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1. Please provide the following details about the principal investigator.

	Name
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2. If the research is being undertaken as part of an educational course, please provide the following details.

	Name and level of course/degree
	N/A

	Name and address of educational establishment
	

	Name and contact details of supervisor
	


3. Please list any other key collaborators or key members of the research team (add /expand as necessary).
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4. Please state the full title of the research.

	A qualitative evaluation of service provision at Martin House Children’s Hospice


5. Please state source of any funding for the research. 

	Department of Health Children’s Palliative Care Funding


6. Are any ethical concerns / conflicts of interest likely to arise as a consequence of funding source (with respect to your own work or that of other individuals/departments within in the University e.g. perceived or actual with respect to direct payments, research funding, indirect sponsorship, board or organisational memberships, past associations, future potential benefits, other…)
	N/A


7. Please explain the principal research question addressed by the research.

	This collaborative project between Martin House Children’s Hospice, Jo Nicholson, and the Social Policy Research Unit, aims to evaluate current service provision at Martin House primarily by collecting qualitative data from families who are currently using, or who have used the hospice services.
The primary research question is:

How well does hospice service provision meet the needs of children and their families?


8. Please explain secondary research questions and objectives addressed by the research.

	In order to answer the primary research question, the following secondary questions have been set:
Are families aware of the range of services offered by the hospice and how to access them?

What do families value about the services provided?
Are there aspects of the service that need improving or that only offer families limited value?

Are there additional services families feel that the hospice could offer?


9. Please explain the scientific justification for the research, including relevant background, explaining why it is an area of importance.

	Although research into paediatric palliative care is increasing, there is currently little available evidence about the services provided by children’s hospices, and less still about the value of these services for children and their families. With approximately 20,000 children having palliative care needs nationally (Cochrane et al., 2007), and a growing commitment by policy makers to improve palliative care services for children and young adults (Department of Health, 2008), it is essential that we learn more about the role of the children’s hospice for children and their families, and as Maynard et al. (2005) point out, “the UK Government, commissioners and other statutory providers need to know and understand what children’s hospices do” (p.629).

This gap in knowledge is confirmed by Craft and Killen (2007), who, having carried out an independent review of palliative care services for children and young people in England for the Department of Health, found “a lack of understanding of what children’s palliative care involved” (p.3). They also point out that palliative care services, and the funding for them, “have developed over the last twenty-five years in a largely unplanned way” (p.3). However, given the lack of data on prevalence and need, this is not unexpected. The review, which involved wide consultation with families, commissioners, and service providers, does acknowledge the vital support offered by children’s hospices and other palliative care service providers in the voluntary sector, and the families involved in the review were both thankful for this support and exacerbated at the difficulties of accessing support in the statutory sector (Craft and Killen, 2007).

This short-term project, funded by the Department of Health Children’s Palliative Care Fund, is an evaluation of service provision at Martin House Children’s Hospice, one of the UK’s thirty-four registered children’s hospices. Being one of the larger and more established hospices in the UK, Martin House provides hospice and community based services for children and young people age 0 to 19 (although young people using the hospice who still require palliative care as adults will continue to be supported by the hospice until the age of 35). As well as aiming to improve current provision to meet the needs of families in the region, the project aims to contribute to existing knowledge about the palliative care needs of children and their families.
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10. If the research has been done before, please explain why it should be repeated.

	A service evaluation of the hospice was conducted and reported on in 1997 (Bradshaw and Webb, 1997). This study collected views from staff and families and based on the findings, set out key recommendations for current practice and future development. Since this time, a number of the recommendations have been followed up and other aspects of provision have been improved to meet the changing needs of families. Among these developments are the opening of a teenager and young adult unit in 2002, and the appointment of a clinical psychologist and a consultant in paediatric palliative medicine in 2004.
Wider changes also continue to influence how children and families utilise hospice services. These include advances in medical technology which are resulting in young people with conditions like Duchenne muscular dystrophy living much longer lives and depending on an expanding range of life-sustaining technologies (Reeves et al., 2006), and the shift towards community based healthcare which have led to a growing number of community children’s nursing teams (Eaton, 2000).
It is therefore timely to conduct a new evaluation of the services provided by the hospice, both in-house and in the community, in order to assess the need for current provision, to identify areas for improvement, and to explore the gaps in provision for possible future development.
It is also hoped that this study will form part of a wider evaluation of the services provided in paediatric palliative care across the region, for which funding is currently being sought.
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11. Please show how existing relevant evidence, especially systematic reviews, have been fully considered, for example by giving details of any search strategies that have been undertaken.

	As detailed in questions 9 and 10, the existing research and evidence in this area have been reviewed.


12. Please provide a brief summary of the method(s) of the research making clear what will happen to research participants, how many times and in what order.  

