all staff involved in providing further input into the review. Please also note the time (in hours and minutes) each member of staff spent providing further review, including the time they spent inputting information into the online PMRT tool. 
 
Table 10. List all staff involved in any further PMRT review  
	POSTS (type and grade) 
Please do not include names or other personal identifiers. 
 
	Amount of time (hours and minutes) spent by each member of staff in further PMRT reviews 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
 
 
 
PART F. FULL REPORT 
Thinking about the last PMRT review your unit undertook, in this part of the questionnaire, we ask you to provide a list of all staff that were involved in the writing up the report and its feedback to parents and family members.  
 
QUESTION 13. WRITING UP THE REPORT 
In Table 11, please list all staff involved in the writing up he final report following the PMRT review. Please also note the time (in hours and minutes) each member of staff spent in these activities, which can include: editing and reviewing of the report generated by the online PMRT tool; and checking for any factual errors.  
 
Table 11. List all staff involved in the write up of the full report  
	POSTS (type and grade)  
Please do not include names or other personal identifiers 
 
	Amount of time (hours and minutes) spent by each member of staff in the write-up of the full report 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 14. COMMUNICATING THE OUTCOME OF THE REVIEW WITH THE PARENTS AND OTHER FAMILY MEMBERS 
In Table 12, please list all staff involved in communicating the outcome of the review with the parents and other family members. Please also note the time (in hours and minutes) each member of staff spent in these discussions with the parents and other family members, including any time in face-to-face/online/telephone meetings; travel time if meetings occur outside your organisation; and writing and responding to emails/letters. 
 
Table 12. List all staff involved in communicating the outcome of the review with the parents and other family members  
	POSTS (type and grade)  
Please do not include names or other personal identifiers 
 
	Amount of time (hours and minutes) spent by each member of staff communicating the outcome of the review to the parents and other family members 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
QUESTION 15. LEARNING AND IMPROVEMENT 
In Table 13, please list all staff involved in implementing any learning and improvements that the last PMRT review your unit undertook brought to light. Please also note the time (in hours and minutes) each member of staff spent in implementing any learning or improvements. We are conscious that sometimes improvements might result in whole service reorganisations or pathway changes that can take much longer to implement. If this was the case, please provide details in Question 17.  
 
Table 13. List of all staff involved in implementing learning or improvements brought to light by the PMRT review  
	POSTS (type and grade)  
Please do not include names or other personal identifiers 
	Amount of time (hours and minutes) each member of staff spent implementing learning or improvements 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


 
 
PART G. LAST vs. TYPICAL REVIEW 
In this questionnaire we have asked you to provide details of the last PMRT review your unit undertook. In this final part of the questionnaire, we are interested to know how this last review differed from others you might have undertaken in the past.  
 
QUESTION 16. DIFFERENCES IN WORKLOAD 
Considering all the PMRT reviews undertaken in the past year by your unit, did the last PMRT review involve a higher workload/number of staff resources than the typical review (please tick one)?  
 
	Considerably more resources and workload 
	 

	Somewhat more resources and workload 
	 

	The same level of resources and workload 
	 

	Somewhat less resources and workload 
	 

	Considerably less resources and workload 
	 


 
If you believe your latest PMRT review differed when compared to the typical review in the levels of resources and workload required, we would be grateful if you could provide some details about the reasons why.  
___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________ 
THIS IS THE END OF THE QUESTIONNAIRE 
 
 
We would like to thank you for your time. Your answers will help us better understand the conduct and effectiveness of Maternity and Newborn Safety Investigation (MNSI) investigations and local Perinatal Mortality Review Tool (PMRT) reviews.   
 
If you have any concerns or questions please contact:  
 
Dr Ramon Luengo-Fernandez 
National Perinatal Epidemiology Unit 
Nuffield Department of Population Health 
University of Oxford 
Old Road Campus 
OX3 7LF Oxford 
 
Tel: 01865 289 264 
Email: ramon.luengo-fernandez@dph.ox.ac.uk 



APPENDIX  H:   PARTICIPANT INFORMATION SHEETS AND CONSENT FORMS 

 
Evaluation of Maternity Investigations and Review Tools
 
Participant Information Sheet (PIS) for Parents and Families
You are being invited to take part in a research study that will look at if reviews and investigations into serious harm in maternity care have worked from the point of view of parents and families and for making improvements in safety. This research has been commissioned by national policy makers.   Before you decide whether to take part, it is important for you to understand why the research is being conducted and what it will involve. Please take time to read the following information carefully before deciding whether to take part and discuss it with others if you wish. Please ask if there is anything that is not clear or if you would like more information. Thank you for taking the time to read this.  
About the research 
· Who will conduct the research?  
The research will be conducted by Professor Alexander Heazell, Dr Mary Adams and Dr Anja Wittkowski, at the Division of Developmental Biology and Medicine, University of Manchester; and by Professors Marian Knight and Jennifer Kurinczuk, Dr Oliver Rivero-Arias and Dr Ramon Luengo-Fernandez at the Department of National Perinatal Epidemiology, University of Oxford. Patient and Public Involvement leadership is by Charlotte Bevan and Antonia Moses.  
· What is the purpose of the research?  
The research is to see if the main approaches to understanding what happened to a baby or mother when there has been serious harm in NHS maternity care are working.   
These approaches are the Healthcare Safety Investigation Branch (HSIB)/ Maternity and Newborn Safety investigations (MNSI) and the national Perinatal Mortality Review Tool (PMRT) reviews.   
We want to understand if these are working from the point of view of parents and families; if and how they contribute to improvements in safety in maternity care, and what resources are needed for them to run properly.   
The research will provide information for national policy makers on the progress of the approaches and identify what is work well and what isn’t working well, and what improvements are needed.  
You have been chosen for this study because you have experienced serious harm during your maternity care and this has been/is being reviewed or investigated during and since January 2019.    
We will be interviewing about 20 parents or families from various social and ethnic backgrounds.   
Am I suitable to take part?  
If you have experienced serious harm during your maternity care (such as that resulting in the death of your baby or serious brain-injury to your baby); if you know that this has been/is being reviewed or investigated, and if you feel ready to discuss what had happened to you, you are invited to take part.   
Will the outcomes of the research be published?  
The outcomes of the research will be reported to the Policy Research Team, at the National Institute of Health Research and at public and professional conferences. We will also publish our findings in journals and on social media.  You will not be identified in the research outcomes.  
Disclosure and Barring Service (DBS) Check  
Researchers will have undergone appropriate levels of DBS checks prior to conducting the interview.  
· Who has reviewed the research project? 
This study has been reviewed by The University of Manchester Research Ethics Committee [application number 18320]  
Who is funding the research project? 
The National Institute of Health Research Policy Research Programme (Reference number NIHR204248)  
What would my involvement be? 
· What would I be asked to do if I took part?  
Have a one-to-one interview with a named researcher who will ask you about your experiences of the HSIB/MNSI investigation and/or PMRT review that was undertaken for your baby or family member.    
The interview can be conducted by telephone, Zoom or Teams or, if possible, in-person at a quiet, public location of your choice.   The time and date of the interview can be scheduled at your convenience.  You can invite a family member or a friend to be present during interview.  
You will be asked to read and sign a written consent form before the interview.  About a day before the interview the named researcher will check again that the interview is happening at a suitable time for you and will ask you if you have any concerns or questions about the interview or the study and will reply to these.   The interview will be audio-recorded by the named researcher. 
You can withdraw from the study at any time, before, during and after interview, without giving a reason.  If you decide this, we will delete your interview from our records until 1.12.24 (when final data analysis begins). 
The interview will last approximately 60 minutes. 
You can stop or interrupt the interview at any time, without giving a reason.   
You may find the interview distressing.  The researcher will be aware that you are being asked about difficult things, and you will be able to determine your own pace of things, before and during the interview.    At the close of the interview the interview will check on your wellbeing and, if you would like, give you a call the day after.  If it would help, they will forward you information on forms of support a few days later.  
· Will I be compensated for taking part? 
There is no compensation for taking part in the interview.    
What happens if I do not want to take part or if I change my mind?  
It is up to you to decide whether or not to take part.  You can inform us of your decision by email or telephone contact with our project administrator or lead researcher (whose contact details are on the back of this information sheet).   If you do decide to take part you will be given this information sheet to keep and you will be asked to sign a consent form to take part in the study.  
If you decide to take part you are still free to withdraw at any time without giving a reason and without detriment to yourself. However, we are unable to remove your interview data from the project after 1.12.24 (when final data analysis begins). This does not affect your data protection rights.  
If you decide not to take part you do not need to do anything further.  
Data Protection and Confidentiality 
· What information will you collect about me?  
At the start of the interview we will need to collect some information called ‘personally identifiable information’.   We are collecting this information to understand if these things could have affected your investigation or review.  We will collect information on your: 
-age 
-gender  
-ethnicity  
-any other social factors that you think might have affected your investigation/review. 
During the interview we will record only your voice (no photography will be used). 
Under what legal basis are you collecting this information? 
We are collecting and storing this personal identifiable information in accordance with UK data protection law which protect your rights.  These state that we must have a legal basis (specific reason) for collecting your data. For this study, the specific reason is that it is “a public interest task” and “a process necessary for research purposes”.  
· What are my rights in relation to the information you will collect about me? 
You have a number of rights under data protection law regarding your personal information. For example, you can request a copy of the information we hold about you, that is, the audio recording.  
If you would like to know more about your different rights or the way we use your personal information to ensure we follow the law, please consult our Privacy Notice for Research. 
· Will my participation in the study be confidential and my personal identifiable information be protected?  
In accordance with data protection law, The University of Manchester is the Data Controller for this project. This means that we are responsible for making sure your personal information is kept secure, confidential and used only in the way you have been told it will be used. All researchers are trained with this in mind, and your data will be looked after in the following way: 
The audio-recording of your interview will be made on a password protected recorder that encrypts the recording.   Immediately after the interview, the audio-recording will be sent by password-protected folder to a University of Manchester-approved transcription company, that has a signed confidentiality agreement between their organisation and the University of Manchester.   
The interview content will be anonymised at transcription.  This means that any information identifying you will be removed from the transcript.  The transcript will be returned to the research team in a password protected folder and stored on a pass-word protected University of Manchester server.  The research team will then delete the audio-recording.  Only the research team will have access to the transcripts.    
The study team will store your identifying information (name and brief contact details) securely and separately from your study data. Your transcript will be marked with an ID number and not your name.  The key for linking your ID number to your identity will be accessible only to the research team.  This link means that you can request the withdrawal of your data until 1.12.24 (when final data analysis begins).   After this date we will destroy the key, so anonymising your data.  
Your anonymised data will be stored for 10 years for the research team conduct any further analysis of the data.    Your consent form (including your name and signature) will be retained separately for 5 years after the end of the study.   At the end of the study on-line consent forms will be stored in separate password-protected folder and hard copies will be stored in a locked filing cabinet on University premises.   Your consent form and anonymised data will be deleted on 31.3.35.  
Your personal contact details will be kept only for arranging the interview and for interview follow-up, if required.  Your personal details will be deleted at the close of the research (1.12.24).   
Given the sensitivity of your interview data, it will not be retained in a data repository and so will not be available to other people.   You may share your interview with others if you choose. 
If you decide to have your interview over Zoom or Skype, then your personal data will be processed by [Microsoft/Zoom]. This may mean that your personal data is transferred to a country outside of the European Economic Area, some of which have not yet been determined by the United Kingdom to have an adequate level of data protection. Appropriate legal mechanisms to ensure these transfers are compliant with the Data Protection Act 2018 and the UK General Data Protection Regulation are in place. The recordings will be removed from the above third-party platform and stored on University of Manchester managed file storage as soon as possible following the completion of data collection. 
Potential Disclosures 
If, during the interview, you disclose information about any current or future illegal activities, we have a legal obligation to report this and will therefore need to inform the relevant authorities.   
You might also discuss with us malpractice or negligence of those involved in your care.  If this occurs, we will encourage you to report these to the relevant bodies, and assist you with this process if necessary.  
You might also reveal information that means you may be at risk of harming yourself or others. Then we will be required to break confidentiality in order to put you in touch with the correct support.  This may involve signposting you to relevant support services or calling emergency services.  
Please also note that individuals from The University of Manchester or regulatory authorities may need to look at the data collected for this study to make sure the project is being carried out as planned. This may involve looking at identifiable data.  All individuals involved in auditing and monitoring the study will have a strict duty of confidentiality to you as a research participant. 
Please also note that individuals from The University of Manchester or regulatory authorities may need to look at the data collected for this study to make sure the project is being carried out as planned. This may involve looking at identifiable data.  All individuals involved in auditing and monitoring the study will have a strict duty of confidentiality to you as a research participant. 
What if I have a complaint? 
If you have a complaint that you wish to direct to members of the research team, please contact the study manager (Ramsha.Ali@manchester.ac.uk) or the study lead (Alexander.Heazell@manchester.ac.uk) 
If you wish to make a formal complaint to someone independent of the research team or if you are not satisfied with the response you have gained from the researcher in the first instance then please contact: 
The Research Ethics Manager, Research Office, Christie Building, The University of Manchester, Oxford Road, Manchester, M13 9PL, by emailing: research.complaints@manchester.ac.uk  or by telephoning 0161 306 8089. 
If you wish to contact us about your data protection rights, please email dataprotection@manchester.ac.uk or write to The Information Governance Office, Christie Building, The University of Manchester, Oxford Road, M13 9PL at the University and we will guide you through the process of exercising your rights. 
You also have a right to complain to the Information Commissioner’s Office about complaints relating to your personal identifiable information Tel 0303 123 1113   
 
Contact Details 
If you have any queries about the study or if you are interested in taking part then please contact  
Ms. Ramsha Ali (project manager) at Ramsha.Ali@manchester.ac.uk 
Dr. Mary Adams (interview research lead) at Mary.Adams@manchester.ac.uk or  
Professor Alexander Heazell (study lead) at Alexander.Heazell@manchester.ac.uk  


Evaluating Maternity Investigations and Review Tools [MATREP] study 
Consent Form
If you are happy to participate, please consider each statement of the form and respond by saying either ‘yes’ or ‘no' complete and sign and date the consent form below.
If this consent is being audio-recorded, if you are willing to participate, please state your full name and today’s date. The researcher will then read each statement of the form and ask that you respond by saying either ‘yes’ or ‘no’.  Saying ‘yes’ means you agree and consent to the statement, saying ‘no’ means you disagree and do not consent to the statement. 