	The evaluation will employ three methods of data collection:
1. Analysis of existing evidence and data held at the hospice to include existing evaluations, audits and quality assurance exercises, and also data previously collected from families and staff for the purpose of evaluation.
2. Key informant interviews with members of the care team (individuals to be identified by the Head of Care) to identify key aspects of current service provision to be explored in more depth with families – these participants will be invited by the researcher, via internal mail, to take part in the project. Participation will consist of one face to face interview with the researcher, lasting around 45 minutes and no longer than 1 hour. The interview will be audio recorded for later transcription and analysis.
Topics to be covered in the interviews include:

· The range of services offered at Martin House

· The perceived impact on families of services provided by the hospice

· Any need to improve current services

· Any need for additional services

· The key issues for evaluation

· The key issues that staff believe families are likely to raise

3. Family interviews with parents, and where appropriate young people age 16 and over, to collect their views on the quality and value of current service provision. Families will be identified by the Head of Care on suitability and inclusion criteria. They will be approached in three different ways to maximise recruitment – via post, by existing questionnaire, and in person (see Q19 for further details).
Family members who agree to take part in the project will participate in one in-depth semi-structured face to face interview in their home or at another location of their choosing that offers privacy. Parents can be interviewed together or separately. Young people will be interviewed separately to their parents, although they can be accompanied by their parents or another person if they wish. Interviews will last approximately one hour and will be audio recorded for later transcription.
Topics to be covered in family interviews:

· The services they receive from Martin House and the range of services offered by Martin House

· The aspects of service provision that offer the most and least value to families

· The aspects of service provision that need improving or expanding

· Any need for additional services in-house and in the community

· The information they receive from Martin House about service provision and how to access the range of services provided

· Their views on the following aspects of service provision

· The review process

· The care planning process

· Safety of care

· Recent change in staff shift patterns

· Social and play activities

· The transition to the teenager unit

· The transition from the hospice to other care providers

· Discussions about prognosis and symptom management

The same topics will be covered in the young adult interviews. In addition young people will be asked about their space and privacy requirements in the teenager unit.




13. Please describe your statistical (or equivalent) methods employed to analyse your results, including details of the randomisation process to be used, if applicable.

	The framework approach developed for analysis of qualitative data (Ritchie and Spencer, 1994 and Ritchie et al., 2003), and particularly suited to applied projects, will be adopted to analyse the data to enable a within-case and a thematic comparison between cases. Although the thematic framework will be built around the data, some initial themes relating to the research questions for evaluation will be included within the framework in order to meet the aims of the project.
Ritchie J. and Spencer L. (1994) ‘Qualitative data analysis for applied policy research’, Bryman A. and Burgess R. (eds.) Analyzing qualitative data, London: Routledge.
Ritchie J., Spencer L. and O’Connor W (2003) ‘Carrying out Qualitative Analysis’, in Ritchie J. and Lewis J. (eds.) Qualitative Research Practice: A Guide for Social Science Students and Researchers, London: SAGE.


14. For quantitative studies, please state the primary outcome measure for the study. For qualitative studies, please state the main outcome the study is aiming to produce.

	The study is aiming to generate findings and recommendations, based on the data collected, about the current value of service provision at the hospice and about the need to improve or expand services in order to meet the needs of families.


15. For quantitative studies, please state any secondary outcome measures for the study. For qualitative studies, please state any other outcomes the study is aiming to produce.

	N/A


16. If the size of the study has been informed by a formal statistical power calculation, please indicate the basis on which this was done, giving sufficient information to allow replication of the calculation.

	An initial sample size of 10 key informants and 20 families is based on purposive sampling to reflect variations in gender, ethnicity, family composition, age of child, and nature of services accessed at Martin House. No calculation has been used to determine this sample size but other qualitative studies in health and education have used similar samples in order to obtain a full range and diversity of views.


17. If you have consulted a statistician, please provide their name, post and contact details.

	N/A


18. Please describe any ethical problems likely to arise with the proposed study, and explain what steps you will take to address them (part of the aim here is to demonstrate consideration of ethical issues – it is hardly even the case that research raises no ethical issues).

	Informed Consent
Care will be taken to ensure that participants have full information about the research, and that they have understood what it entails and have had time to think about taking part before making a decision. It will be stressed in all information leaflets, as well as verbally, that participation in the research is entirely voluntary and will not affect the services they receive. They will also be told that they are free to withdraw at any time before or after taking part although that if they wish to withdraw some time after their participation, their views will have already been used as part of the evaluation but their data can still be destroyed at this point.
Although written consent will be encouraged, verbal consent is an acceptable method particularly due to the nature of conditions some young people have, which will make written consent very difficult. Where verbal consent is taken, the contents of the consent form will be utilised and the process audio recorded.
Consent is to be viewed as a continuous process and will be checked throughout the interviews and again after the interview has finished. Both verbal and non-verbal cues of dissent will be monitored.

Confidentiality

Due to the internal nature of this project there is a risk that families and staff taking part may be identified from reading the report and other related publications. All data collected from staff and families will therefore be anonymised in a manner that ensures all identifying information is removed and that no participant can be identified from the report and any subsequent publication.

All data will be stored securely (see question 38) and will not be shared with anyone other than the collaborators listed in question 3.
Potential Distress

It is likely that some participants, due to the nature of the project, may become upset or distressed. A strategy is in place both to minimise the distress caused and to manage any distress that occurs. This strategy is outlined in the answer to question 24.


19. Please explain how research participants will be (a) identified (b) approached and (c) recruited.

	Key Informant Interviews
The Head of Care at the hospice will identify suitable members of the care team for the researcher to approach, and will distribute, via internal mail, an invitation pack provided by the researcher containing an invitation letter, an information leaflet, and a response form. Those interested in taking part will be asked to complete a response form and return it to the researcher, or alternatively to contact the researcher by telephone or email. The researcher will then contact them to organise a date for interview.
Family Interviews

a. Postal Recruitment

The Head of Care will identify families that meet the criteria for inclusion in the evaluation. An invitation letter (from the hospice), and an invitation letter, information leaflet and response form (from the researcher), will be posted to potential participants. Separate letters and information leaflets will be provided for parents and young people. Those family members interested in taking part will be asked to return a completed response form or to contact the researcher directly for further information. Those returning a response form will be contacted by the researcher to organise an interview date and venue.
b. Internal Recruitment

Posters and leaflets will be displayed in the staff room and communal areas of the hospice to inform staff and families of the project. Those interested in taking part from reading the poster or leaflet will be provided with a full information leaflet and response form for the project. Family members who express an interest in taking part or who complete the response form will be contacted by the researcher to arrange an interview date and location.
In addition, young people and families staying at the hospice who are deemed suitable to take part in the project by the Head of Care, will be informed about the evaluation by a member of the care team who will provide them with an information leaflet and response form for the project. They will not be asked if they wish to participate by members of staff. They will however be told that if they are interested in taking part, they can either let a member of staff know so that their details can be passed on to the researcher, or complete the response form. Family members who express an interest in taking part or who complete the response form will be contacted by the researcher to arrange an interview date and location.