	 
	Activities
	Initials

	1
	I confirm that I have read the attached information sheet (Version 2. 28.3.24) for the above study and I have had the opportunity to consider the information and ask questions and had these answered satisfactorily.
	 

	2
	I understand that my participation in the study is voluntary and that I am free to withdraw at any time without giving a reason and without detriment to myself.  I understand that it will not be possible to remove my data from the project once it has been anonymised and forms part of the data set (after 1.12.24)  

I agree to take part on this basis.
	 

	3
	I agree to the interview being audio recorded. 
	

	4
	I agree that any data collected may be included in anonymous form in publications and conference presentations.
	

	5
	I agree that any research publications can include direct quotes of my responses in anonymous format.
	

	6
	I understand that there may be instances where during the course of the research information is revealed which means the researchers will be obliged to break confidentiality and this has been explained in more detail in the information sheet.
	

	7
	I understand that data collected during the study may be looked at by individuals from The University of Manchester or regulatory authorities, where it is relevant to my taking part in this research. I give permission for these individuals to have access to my data.
	

	8
	I agree to take part in this study.
	





Data Protection
The personal information we collect and use to conduct this research will be processed in accordance with UK data protection law as explained in the Participant Information Sheet and the Privacy Notice for Research Participants. 




________________________            ________________________       			
Name of Participant	Signature		Date



________________________            ________________________       			
Name of the person taking consent	Signature		Date


STUDY TITLE: EVALUATION OF MATERNITY INVESTIGATION AND REVIEW TOOLS 
ETHICS APPLICATION 18320 28.3.24
CONSENT FORM V2


A copy of the consent form signed by you and the person taking consent will be returned to you immediately after your interview.  A copy of this form will be retained by the research team and securely stored by them at the University of Manchester until 31.3.30, when it will be destroyed
Study Title: Evaluating Maternity Investigations and Review Tools from the Perspective of Individuals, Resources and Endpoints to Imrpove Outcomes for Mothers and Babies (MATREP)
Participant Information Sheet (PIS) for NHS Staff
You are being invited to take part in a research study evaluating maternity investigations and review tools.  This research has been commissioned by national policy makers. Before you decide whether to take part, it is important for you to understand why the research is being conducted and what it will involve. Please take time to read the following information carefully before deciding whether to take part and discuss it with others if you wish. Please ask if there is anything that is not clear or if you would like more information. Thank you for taking the time to read this.
About the research
· Who will conduct the research? 
The research will be conducted by Professor Alexander Heazell, Dr Mary Adams and Dr Anja Wittkowski, in the Faculty of Biology, Medicine and Health, University of Manchester; and by Professors Marian Knight and Jennifer Kurinczuk and Dr Oliver Rivero-Arias and Dr Ramon Luego-Fernandez, at the Department of National Perinatal Epidemiology, University of Oxford.  
· What is the purpose of the research? 
In 2018, Healthcare Safety Investigation Branch (HSIB)/Maternity and Newborn Safety Investigation (MNSI) and Perinatal Mortality Review Tool (PMRT) reviews were developed and incentivised to drive improvements in England National Health Service (NHS) maternity safety. To date, there is limited evidence of if and how these interventions have resulted in improvements in maternity safety and the experiences of parents and families, and there has been limited evaluation of the impact and effects of these programmes. This study will examine setup, costs, progress and outcomes of the two programmes from the perspective of NHS programme leads.
The research will provide information for national policy makers, maternity programme leads, frontline staff, and parents and families on the progress of these programmes and identify what is required for HSIB/MNSI investigations and PMRT reviews to meet their objectives.
You have been chosen for this study as you are a senior NHS staff member responsible for the HSIB/MNSI and/or PMRT within your maternity service. We intend to recruit 21 NHS staff members.
· Am I suitable to take part? 
If you are an NHS Staff member responsible for the use and monitoring of HSIB/MNSI and/or PMRT reviews within a maternity service, and feel ready to discuss your experiences, you are invited to take part. 
If you are currently under warning, suspension, remediation or dismissal procedures by your employers or professional bodies, you will not be able to participate in this study. 