20. Please give details of inclusion and exclusion criteria.

	Key Informants
Participants must be paid members of the care team currently working for Martin House. This is the only inclusion criteria for key informants. Through purposive sampling it is hoped that a cross section of the care team will participate.
Parents

Parents of children and young people currently using Martin House services.

Families in which a child is currently very poorly or in which parents are finding it difficult to cope will not be invited to participate in this study. The Head of Care at Martin House will assess potential samples on this basis.

Through purposive sampling it is hoped that a cross section of families using Martin House will be achieved, paying particular attention to the following:
Families who use the main house (children) and the teenager unit

Families who use different aspects of the service provided at Martin House

Families who are new to Martin House and who have used Martin House for some years

Children with a range of conditions

Children of different ages

Families of different composition and ethnicity

Bereaved Parents

Parents whose child died at least 12 months prior to recruitment and no longer than 5 years ago will be invited to take part in the study. Advice will also be taken from the Bereavement Team at Martin House with regards the suitability of bereaved parents to minimise the risk of distress from participation. The 5 year time limit has been put in place in order to explore the views about current service provision given the recent developments at Martin House.
Young Adults

Young people age 16 and over, who are currently using Martin House services, will be included in the study.
The following exclusion criteria apply:

Young people who are not able to communicate verbally will not be included in the study (a wider evaluation of services across the region following this study will seek the views of children with communication and cognitive impairments)

Young people who lack capacity to give consent will not be included in this study

Young people who are currently very poorly or whose emotional state deems it inappropriate for them to take part will not be included in this study (Manager of Teenager Unit will assess young people’s suitability for inclusion)


21. If research participants are to receive any payments for taking part in the research, please give details, indicating how much they will receive and the basis on which this was decided.

	There will be no payments for taking part in this research.


22. If research participants are to receive reimbursement of expenses, or any other incentives or benefits for taking part in your research, please give details, indicating what and how much they will receive and the basis on which this was decided.

	Key Informants

Key informants will be interviewed at their workplace. Permission for this has been granted by the Head of Care at the hospice. No expenses will be incurred.

Families

Travel and childcare costs incurred by families for the reason of taking part in this research will be reimbursed.


23. Please indicate whether any research participants will be from the following groups; if so, please explain the justification for their inclusion.

	NHS staff
	NO

	Children under 18
	Young people age 16 and over, who possess capacity to make an informed decision about taking part in this project will be recruited to the study.

	Those with learning disability
	Some of the young people, due to their condition, may have mild to moderate learning disabilities. However, they will only be involved in the project if they are deemed to have capacity for decision making with regards to this study.

	Those who are unconscious, severely ill or have a terminal illness
	The young people taking part in this project have a life-limiting condition. Some are likely to be at an advanced stage of their condition.

	Those in emergency situations
	NO

	Those with mental illness (particularly if detained under Mental Health Legislation)
	NO

	Those suffering from dementia
	NO

	Prisoners
	NO

	Young offenders
	NO

	Adults who are unable to consent for themselves
	NO

	Those who could be considered to have a particularly dependent relationship with the investigator, e.g. those in care homes, medical or other students
	NO

	Other vulnerable groups (please specify)
	Bereaved parents will be invited to take part in this project. It is important to include their views in this evaluation as end-of-life, and bereavement care are an important aspect of service provision.
A recent study found that while bereaved parents found participating in research could be painful, it was also described as a positive experience which enabled parents to tell their story in an environment of respect and confidentiality (Dyregrov, 2004).
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24. During your study, will anyone discuss sensitive, embarrassing or upsetting topics, or issues likely to disclose information requiring further action (such as the implementation of a screening test for drug abuse)?  If so, please give details of the procedures in place to deal with these issues.

	Some of the issues that will be covered in the interviews may be distressing for participants. Therefore strategies are in place to minimise the risk of distress and to deal with any distress that occurs. Care will be taken to ensure participants have a full understanding of the issues to be covered in the interviews before they consent to participate. This information will be provided through information leaflets and verbally by the researcher. Consent will also be checked throughout the interview and the researcher will be sensitive to verbal and non-verbal cues of dissent. Participants will be reminded that they can halt the interview and stop any involvement with the project at any point if they so wish, without affecting the services or any help they receive.
If participants do become upset or distressed during the interview, the researcher will discuss with them if they wish to take a break or to stop the interview. However, due to the sensitive topics under discussion this will not happen without the participant’s consent, as it is likely that participants may wish to continue sharing their experience despite their distress.
Where participants do become upset or distressed, they will be informed at the end of the interview that they can contact the hospice for further support and an appropriate person will be identified for them to contact there. This person has clinical experience of supporting this group of families and will be available to offer support to participants should they need it. Participants will also be provided with information about other potential sources of advice, such as condition-specific or palliative care / bereavement voluntary organisations.
Families will be told that interviews are confidential, but that if they disclose that they or someone else is in immediate danger of serious harm, the researcher will have to report this to someone who would be able to help (Dr Aldridge in the first instance).