· Will the outcomes of the research be published? 
The outcomes of the research will be reported to the Policy Research Team, at the National Institute of Health Research and at public and professional conferences. We will also publish our findings in journals and on social media.  You will not be identified in the research outcomes.
· Disclosure and Barring Service (DBS) Check 
Researchers will have undergone appropriate levels of DBS checks prior to conducting the interview.
· Who has reviewed the research project?
All research in the NHS is reviewed by an independent group of people called a Research Ethics Committee to protect your safety, rights, wellbeing and dignity. This study has been reviewed and given a favourable opinion by the <<Insert Name of Committee>> Research Ethics Committee.  
· Who is funding the research project?
The National Institute of Health Research Policy Research Programme (Reference number NIHR204248) 
What would my involvement be?
· What would I be asked to do if I took part? 
Your participation will involve the following:
You will be asked to read and sign a consent form. 
Have a one-to-one interview with a named researcher who will ask you about the impact of the HSIB investigations or PMRT reviews on the quality of investigation and review processes; quality improvement activities; parent and family involvement; and the work of clinical teams.  
The interview can be conducted by telephone, Zoom or Teams. The time and date of the interview can be scheduled at your convenience.   
The interview will be audio-recorded verbatim by the named researcher and will last up to 60 minutes.  
Please feel free to contact the research team with any questions or concerns that you have about the interview or the research study before or after you give written consent.  They will address these before your interview.  
You can withdraw from the study at any time, before, during and after interview without giving a reason.  If you decide this, we will delete your interview from our records until 01.12.24 (when final data analysis begins). 
You can stop the interview at any time, without giving a reason.
· Will I be compensated for taking part?
There is no compensation for taking part. 
However, taking part in this research would contribute to improving maternity investigations and reviews. 
· What happens if I do not want to take part or if I change my mind? 
It is up to you to decide whether or not to take part.  You can inform us of your decision by email or telephone contact with our project administrator or lead researcher (whose contact details are on the back of this information sheet).   If you do decide to take part, you will be given this information sheet to keep and you will be asked to sign a consent form to take part in the study. 
If you decide to take part, you are still free to withdraw at any time without giving a reason and without detriment to yourself. However, we are unable to remove your interview data from the project after 1.12.24 (when final data analysis begins). This does not affect your data protection rights. 
Data Protection and Confidentiality
· What information will you collect about me? 
In order to participate in this research project, we will need to collect information that could identify you, called “personal identifiable information”. 
Specifically, we will need to collect:
· Name
· Contact details 
· Your work role and dates of employment in this role. 
· During the interview we will record only your voice (no photography will be used).
They will use this information to arrange the interview and for interview follow-up, if required.
· Under what legal basis are you collecting this information?
We are collecting and storing this personal identifiable information in accordance with UK data protection law which protect your rights.  These state that we must have a legal basis (specific reason) for collecting your data. For this study, the specific reason is that it is “a public interest task” and “a process necessary for research purposes”. 
· What are my rights in relation to the information you will collect about me?
You have a number of rights under data protection law regarding your personal information. For example you can request a copy of the information we hold about you.
If you would like to know more about your different rights or the way we use your personal information to ensure we follow the law, please consult our Privacy Notice for Research.
· Will my participation in the study be confidential and my personal identifiable information be protected? 
In accordance with data protection law, The University of Manchester is the Data Controller for this project. This means that we are responsible for making sure your personal information is kept secure, confidential and used only in the way you have been told it will be used. All researchers are trained with this in mind, and your data will be looked after in the following way:
[bookmark: _Hlk80093029]Name and email contacts of participants will be stored on a password protected Excel sheet on a separate folder on a secure University of Manchester server. They will be retained only for as long as necessary (when each individuals’ interview is completed, and the interview transcript checked for completeness). Then the email contact will be deleted. 
The audio-recording of your interview will be made on a password protected recorder that encrypts the recording.   Immediately after the interview, the audio-recording will be sent by password-protected folder to a University of Manchester-approved transcription company, that has a signed confidentiality agreement between their organisation and the University of Manchester.  
The interview content will be anonymised at transcription.  This means that any information identifying you will be removed from the transcript.  The transcript will be returned to the research team in a password protected folder and stored on a password protected University of Manchester server.  The research team will then delete the audio-recording.  Only the research team will have access to the transcripts. 
The study team will store your identifying information (name and brief contact details) securely and separately from your study data. Your transcript will be marked with an ID number and not your name.  The key for linking your ID number to your identity will be accessible only to the research team.  This link means that you can request the withdrawal of your data until 01.12.24 (when final data analysis begins).   After this date we will destroy the key, so anonymising your data. Some confidential data from participant recruitment (work role or social details such as length of time in employment) will be retained by the study team. Only necessary identifiers will be retained as pseudonymised information.
Your anonymised data will be stored for 10 years for the research team conduct any further analysis of the data.    Your consent form (including your name and signature) will be retained separately for 5 years after the end of the study.   At the end of the study on-line consent forms will be stored in separate password-protected folder and hard copies will be stored in a locked filing cabinet on University of Manchester premises.   Your consent form will be deleted by March 2030 and anonymised data will be deleted on 31.3.35. 
Your personal contact details will be kept only for arranging the interview and for interview follow-up, if required.  Your personal details will be deleted at the close of the research (31.3.25).  
Given the sensitivity of your interview data, it will not be retained in a data repository and so will not be available to other people.   You may share your interview with others if you choose.
If you decide to have your interview over Zoom or Skype, then your personal data will be processed by [Microsoft/Zoom]. This may mean that your personal data is transferred to a country outside of the European Economic Area, some of which have not yet been determined by the United Kingdom to have an adequate level of data protection. Appropriate legal mechanisms to ensure these transfers are compliant with the Data Protection Act 2018 and the UK General Data Protection Regulation are in place. The recordings will be removed from the above third-party platform and stored on University of Manchester managed file storage as soon as possible following the completion of data collection.
Please also note that individuals from The University of Manchester or regulatory authorities may need to look at the data collected for this study to make sure the project is being carried out as planned. This may involve looking at identifiable data.  All individuals involved in auditing and monitoring the study will have a strict duty of confidentiality to you as a research participant.
Potential Disclosures
If, during the interview, you disclose information about any current or future illegal activities, we have a legal obligation to report this and will therefore need to inform the relevant authorities.  
If during the interview you disclose professional malpractice of yourself or others, we will have to report this to our Lead Investigator and relevant authorities. Please read our Disclosure Procedure for more information. 
You might also reveal information that means you may be at risk of harming yourself or others. Then we will be required to break confidentiality in order to put you in touch with the correct support.  This may involve signposting you to relevant support services or calling emergency services. 
Please also note that individuals from The University of Manchester or regulatory authorities may need to look at the data collected for this study to make sure the project is being carried out as planned. This may involve looking at identifiable data.  All individuals involved in auditing and monitoring the study will have a strict duty of confidentiality to you as a research participant.
Potential for distress:
Due to the nature of the interview, it is possible that you may become upset, or distressed. If you become distressed, the researcher will immediately pause the interview (and stop the recording) and ensure you are okay before continuing the interview. The researcher will also give you the opportunity to continue with the interview at another time, should you need it. The researcher will offer a phone call after the interview and provide you with contact details for relevant support services. More details can be found on our Distress Protocol
What if I have a complaint?
If you have a complaint that you wish to direct to members of the research team, please contact the research team’s shared mailbox which is accessed by the Project Manager, and researchers based at the University of Manchester (matrep@manchester.ac.uk) or the study lead (Alexander.Heazell@manchester.ac.uk)
If you wish to make a formal complaint to someone independent of the research team or if you are not satisfied with the response you have gained from the researcher in the first instance then please contact:
The Research Ethics Manager, Research Office, Christie Building, The University of Manchester, Oxford Road, Manchester, M13 9PL, by emailing: research.complaints@manchester.ac.uk  or by telephoning 0161 306 8089.
If you wish to contact us about your data protection rights, please email dataprotection@manchester.ac.uk or write to The Information Governance Office, Christie Building, The University of Manchester, Oxford Road, M13 9PL at the University and we will guide you through the process of exercising your rights.
You also have a right to complain to the Information Commissioner’s Office about complaints relating to your personal identifiable information Tel 0303 123 1113  

Contact Details
If you have any queries about the study or if you are interested in taking part then please contact 
The research team at matrep@manchester.ac.uk
Dr. Mary Adams (Interview Research Lead) at Mary.Adams@manchester.ac.uk or 
Professor Alexander Heazell (Study Lead) at Alexander.Heazell@manchester.ac.uk


Evaluating Maternity Investigations and Review Tools from the Perspective of Individuals, Resources and Endpoints to Improve Outcomes for Mothers and Babies
Consent Form
If you are happy to participate, please complete and sign the consent form below. 

	 
	Activities
	Initials

	1
	I confirm that I have read the attached information sheet (Version 1.0, 10/06/2024) for the above study and have had the opportunity to consider the information and ask questions and had these answered satisfactorily.
	 

	2
	I understand that my participation in the study is voluntary and that I am free to withdraw at any time without giving a reason and without detriment to myself.  I understand that it will not be possible to remove my data from the project once it has been anonymised and forms part of the data set.  
I agree to take part on this basis.
	 