25. If the research involves deception of any kind, please explain and justify the deception.

	This research does not involve any deception.


26. Please list and justify potential adverse effects, risks or hazards for participants.

	N/A


27. Please explain and justify any discomfort, distress, pain or inconvenience that the study might cause participants, including details of any procedures in place to deal with these issues.

	Talking about the services Martin House provide may be distressing for families, particularly for bereaved parents because it is likely that Martin House were involved in end-of-life and bereavement care. However, the research is concerned with improving these services in a way that meets the needs of children with life-limiting conditions and their families. In order to do this it is necessary to consult with families and bereaved families to explore the value of all aspects of service provision. The procedures in place to deal with these issues are detailed in Question 24.


28. Please describe the potential benefits to participants.

	Participation in this research will not involve any direct or immediate benefits for participants themselves, although participants may derive benefit from the opportunity to air their views. The information derived from this research will however lead to service improvement and development at the hospice, with positive repercussions for current and future service users.


29. If the research requires that any intervention or procedure that is normally considered part of their routine care is to be withheld from participants, please provide details and a justification.

	N/A


30. Will participants, as a result of the research, receive any intervention or procedures that would not be considered part of their routine care?  If so, please give details, including describing in detail the intervention or procedure in question.

	NO


31. Please list and justify potential adverse effects, risks or hazards, pain, discomfort, distress or inconvenience that the study might cause researchers.

	Some of the issues that will be covered in the interviews may be distressing for the researcher, and a strategy is in place to minimise the risk of distress and to deal with such situations. The researcher has training and experience in conducting research in paediatric palliative care, and additional training in loss and bereavement. In order to provide emotional support for the researcher during the project, the consultant clinical psychologist at the hospice will be available for debriefing and ongoing support. In addition, the academic supervisor will provide ongoing support throughout the project.


32. Please explain how voluntary informed consent to participate will be elicited from participants.  If different groups are involved in the study (e.g. parents, children, staff), please describe the sequence of consent.

	KEY INFORMANTS
Once fully informed of the project, staff interested in participating will be given the chance to ask further questions, and will be given at least 24 hours to make a decision about taking part. Full written consent will be taken at the start of the interview, and participants will be again reminded at this time that their participation is entirely voluntary.

PARENTS

All parents interested in taking part in the project, regardless of the method of recruitment, will be provided an information leaflet about the project and will be given at least 24 hours to make a decision about taking part. Full written consent will be taken at the start of the interview, and participants will be reminded at this time that their participation is entirely voluntary. For parents who do not wish to consent in writing, verbal consent will instead be audio recorded in a question and answer format relating to the consent form for the project.

YOUNG PEOPLE

Because only young people age 16 and over will be invited to take part in the project, they will provide full consent, without additional consent or agreement from their parents. All young people interested in taking part will be provided with a copy of the information leaflet and be given the chance to ask questions. They will be given at least 24 hours to make a decision about taking part. Full written consent will be taken at the start of the interview, and participants will be reminded at this time that their participation is entirely voluntary. For young people who either do not wish to consent in writing or who are unable to, verbal consent will instead be audio recorded in a question and answer format relating to the consent form for the project. 


33. If you do not envisage obtaining a signed record of consent from participants, please justify.

	Some of the young people may not be able to give written consent for this project due to their illness. For these young people, the same questions will be asked verbally and verbal consent will be accepted. This will be audio recorded with permission from participants.


34. If you do not envisage providing participants with a written information sheet about your study, please justify.

	N/A


35. Please explain what arrangements have been made to explain the research to participants who do not understand English well.

	Due to the limited budget and time for this project, only families who are able to communicate effectively in English will take part in this study. As this project forms stage one of a wider study looking at provision across the region, the views of families who require a translator will be sought in the second phase.


36. If the research will involve any of the following activities please indicate so and provide further details.

	Examination of medical, educational or social care records by those outside the NHS or relevant service, or within the NHS or relevant service by those who would not normally have access
	NO

	Transfer of data by floppy disc
	NO

	Electronic transfer of data by CD, tape, or equivalent
	NO

	Transfer of data by ftp or via web sites
	Audio files will be transferred to an external organisation for transcription. The website offers secure protection of files.

	Sharing of data with other organisations
	Audio files will be transcribed by an external organisation – terms of the agreement include complete confidentiality and secure data transfer

	Export of data outside the European Union
	No

	Use of personal addresses, postcodes, faxes, emails or telephone numbers
	The researcher will only have access to personal addresses, postcodes, emails and telephone numbers of individuals who have agreed to take part in the project or who have agreed to have their details shared in order for the researcher to tell them more about the project.
The details will only be used for recruitment purposes and will not form part of the research data.

	Publication of direct quotations from respondents
	YES

	Publication of data that might allow identification of individuals
	NO

	Use of audio/visual recording devices
	All interviews, with permission from participants, will be audio recorded. Once the data have been transcribed, audio recordings will be permanently deleted.


37. If the research will involve storing personal data, including sensitive data, on any one of the following please indicate so and provide further details.