	3
	I agree to the interview being audio recorded. 
	

	4
	I agree that any data collected may be included in anonymous form in publications, conference presentations, or presentations to participants or relevant community groups.
	

	5
	I agree that any research publications can include direct quotes of my responses in anonymous format.
	

	6
	I agree that any anonymised data collected may be made available to other researchers
	

	7
	I understand that data collected during the study may be looked at by individuals from The University of Manchester or regulatory authorities, where it is relevant to my taking part in this research. I give permission for these individuals to have access to my data.
	

	8
	I understand that there may be instances where during the course of the research information is revealed which means the researchers will be obliged to break confidentiality and this has been explained in more detail in the information sheet. 
	

	9
	I agree to take part in this study.
	



Data Protection

The personal information we collect and use to conduct this research will be processed in accordance with UK data protection law as explained in the Participant Information Sheet and the Privacy Notice for Research Participants. 




________________________            ________________________       			
Name of Participant	Signature		Date



________________________            ________________________       			
Name of the person taking consent	Signature		Date


[Insert details of what will happen to the copies of consent form e.g. 1 copy for the participant, 1 copy for the research team (original), 1 copy for the medical notes]



Study Title: Evaluating Maternity Investigations and Review Tools from the Perspective of Individuals, Resources and Endpoints to Imrpove Outcomes for Mothers and Babies (MATREP)
Participant Information Sheet (PIS) for NHS Staff
You are being invited to take part in a research study evaluating maternity investigations and review tools.  This research has been commissioned by national policy makers.   Before you decide whether to take part, it is important for you to understand why the research is being conducted and what it will involve. Please take time to read the following information carefully before deciding whether to take part and discuss it with others if you wish. Please ask if there is anything that is not clear or if you would like more information. Thank you for taking the time to read this.
About the research
· Who will conduct the research? 
The research will be conducted by Professor Alexander Heazell, Dr Mary Adams and Dr Anja Wittkowski, of the Faculty of Biology, Medicine and Health, University of Manchester; and by Professors Marian Knight and Jennifer Kurinczuk and Dr Oliver Rivero-Arias and Dr Ramon Luego-Fernandez, at the Department of National Perinatal Epidemiology, University of Oxford.  
· What is the purpose of the research? 
In 2018, Healthcare Safety Investigation Branch (HSIB)/Maternity and Newborn Safety Investigation (MNSI) and Perinatal Mortality Review Tool (PMRT) reviews were developed and incentivised to drive improvements in England National Health Service (NHS) maternity safety. To date, there is limited evidence of if and how these interventions have resulted in improvements in maternity safety and the experiences of parents and families, and there has been limited evaluation of the impact and effects of these programmes. This study will examine setup, costs, progress and outcomes of the two programmes from the perspective of NHS programme leads.
The research will provide information for national policy makers, maternity programme leads, frontline staff, and parents and families on the progress of these programmes and identify what is required for HSIB/MNSI investigations and PMRT reviews to meet their objectives.
You have been chosen for this study as you are a senior NHS staff member responsible for the HSIB/MNSI and/or PMRT within your maternity service. We intend to recruit 21 NHS staff members across 7 organisations.
· Am I suitable to take part? 
If you are an NHS Senior Staff member responsible for the use and monitoring of HSIB/MNSI and/or PMRT reviews within a maternity service, and feel ready to discuss your experiences, you are invited to take part. 
If you are currently under warning, suspension, remediation or dismissal procedures by your employers or professional bodies, you will not be able to participate in this study. 


· Will the outcomes of the research be published? 
The outcomes of the research will be reported to the Policy Research Team, at the National Institute of Health Research and at public and professional conferences. We will also publish our findings in journals and on social media.  You will not be identified in the research outcomes.
· Disclosure and Barring Service (DBS) Check 
Researchers will have undergone appropriate levels of DBS checks prior to conducting the interview.
· Who has reviewed the research project?
All research in the NHS is reviewed by an independent group of people called a Research Ethics Committee to protect your safety, rights, wellbeing and dignity. This study has been reviewed and given a favourable opinion by the <<Insert Name of Committee>> Research Ethics Committee.  
· Who is funding the research project?
The National Institute of Health Research Policy Research Programme (Reference number NIHR204248) 
What would my involvement be?
· What would I be asked to do if I took part? 
Your participation will involve the following:
You will be asked to read and sign a consent form. 
You will then be asked to complete an online survey about the resource and cost implications of the programme. This will take approximately 30 minutes. You will receive reminders at one-week, one-month, and two-months after receiving the link to the survey to complete it. 
You can withdraw from the study at any time, before, during and after completing the survey, without giving a reason.  If you decide this, we will delete your survey responses from our records until 01.12.24 (when final data analysis begins). 
· Will I be compensated for taking part?
There is no compensation for taking part.
However, taking part in this research would contribute to improving maternity investigations and reviews. 
· What happens if I do not want to take part or if I change my mind? 
It is up to you to decide whether or not to take part.  You can inform us of your decision by email or telephone contact with our project administrator or lead researcher (whose contact details are on the back of this information sheet).   If you do decide to take part, you will be given this information sheet to keep and you will be asked to sign a consent form to take part in the study. 
If you decide to take part, you are still free to withdraw at any time without giving a reason and without detriment to yourself. However, we are unable to remove your interview data from the project after 1.12.24 (when final data analysis begins). This does not affect your data protection rights. 
Data Protection and Confidentiality
· What information will you collect about me? 
In order to participate in this research project, we will need to collect information that could identify you, called “personal identifiable information”. 
Specifically, we will need to collect:
· Name
· Contact details 
· Your work role and dates of employment in this role. 
This information will be collected to send over the link, and details for our survey. 
· Under what legal basis are you collecting this information?
We are collecting and storing this personal identifiable information in accordance with UK data protection law which protect your rights.  These state that we must have a legal basis (specific reason) for collecting your data. For this study, the specific reason is that it is “a public interest task” and “a process necessary for research purposes”. 
· What are my rights in relation to the information you will collect about me?
You have a number of rights under data protection law regarding your personal information. For example you can request a copy of the information we hold about you.
If you would like to know more about your different rights or the way we use your personal information to ensure we follow the law, please consult our Privacy Notice for Research.
· Will my participation in the study be confidential and my personal identifiable information be protected? 
In accordance with data protection law, The University of Manchester is the Data Controller for this project. This means that we are responsible for making sure your personal information is kept secure, confidential and used only in the way you have been told it will be used. All researchers are trained with this in mind, and your data will be looked after in the following way:
Name and email contacts of participants will be stored on a password protected Excel sheet on a separate folder on a secure University of Manchester server. They will be retained only for as long as necessary (when the survey questionnaire has been returned or the reminders have been sent). Then the email contact will be deleted. Additionally, the survey questionnaires, that will be returned to the University of Oxford, will be pre-coded by the University of Manchester team. This means that only one research team will retain the code sheet with personal information for identifying participants. Therefore, the sharing of personal information is minimised. 