	Manual files 
	YES

	NHS or other public service computers
	NO
	Password protected Y/N

Encrypted Y/N

	University computers
	YES
	Password protected Y
Encrypted Y

	Private company computers
	NO
	Password protected Y/N

Encrypted Y/N

	Home or other personal computers
	NO
	Password protected Y/N

Encrypted Y/N

	Laptop computers/ CDs/ Portable disk-drives/ memory sticks
	YES*
	Password protected Y
Encrypted Y

	Websites
	NO
	Password protected Y/N

Encrypted Y/N


38. Please explain the measures in place to ensure data confidentiality, including details of encryption or other methods of anonymisation.

	There will be three types of data:
Names and addresses of participants

The personal details of participants will be kept in a separate file to the data itself. An alpha-numeric code will retain the link between participant and data in case participants wish to withdraw from the study. The personal details will be kept in a single encrypted database on the University server, and a hardcopy back-up will be stored in a locked filing cabinet in a locked office.
Signed consent forms from participants

Signed consent forms will be kept in hardcopy only and stored along with the personal details of participants in a locked filing cabinet in a locked office.

Interview data

Audio data files will be uploaded to the transcription company and then backed up onto CD. The CD back-up will be stored in a locked filing cabinet in a locked office. Once backed up the audio data files will be permanently deleted from the audio recorder and computer. Once transcribed, the back-up CDs will be permanently destroyed.

Anonymised transcripts, with all identifiers removed, (the ‘data’) will be kept in electronic format and hard copy. The electronic files will be encrypted and stored on the personal server space at the University of York belonging to Jo Nicholson, the Principal Investigator. Hard copies will be stored in a locked filing cabinet, separate to the personal details of participants.

* Laptop Files

Data files will only be stored on the laptop in cases where the researcher is away on fieldwork and needs to upload files to the transcription company. All other work carried out on the laptop will be through access to the secure university server. No data files will be downloaded from the server to the laptop.


39. Please detail all who will have access to the data generated by the study.

	For the duration of the project, the raw data will be accessed by the principal investigator and key collaborators listed in this application. Because the principal investigator will have control of, and act as custodian for the data generated, the collaborators will only have access to the data via the principal investigator.


40. Please detail who will have control of, and act as custodian(s) for, data generated by the study.

	Johanna Nicholson, principal investigator for the research, will have control of, and act as custodian for the data generated.


41. Please explain where, and by whom, data will be analysed.

	Data will consist of anonymised transcripts of interviews, and existing data held at the hospice. Where data held at the hospice is confidential, it will be analysed at the hospice by the principal investigator. All other analysis will take place at the University of York on a private computer with password protection, or on the laptop of the principal investigator at her place of work or home. In the latter case, work will be carried out using the University’s secure server connection so that data files are not stored on the laptop.


42. Please give details of data storage arrangements, including where data will be stored, how long for, and in what form.

	The audio files will be deleted after transcription is complete. This is to ensure that all identifying information is permanently deleted and that the anonymised transcripts act as the raw data for the study. Transcripts will be kept for 5 years from completion of the study in electronic format and hard copy. Electronic copies will be encrypted on a CD and stored in a locked filing cabinet in a private office. Hard copies will be stored in a locked filing cabinet in a private office.


43. If data protection officers are aware of your study, please give details (Dr Charles Fonge, Borthwick Institute, cf13@york.ac.uk ).

	N/A


44. Please indicate whether your results will be reported and disseminated in any of the following ways, giving any relevant details.

	Peer reviewed scientific journals
	YES

	Internal report
	YES

	Conference presentation
	YES

	Other publication
	YES

	Submission for academic assessment
	NO

	Submission to regulatory authorities
	NO

	Access to raw data and right to publish freely by all investigators in study
	NO

	By an Independent Steering Committee on behalf of investigators
	NO

	Other (e.g., Cochrane Review, University Library)
	YES – British Library


45. If results are not to be reported and disseminated in any of the above ways please explain how they will be reported and disseminated.

	N/A


46. Please explain how results will be made available to participants and the communities from which they are drawn.

	The summary report will be produced, and where requested, provided to all participants of the project. The summary report and full report will also be available at Martin House for use by staff and families.


47. If the Principal Investigator or any other key investigators or collaborators have any direct personal involvement in the organisation sponsoring or funding the research that may give rise to a possible conflict of interest, please supply details.

	N/A


48. If individual researchers are to receive any personal
payment over and above their normal salary for taking part in this research, please supply details.

	N/A


49. Please explain any arrangements that have been made to provide indemnity and/or compensation in the event of a claim by, or on behalf of, participants for negligent harm.

	The Principal Investigator has appropriate public liability and professional indemnity cover with HISCOX Insurance Company.


50. Please explain any arrangements that have been made to provide indemnity and/or compensation in the event of a claim by, or on behalf of, participants for non-negligent harm.

	The Principal Investigator has appropriate public liability and professional indemnity cover with HISCOX Insurance Company.


51. Please list any potential risks to the researcher(s) employed on the project, including details of procedures to deal with any such risks (e.g. personal safety, physical harm, emotional distress, risk of accusation of harm/impropriety, conflict of interest…)

	Jo Nicholson is the Principal Investigator for the study and will be conducting all fieldwork and data collection activities.

Jo Nicholson will be supported by Dr Bryony Beresford at the University of York and Dr Jan Aldridge, Consultant Clinical Psychologist at Martin House in order to alleviate any emotional distress
A full fieldwork risk assessment will be completed before fieldwork commences. For interviews that do not take place at Martin House, Sheila O’Leary’s (Head of Care at Martin House and key collaborator in this project) secretary Sue Wigley, will be informed of all interview dates, locations, and expected durations. For interviews that take place during working hours, the secretary will be contacted by Jo Nicholson on completion of interview. For interviews that take place out of working hours, Dr Jan Aldridge (a key collaborator at Martin House) will be contacted by text on completion of an interview. If contact is not received within one hour of the expected time, Dr Aldridge or Sue Wigley will contact Jo Nicholson on the number provided. If this is not successful, they will then contact the interviewed family. In situations where Jo Nicholson cannot be reached during the second hour, the police and Jo’s emergency contacts will then be informed.
Jo Nicholson has in place appropriate public liability and professional indemnity cover.


52. Please list University / institutional risks (e.g. adverse publicity, financial loss, data protection)

	Although this is a collaborative project, the Principal Investigator, as an independent researcher, will take responsibility for all risks associated with the project.  Appropriate levels of public liability and professional indemnity insurance are in place.


53. In submitting this application I hereby confirm that there are no actual or perceived conflicts of interest with respect to this application (and associated research) other than those already declared. 









Yes 

54. Furthermore, I hereby undertake to ensure that the above named research project will meet the commitments in the checklist above. In conducting the project, the research team will be guided by the Social Research Association’s / ESRC’s ethical guidelines for research.









Yes
55.  Any other information you wish to communicate to HSSEC with respect to the application / research: 

	


SIGNITURES

For student applications, please complete signatures below:

Signature of student:

Signature of supervisor:

Signature of director of undergraduate/graduate studies (as appropriate):

Date of Completion:

For other applications, please complete:

Signature of Principal Investigator:

Signature of Head of Department:

Date of Completion:

Please submit:
· one signed hard copy (to Helen Weinstein, IPUP Director, Department of History, Vanbrugh College, University of York, YO10 5DD) and 

· one electronic copy (email to misc519@york.ac.uk).  

Please ensure that both versions have all accompanying documentation (e.g. information sheets, letters for participants, questionnaires/topic guides). 
Applications can not be considered or approved without accompanying documentation.

Humanities and Social Sciences Ethics Committee

GUIDANCE NOTES FOR COMPLETING THE SUBMISSION FORM

Who should complete a Submission Form










General points
· Copies of all additional relevant material, such as research questionnaires, information sheets and consent forms, should be attached to the Submission Form as appendices.

· If your response to a question includes references to published works, please provide a full reference list at the end of the appropriate section.

· The completed form plus appendices must be submitted to the Chair of the HSSEC at least two weeks before committee meeting dates.  All meeting dates are published on the HSSEC web pages.

· The completed form should be sent in two versions: (a) a signed hard copy should be posted to Robert McMurray, The York Management School, University of York, YO10 5DD; and (b) an electronic copy should be emailed to Robert McMurray at univ-hssec@york.ac.uk
· If substantial changes are made to the research after ethical approval has been granted, the investigator should inform the ethics committee.
Question-specific Advice

1.  The ‘Principal Investigator’ is the person taking overall responsibility for the design, conduct and reporting of the study.

7-9.  Answers to these questions must be in language that is comprehensible to a layperson.  As a minimum, what you should write should answer the following questions:

· What is the main research question(s) – what is the knowledge gap the research is designed to fill?

· Why is the research considered worth doing and what will be gained by undertaking the project?

· What new information will the research provide?

10.  If the research been done before, your response should describe previous studies, including the context and their findings.  You should justify why the study should be repeated, and how your study is similar or different to previous research.

11.  In your response, please give details of databases that have been searched, together with search strategies used.  Your response should indicate the number of relevant studies that have been retrieved using the search strategy, and summarise the existing level of evidence surrounding the area under investigation.

12.  This summary of your research protocol should be written in language comprehensible to a layperson.  After reading the answer to this question, a reader should have a clear overview of your intentions.  Depending on the type of research undertaken, information should also be provided, as follows:

· The null and any alternative hypotheses chosen and why such an alternative hypothesis was chosen.

· Why the study design and methodology has been chosen and what has influenced the choice.

· The steps taken to consult with the concerned communities during the course of designing the research.

· The justification for including control arms to a trial, if used.

· A brief assessment of predictable risks and inconvenience weighted against the anticipated benefits for participants and concerned communities.

· The broad timetable for the stages of the research, e.g. preparation, convening meetings/conducting interviews, interpreting and analysing findings, preparing the final report.

· Where any interviews will take place.

· Whether there will be planned interim analyses/reports.

· Whether there will be feedback of research results to the research participant.

· What procedures will be in place to detect and compensate for any possible ‘researcher effects’ and ‘researcher bias’.

· The details of any observational components of the research methodology and how these will be accomplished and explained to research participants.

It is important that the information given in this section clearly reflects the information set out in any documentation attached to the Submission Form as appendices (e.g., letters, questionnaires, consent forms, information sheets).

13.  In giving details of how data will be analysed, include all relevant statistical tests.    For qualitative research, outline the intended process of analysis, including strategies for promoting the validity of the findings.


14.  In describing the primary outcome measure, explain the main outcome that is being measured in the study.  Where appropriate, give details of the reliability and validity of the measure.

15.  If the study is measuring more than one outcome, provide details here of the secondary outcome measures that are being considered along with the primary outcome.  Where appropriate, give details of the reliability and validity of the measures being used.

16.  If there has been a formal statistical power calculation, provide full details.  This should include the outcome measure(s) that have been used as the basis of the calculation and the assumptions underlying the power calculation.  

18.  Summarise the main ethical issues that arise from either the design or conduct of the research, including issues that may not be covered elsewhere in the Submission Form.  The HSSEC would like to see evidence that the applicant is aware of the issues and how they plan to address them.  This is particularly important when the research involves vulnerable groups.