The study team will store your identifying information (name and brief contact details) securely and separately from your study data. The key for linking your ID number to your identity will be accessible only to the research team.  This link means that you can request the withdrawal of your data until 01.12.24 (when final data analysis begins).   After this date we will destroy the key, so anonymising your data. Some confidential data from participant recruitment (work role or social details such as length of time in employment) will be retained by the study team. Only necessary identifiers will be retained as pseudonymised information.
Your anonymised data will be stored for 10 years for the research team conduct any further analysis of the data.    Your consent form (including your name and signature) will be retained separately for 5 years after the end of the study.   At the end of the study on-line consent forms will be stored in separate password-protected folder and hard copies will be stored in a locked filing cabinet on University of Manchester premises.   Your consent form and anonymised data will be deleted on 31.3.35. 
Your personal details will be deleted at the close of the research (31.3.25).  
Please also note that individuals from The University of Manchester or regulatory authorities may need to look at the data collected for this study to make sure the project is being carried out as planned. This may involve looking at identifiable data.  All individuals involved in auditing and monitoring the study will have a strict duty of confidentiality to you as a research participant.
Potential Disclosures
If you disclose information about any current or future illegal activities, we have a legal obligation to report this and will therefore need to inform the relevant authorities.  
You might also reveal information that means you may be at risk of harming yourself or others. Then we will be required to break confidentiality in order to put you in touch with the correct support.  This may involve signposting you to relevant support services or calling emergency services. 
Please also note that individuals from The University of Manchester or regulatory authorities may need to look at the data collected for this study to make sure the project is being carried out as planned. This may involve looking at identifiable data.  All individuals involved in auditing and monitoring the study will have a strict duty of confidentiality to you as a research participant.
What if I have a complaint?
If you have a complaint that you wish to direct to members of the research team, please contact the research team’s shared mailbox which is accessed by the Project Manager, and researchers based at the University of Manchester (matrep@manchester.ac.uk) or the study lead (Alexander.Heazell@manchester.ac.uk)
If you wish to make a formal complaint to someone independent of the research team or if you are not satisfied with the response you have gained from the researcher in the first instance then please contact:
The Research Ethics Manager, Research Office, Christie Building, The University of Manchester, Oxford Road, Manchester, M13 9PL, by emailing: research.complaints@manchester.ac.uk  or by telephoning 0161 306 8089.
If you wish to contact us about your data protection rights, please email dataprotection@manchester.ac.uk or write to The Information Governance Office, Christie Building, The University of Manchester, Oxford Road, M13 9PL at the University and we will guide you through the process of exercising your rights.
You also have a right to complain to the Information Commissioner’s Office about complaints relating to your personal identifiable information Tel 0303 123 1113  

Contact Details
If you have any queries about the study or if you are interested in taking part then please contact 
The research team at matrep@manchester.ac.uk
Dr. Mary Adams (Interview Research Lead) at Mary.Adams@manchester.ac.uk or 
Professor Alexander Heazell (Study Lead) at Alexander.Heazell@manchester.ac.uk


Evaluating Maternity Investigations and Review Tools from the Perspective of Individuals, Resources and Endpoints to Improve Outcomes for Mothers and Babies
Consent Form
If you are happy to participate, please complete and sign the consent form below. 

	 
	Activities
	Initials

	1
	I confirm that I have read the attached information sheet (Version 1, 10/06/2024) for the above study and have had the opportunity to consider the information and ask questions and had these answered satisfactorily.
	 

	2
	I understand that my participation in the study is voluntary and that I am free to withdraw at any time without giving a reason and without detriment to myself.  I understand that it will not be possible to remove my data from the project once it has been anonymised and forms part of the data set.  


I agree to take part on this basis.
	 

	3
	I agree to complete questionnaire survey of resource use. 
	

	4
	I agree that any data collected may be included in anonymous form in publications and conference presentations, presentations to participants or relevant community groups.
	

	5
	I agree that any research publications can include direct quotes of my responses in anonymous format.
	

	6
	I agree that any anonymised data collected may be made available to other researchers
	

	7
	I understand that data collected during the study may be looked at by individuals from The University of Manchester or regulatory authorities, where it is relevant to my taking part in this research. I give permission for these individuals to have access to my data.
	

	8
	I understand that there may be instances where during the course of the research information is revealed which means the researchers will be obliged to break confidentiality and this has been explained in more detail in the information sheet. 
	

	9
	I agree to take part in this study.
	







Data Protection

The personal information we collect and use to conduct this research will be processed in accordance with UK data protection law as explained in the Participant Information Sheet and the Privacy Notice for Research Participants. 



________________________            ________________________       			
Name of Participant	Signature		Date



________________________            ________________________       			
Name of the person taking consent	Signature		Date


[Insert details of what will happen to the copies of consent form e.g. 1 copy for the participant, 1 copy for the research team (original), 1 copy for the medical notes]