19. Provide full details on how you intend to (a) identify potential participants, (b) approach them for consent and (c) recruit them to the study.  Participation in a research study must be entirely voluntary, and no one ought to be asked to participate in a research project against their will.  Researchers should avoid exerting undue influence when recruiting research participants.  No sanctions must be enacted if the participant decides to leave the research at any time.  Only a member of a service team providing care (e.g. clinical team, social worker, or equivalent in other areas, such as custodians of student records) should normally have access to participant records (or equivalent data such as names and addresses) without explicit consent, when checking suitability for recruitment or making the initial approach to potential participants.  If the research intends to use someone outside the service team (or equivalent) to identify suitable participants, or as first contact with the participant, the reason for this approach should be explained.  

20. Your reasons for including and/or excluding certain groups of potential participants should be clearly stated and justified.  Any such criteria based on gender, race, age, social condition or sexual preference must be stated and justified.

21-22.  You should not confuse payment with reimbursement of expenses.  Concerning payment (21) the HSSEC will need to be reassured that paid research participants are not being paid for taking risks.  Payment must not be set at a level of inducement which would encourage people to take part in studies against their better judgement, or which would encourage them to take part in multiple studies.  Information regarding payments to participants must be included in the relevant information sheets.  Concerning reimbursement (22) the committee expects that research participants should not be substantially out of pocket as a result of taking part in a research study.  Payment in cash or kind to participants must only be for costs such as travel expenses, child-care expenses, meals and recognition of their time.  If it is not possible to pay such expenses this should be explained before the research participant is recruited.  A clear statement should be included in the relevant information sheet setting out the position regarding payment, thereby allowing participants to make up their own minds about whether to consent.

23.  Full justification of the inclusion of participants from any vulnerable groups should be provided.  Please note the following specific advice:

Research involving children


· Consent should normally be obtained from the parents or guardians.  Consent must represent the child’s presumed wishes and may be revoked at any time without detriment to the child.
· Nevertheless, where appropriate a young person under the formal age of consent may still be deemed capable of giving consent without additional parental consent (‘Gillick competence’).  The committee will advise you whether your proposal to do this is ethically acceptable.
· The child should receive information tailored to their capacity to understand, setting out the risks and benefits of participating in the research, from staff experienced in dealing with children.
· The investigator should carefully consider the explicit wishes of a child who is capable of forming an opinion and assessing the information, to refuse to participate or withdraw from the research.  Ethically, this may override parental wishes.
· No incentives or financial inducements should be offered to children; only reimbursement of expenses and recognition of their time may be offered, and this with the agreement of their parent or guardian.
· The research should be of such a nature that it could only be conducted with children.
· The research should be particularly designed to minimise fear and discomfort.  The risk threshold and degree of discomfort should be specifically designed and constantly monitored.
· The interests of the child should prevail over that of science and society.
Research involving adults with incapacity


· The person unable to give consent should still receive information, according to their capacity to understand, setting out the risks and benefits of participating in the research.

· The investigator should carefully consider the explicit wishes of the person who is capable of forming an opinion and assessing the information, to refuse to participate or withdraw from the research.

· No incentives or financial inducements should be offered.  Reimbursement of out-of-pocket expenses and recognition of their time is permitted.

· The research should be particularly designed to minimise pain, fear and discomfort.  The risk threshold and degree of discomfort should be specifically designed for the group of potential participants and constantly monitored.

· The interests of the person should prevail over that of science and society.

· The potential benefits from participating in the research should at least balance any potential risks.

Research participants who have a dependent relationship with the investigator

· It is particularly important when research participants have a dependent relationship with the investigator (e.g., that of student and course tutor) that every effort is made to ensure consent is obtained in an entirely voluntary way and there is no coercion involved.  Describe how this would be managed in your justification for the inclusion of such participants.

24. Where the research involves discussing potentially sensitive, embarrassing or upsetting topics, the HSSEC will want to know how the researcher intends to handle the potential consequences of such a discussion.  Where the research involves disclosure of anything requiring action, the HSSEC will want to know that this will be appropriately handled.

25. Deception should be avoided if at all possible.  If the research involves deception, full details of how this will occur and a justification for why is necessary should be given.  Details of how participants will be debriefed should also be provided.

26.  The committee will be particularly concerned to see all potential hazards described.  They should also be clearly explained in relevant information sheets in such a way that a research participant can understand any potential risks before consenting to take part in the research.  The committee will expect systems in place to monitor and respond to developments as the research proceeds, particularly those which put the safety of individuals at risk, and to ensure the design and conduct of the research is modified to respond to these risks.

The committee will expect any potential for distress, discomfort or inconvenience that might be experienced by a research participant be kept to a minimum.  Any such potential must be clearly stated, with an explanation of why it is necessary and what has been done to minimise the effects.  All this should also be communicated in the relevant information sheet in such a way that potential research participants can clearly understand what is involved if they consent to take part.


28.  You should state here any potential direct benefits to be gained by the research participant through taking part in the research.

29.  Sometimes a research protocol requires withdrawal of existing treatment or service provision.  The committee will be concerned to ensure that this is only done when absolutely necessary.  In addition, the committee will wish to see measures introduced to ensure that risks to research participants are kept to a minimum.  The committee will expect the withholding of treatment or service to be explained in the relevant information sheet, making absolutely clear what is involved including the likely level of discomfort and risk, and whether extra hospital visits will be involved.