Participant Information Sheet (PIS) for National Programme Leads
You are being invited to take part in a research study evaluating maternity investigations and review tools.  This research has been commissioned by national policy makers.   Before you decide whether to take part, it is important for you to understand why the research is being conducted and what it will involve.  Please take time to read the following information carefully before deciding whether to take part and discuss it with others if you wish. Please ask if there is anything that is not clear or if you would like more information.  
If you find the interview distressing in any way, please do contact our research team (details at the end of this information sheet).  Our research team will forward details of support available to you should you feel that you require this. 
Thank you for taking the time to read this. 
About the research
· Who will conduct the research? 
The research will be conducted by Professor Alexander Heazell, Dr Mary Adams and Dr Anja Wittkowski, at the Division of Developmental Biology and Medicine, University of Manchester; and by Professors Marian Knight and Jennifer Kurinczuk and Dr Oliver Rivero-Arias and Dr Ramon Luego-Fernandez, at the Department of National Perinatal Epidemiology, University of Oxford. Patient and Public Involvement leadership is by Charlotte Bevan and Antonia Moses. 
· What is the purpose of the research? 
The research will examine if the Healthcare Safety Investigation Branch (HSIB)/ Maternity and Newborn Safety investigation (MNSI) investigations and the national Perinatal Mortality Review Tool (PMRT) reviews have met their objectives, resulting in maternity safety improvements and in improved outcomes for parents and families.   
The research will provide information for national policy makers on the progress of these programmes and identify what is required for HSIB/MNSI investigations and PMRT reviews to meet their objectives.
You have been chosen for this study because you have had a leadership position in the Maternity and Newborn Safety investigation (MNSI) programme or in PMRT review development and/or implementation.   We will be interviewing between 8 and 10 national programme leads.    
Am I suitable to take part? 
If you have led the development and implementation of HSIB/MNSI investigations or PMRT tools or you are involved in implementing them, you are invited to take part.  
Will the outcomes of the research be published? 
The outcomes of the research will be reported to the Policy Research Team, at the National Institute of Health Research and at public and professional conferences. We will also publish our findings in journals and on social media.  You will not be identified in the research outcomes. 
Disclosure and Barring Service (DBS) Check 
Researchers will have undergone appropriate levels of DBS checks prior to conducting the interview. 
· Who has reviewed the research project?
This study has been reviewed by The University of Manchester Research Ethics Committee [application number 18320] 
Who is funding the research project?
The National Institute of Health Research Policy Research Programme (Reference number NIHR204248) 
What would my involvement be?
· What would I be asked to do if I took part? 
Have a one-to-one interview with a named researcher who will ask you about the impact of the Maternity and Newborn Safety investigation (MNSI) Programme or the Perinatal Mortality Review Tool reviews on: the quality of investigation and review processes; quality improvement activities arising from the reviews and/or investigations; parent and family involvement; and the work of clinical teams.  
We will also ask you about the impact of the pandemic on these reviews and investigations and on parent and family experience of them.   
The interview can be conducted by telephone, Zoom or Teams. The time and date of the interview can be scheduled at your convenience.  
You will be asked to read, sign and return a written consent form before the interview.  Please feel free to contact the research team with any questions or concerns that you have about the interview or the research study before or after you give written consent.  They will address these before your interview. 
The interview will be audio-recorded verbatim by the named researcher and will last up to 60 minutes. 
Also, if you are an investigator we are asking you to complete a short questionnaire on the resourcing and costs of investigations.     The questionnaire will take you about 30 minutes to complete.  
You can withdraw from the study at any time, before, during and after interview, without giving a reason.  If you decide this, we will delete your interview from our records until 1.12.24 (when final data analysis begins).
You can stop the interview at any time, without giving a reason.  
· Will I be compensated for taking part?
There is no compensation for taking part in the interview.   
What happens if I do not want to take part or if I change my mind? 
It is up to you to decide whether or not to take part.  You can inform us of your decision by email or telephone contact with our project administrator or lead researcher (whose contact details are on the back of this information sheet).   If you do decide to take part you will be given this information sheet to keep and you will be asked to sign a consent form to take part in the study. 
If you decide to take part you are still free to withdraw at any time without giving a reason and without detriment to yourself. However, we are unable to remove your interview data from the project after 1.12.24 (when final data analysis begins). This does not affect your data protection rights. 
If you decide not to take part you do not need to do anything further. 
Data Protection and Confidentiality
· What information will you collect about me? 
At the start of the interview, we will need to collect some information called ‘personally identifiable information’.   This will be your work role and dates of employment in this role. 
During the interview we will record only your voice (no photography will be used).
Under what legal basis are you collecting this information?
We are collecting and storing this personal identifiable information in accordance with UK data protection law which protect your rights.  These state that we must have a legal basis (specific reason) for collecting your data. For this study, the specific reason is that it is “a public interest task” and “a process necessary for research purposes”. 
· What are my rights in relation to the information you will collect about me?
You have a number of rights under data protection law regarding your personal information. For example, you can request a copy of the information we hold about you, that is, the audio recording. 
If you would like to know more about your different rights or the way we use your personal information to ensure we follow the law, please consult our Privacy Notice for Research.
· Will my participation in the study be confidential and my personal identifiable information be protected? 
In accordance with data protection law, The University of Manchester is the Data Controller for this project. This means that we are responsible for making sure your personal information is kept secure, confidential and used only in the way you have been told it will be used. All researchers are trained with this in mind, and your data will be looked after in the following way:
The audio-recording of your interview will be made on a password protected recorder that encrypts the recording.   Immediately after the interview, the audio-recording will be sent by password-protected folder to a University of Manchester-approved transcription company, that has a signed confidentiality agreement between their organisation and the University of Manchester.  
The interview content will be anonymised at transcription.  This means that any information identifying you will be removed from the transcript.  The transcript will be returned to the research team in a password protected folder and stored on a pass-word protected University of Manchester server.  The research team will then delete the audio-recording.  Only the research team will have access to the transcripts.   
The study team will store your identifying information (name and brief contact details) securely and separately from your study data. Your transcript will be marked with an ID number and not your name.  The key for linking your ID number to your identity will be accessible only to the research team.  This link means that you can request the withdrawal of your data until 1.12.24 (when final data analysis begins).   After this date we will destroy the key, so anonymising your data. 
Your anonymised data will be stored for 10 years for the research team conduct any further analysis of the data.    Your consent form (including your name and signature) will be retained separately for 5 years after the end of the study.   At the end of the study on-line consent forms will be stored in separate password-protected folder and hard copies will be stored in a locked filing cabinet on University premises.   Your consent form and anonymised data will be deleted on 31.3.35. 
Your personal contact details will be kept only for arranging the interview and for interview follow-up, if required.  Your personal details will be deleted on 1.12.24.  
Given the sensitivity of your interview data, it will not be retained in a data repository and so will not be available to others.  You may, however, share your interview transcript with others. 
If you decide to have your interview over Zoom or Skype, then your personal data will be processed by [Microsoft/Zoom]. This may mean that your personal data is transferred to a country outside of the European Economic Area, some of which have not yet been determined by the United Kingdom to have an adequate level of data protection. Appropriate legal mechanisms to ensure these transfers are compliant with the Data Protection Act 2018 and the UK General Data Protection Regulation are in place. The recordings will be removed from the above third-party platform and stored on University of Manchester managed file storage as soon as possible following the completion of data collection.
The returned questionnaires will be anonymised, with all personal and organisational identifiers removed, on their return to the University of Oxford.  These anonymised questionnaires will be stored at the University of Oxford for data analysis.   The anonymised questionnaires will be deleted on 31.5.35. 
Potential Disclosures
If, during the interview, you disclose information about any current or future illegal activities, we have a legal obligation to report this and will therefore need to inform the relevant authorities.  
You might also discuss with us malpractice or negligence by NHS staff involved in your care.  If this occurs, we will encourage you to report these to the relevant bodies, and assist you with this process if necessary.
You might also reveal information that means you may be at risk of harming yourself or others. Then we will be required to break confidentiality in order to put you in touch with the correct support.  This may involve signposting you to relevant support services or calling emergency services. 
Please also note that individuals from The University of Manchester or regulatory authorities may need to look at the data collected for this study to make sure the project is being carried out as planned. This may involve looking at identifiable data.  All individuals involved in auditing and monitoring the study will have a strict duty of confidentiality to you as a research participant.
Please also note that individuals from The University of Manchester or regulatory authorities may need to look at the data collected for this study to make sure the project is being carried out as planned. This may involve looking at identifiable data.  All individuals involved in auditing and monitoring the study will have a strict duty of confidentiality to you as a research participant.
What if I have a complaint?
If you have a complaint that you wish to direct to members of the research team, please contact the Ms. Ramsha Ali (project manager) at Ramsha.Ali@manchester.ac.uk  or Professor Alexander Heazell at Alexander.Heazell@manchester.ac.uk
If you wish to make a formal complaint to someone independent of the research team or if you are not satisfied with the response you have gained from the researcher in the first instance then please contact:
The Research Ethics Manager, Research Office, Christie Building, The University of Manchester, Oxford Road, Manchester, M13 9PL, by emailing: research.complaints@manchester.ac.uk  or by telephoning 0161 306 8089.
If you wish to contact us about your data protection rights, please email dataprotection@manchester.ac.uk or write to The Information Governance Office, Christie Building, The University of Manchester, Oxford Road, M13 9PL at the University and we will guide you through the process of exercising your rights.
You also have a right to complain to the Information Commissioner’s Office about complaints relating to your personal identifiable information Tel 0303 123 1113  

Contact Details
If you have any queries about the study or if you are interested in taking part then please contact 
Ms. Ramsha Ali (project manager) at Ramsha.Ali@manchester.ac.uk
Dr. Mary Adams (interview research lead) at Mary.Adams@manchester.ac.uk or 
Professor Alexander Heazell (study lead) at Alexander.Heazell@manchester.ac.uk

 
Appendix 1: Disclosure Procedure 

 
It is possible that NHS staff may disclose unethical or unsafe care or review or investigation practices or disclosure in relation to the abuse of vulnerable adults or children during the interview.   If disclosure of this kind occurs, the researcher will follow the disclosure procedure.  
1. Should the interviewee disclose information about unsafe care, unethical or illegal practices to the researcher, the interview will be stopped and the interviewee advised on the reasons for this and the need for the researcher to disclose the information shared with them.    
2. The Chief Investigator (CI) will be informed of the nature of this disclosure (or, in their absence, a member of the co-investigator team with this deputised responsibility) within a fixed time-frame of 72 hours.    
3. The CI or their deputy will take responsibility for decisions made about disclosure and these decisions will take the following factors into account:  the level and immediacy of risk or harm; the strength of the evidence; the capacity of the individual(s) at risk to act for themselves; and whether the issue is already known or likely to be known to the relevant agency or authority.    
4. If the CI or their deputy assesses the evidence of risk as strong and that it is immediate risk of severe harm, the public authorities (police and, if relevant, social services) will be informed immediately. Suspicion of serious illegal practice (such as child abuse) requires mandatory reporting.    
5. Reporting of suspected illegal practice will be accompanied by notification to the Research Governance lead at the University of Manchester and, if relevant, the Clinical Governance lead for maternity at the appropriate NHS service.  
6.  If the interviewee discloses the personal data of another person (in this event the audio-recording will be immediately deleted) and an explanation will be given to the participant. 
7. If the interviewee identifies the possibility of malpractice or negligence by health care professionals during their interview, they will be invited by the researcher to a follow-up call with a senior member of the research team (CI or research lead).  In this call, the possibility of the research participant alerting the relevant service to a possible case of malpractice or negligence will be discussed.    
8. If the level and immediacy of future malpractice or negligence is assessed by the CI as high, the CI will contact the relevant clinical or administrative supervisors of the suspected individual and, depending on the case in consideration, the General Medical Council or the Nursing and Midwifery Council.  


Appendix J : Distress Protocol 
 
(TO MINIMISE DISTRESS DURING AND AFTER INTERVIEW): 
AT INVITATION TO INTERVIEW
1. Each participant will be provided with clear and accessible information in the Participant Information Sheet (PIS) about the research that emphasises the opportunity to ask questions of the research team and that gives a full picture of the purpose, activities and outcomes of the research. They will also be informed of the purpose of the interview; how long it will last and that it will happen once. They will also be sent a Consent Form.
2. The PIS will be freely available and accessible to participants. The researchers will resend the information on request to participants. 
3. Each participant is informed in this correspondence that they may find the interview difficult.
4. Participants are reminded that they may interrupt or terminate the interview at any time if they decide to do this, and without giving a reason.
5. Interviews will be scheduled flexibly, with date and time found to suit participants as far as possible. This scheduling will allow sufficient time for any concerns to be addressed prior to interview (irrespective of the formal consent form already having been completed) and for any requested conversation to clarify the study immediately after the interview.
6. Where possible for participants, interviews on Fridays will be avoided because access to follow-up support through the research team and specialist support services is likely to be restricted over the weekends.
PRIOR TO INTERVIEW (WITHIN 24 HOURS PRIOR TO INTERVIEW) 
1. Participants will be asked if the time and day previously arranged is suitable for them (that they are feeling well enough for interview)
2. Participants will be asked if they have any concerns or questions about the interview and the wider study and these will be addressed.
3. A verbal acknowledgment of the difficulty of the interview might be made by the researcher, if appropriate.  
DURING INTERVIEW 
1. The readiness of the participant, their understanding of the study and their entitlement to delay or terminate the interview at any time without giving a reason is checked before the interview begins. 
2. If the participant becomes distressed the interview is immediately suspended by the researcher (and the recording device switched off) to give the participant time to recover. The participant is offered time to go to a separate room, get themselves a drink, or stop the interview. The researcher will listen with empathy and offer support. The researcher and participant collaboratively decide upon their ability to continue the interview following this period. 
3. If the participant continues with the interview, the researcher ensures that the interviewer does not terminate the conversation whilst the participant is distressed. The researcher will offer continued support and reiterate that the participant can stop the interview or take a break whenever they want to. 
4. If the participant feels unable to continue, the following steps will be considered depending on the level of distress:
a. Stop the interview 
b. Mild distress: the participant is offered a courtesy phone call from the researcher, another member of the research team, or the lead investigator the following day to ensure the participant isn’t distressed. The researcher offers to contact a family member or friend. 
c. Moderate distress: the researcher will immediately inform the participants’ person of choice such as a family member or friend to offer them support and the researcher will stay with the participant until they arrive, so the participant is not left alone. 
d. High distress or if the researcher believes the participant is at risk of harm confidentiality may have to be broken in order to contact  emergency services/mental health services and the study PI and relevant health professionals so that the appropriate course of action can be taken (see also Disclosure Procedure).
e. In all instances, the researcher can seek advice or support from their supervisor or line manager, who will be made aware of the time of interview prior to it taking place, so they can be prepared to be contacted if needed. 
5. Participants are never left in a distressed state. If the participant consents, a courtesy call is made in the following days to ensure that the participant is no longer distressed. 
6. Should a participant disclose sensitive information, they are directed to contact information for relevant support services (see attached standard operating procedures document for list of relevant organisations). If necessary, participants are encouraged to contact their GP (see also Disclosure Procedure). 

AFTER INTERVIEW 
1. The researcher does not directly provide mental health advice, but directs participants to contact names staff who will contact the relevant support staff in the study team. relevant support staff in the wider project team (see Thank You and Information Letter for research participants).
2. All research participants will be sent a Thank You and Information Letter immediately after interview, along with the survey.  This letter provides comprehensive details of available specialist and general mental health support services.
3.  If absolutely necessary, participants are encouraged to contact their GP. While services are currently limited, telephone appointments are still available. 
4. Should a participant wish, the member of the research team will make a courtesy call to them the following day to check on their wellbeing post-interview. 
5. If the participant indicates distress during this call, and requests it, an experienced parent member of the study team will contact the participant for a conversation involving mindful listening.    If required, information on how to contact relevant charities and organisations may be provided by them (see above). 
6. The participant will also be offered the opportunity to withdraw from the study and for their data to be destroyed, should they want. 
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