30.  The committee will wish to know exactly what procedures over and above routine care are to be undertaken for research purposes, including the number of procedures involved.  In this way it is possible to assess the acceptability of the nature and number of procedures compared to what a research participant may receive if undergoing treatment or other service provision alone.  The committee will expect these procedures to be explained in the relevant information sheet, making absolutely clear what is involved including the likely level of discomfort and risk, and whether extra visits to services will be involved.

31.  The committee will wish to see that the applicant is aware of and has considered any issues connected with the research that may have an adverse impact on the physical, mental and professional health of the researcher conducting the research.  The measures taken to address these issues should be included.


32-34.  The committee regards the issue of consent as extremely important.  For consent to be valid in law the participant must be both competent and legally entitled to consent.  Consent must be based on adequate information and must be voluntary.  If you do not obtain consent in writing you must justify the use of non-written consent.  You must also ensure that non-written consent is formally documented and witnessed.  The committee expects a copy of relevant information sheets to be given to the research participant to be kept for reference.  The consent to take part in a study should always be recorded in a participant's service records (when appropriate) and in the research documents.  Information on writing information sheets and consent forms can be found on the COREC website (www.corec.org.uk).  Information should clearly reflect the study protocol and the language used should be suitable for a layperson.  All technical words must be explained.  The tone of information sheets should be invitational and not coercive.  Students should ensure that the contact details of only their supervisor is given on the information sheet.  You should note that, with the exception of research involving participants who fall within the remit of the Adults with Incapacity (Scotland) Act 2000, it is currently not possible to design a research study that makes provision for legal representatives.  Other than in Scotland, there is currently no provision for one adult to consent on behalf of another, but you should consult up-to-date guidance on this (further guidance can be found on the COREC website).  You must include copies of all information sheets and consent forms as appendices to the completed Submission Form.

35.  The inclusion in, and exclusion from, a research project of participants who may have difficulties in adequately understanding written or verbal information in English presents certain ethical issues.  Any proposal to exclude such participants is an ethical decision that the applicant will need to justify to the Committee.  When such participants are to be included, the applicant should explain what measures will be taken (such as, providing translations of written information, interpreters or first language interviewers).  

36-43.  The safe acquisition, storage and transmission of personal data are major ethical considerations, and there are also legal requirements in the Data Protection Act (DPA).  It is the researcher’s responsibility to ensure compliance with the legal requirements of the DPA.  The researcher should give full details of any plans to share data with others (particularly if it is identifiable), and especially if it is to be exported outside the UK.  If data are to be archived for the use of other researchers in the future (e.g. in the Qualidata archive), participants should be informed of, and give specific consent to, archiving. If participants are to be audio/video recorded or observed, the committee will expect that fully informed consent is obtained from the research participants; especially, the committee will expect consenting participants to have been informed about the uses to which the material might be put, how the material will be stored, and how and when it will be destroyed.  It should be noted that videos should not be used for commercial purposes. If quotations from interviews are to be used in any reports or publications, then participants should be informed that this will happen. Specific consent should be obtained for tape-recording and use of quotations. 

44-45. The committee expects that the results of research will be reported and/or published. Participants should be informed of dissemination arrangements.  The committee will expect results of research to be disseminated in a way that can be easily accessed by research participants and the communities from which they are drawn.

47.  The committee will expect to see information regarding any potential conflict of interest for the Principal Investigator or any other key investigator when undertaking the proposed research.

48. The committee will wish to be reassured that any ‘in pocket’ financial reward or additional benefit (such as free equipment) paid to researchers for conducting the study is not set at a level to cause undue influence.  This will include any ‘fee per participant recruited’.

49-50.  Compensation is a mechanism for helping participants who may suffer as a consequence of taking part in research.  Indemnity is the provision by bodies undertaking research of arrangements to make any required payment, in the event of a successful claim by a participant.  The committee will want to see details of any indemnity arrangements.  The committee requires that the participant is aware of the arrangements for potential compensation before agreeing to take part.  This information should be included in the relevant information sheet.  Compensation for harm arising from negligence is normally the responsibility of the employer of the researcher.  The employer must therefore be adequately indemnified.  It is essential that the researcher obtains management approval before starting a project, so as to ensure that the organisation is aware of the possibility of a compensation claim should a problem occur.  In the case of healthy volunteers it may be necessary for the management body to take out separate insurance.

51.  It is the responsibility of the lead researcher (and associated team) to demonstrate that they have considered and accounted for the safety of all those involved in the conduct of the research .

53.  It is the responsibility of all those involved in the research to ensure that any perceived or actual conflicts of interest are listed as part of the application

Signatures

Where the applicant is a student, a signature is also required from the supervisor of the research project.  It is assumed that the supervisor has read the application and is happy with the proposed study.[image: image1][image: image2][image: image3]
You must apply for relevant approval through the Integrated Research Application System (IRAS) at � HYPERLINK "https://www.myresearchproject.org.uk/Signin.aspx" ��https://www.myresearchproject.org.uk/Signin.aspx�.  You must send the HSSEC your IRAS application form for feedback before sending it to IRAS. 











Yes





Are you collecting data from the NHS / Social Services (patients, staff, Trusts, etc.)?





You must apply for relevant approval through COREC.  If you wish, you can send the HSRGC your application form for feedback before sending it to COREC.  When you receive approval, you must fill in the HSRGC Advice of External Approval form (available on the HSRGC web pages).





Does your study involve human participants?





Yes





Are you a student registered in the Department of Health Sciences?





Yes





Are you collecting data from the NHS (patients, staff, Trusts, etc.)?





Yes











You must fill in the HSSEC Submission Form.





No





You do not need to fill in the HSSEC Submission Form.





No











Does your study involve human participants?
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