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[bookmark: _Toc200539775]Project summary
	Project Title:
	

	Short title:
	

	Project Design:
	[Type of study: qualitative, quantitative, intervention.] 

	Participants:
	[Who will be the participants and where will they be recruited from.]  

	Planned Recruitment target:
	[Number of participants to be recruited.]

	Planned Study Period:
	XX months
Start: 
End: 


	Research question/aim:
	[Research question(s), aim(s).]
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[bookmark: _Toc200539777]Role of sponsor and funder:

Role of Sponsor 

[Add key responsibilities.]



Role of Host Site 

[Add key responsibilities.]

Role of Funder 

[Add key responsibilities.]

[bookmark: _Toc200539778]Roles & responsibilities of management committees/groups & individuals

The team have expertise in [Example: qualitative research methods, particularly end-of-life care research, palliative and end of life care, social ecology mapping and health economics]. 

PI: XX is a [Example: Professor of end-of-life care.]

Research team

[Add members of the Research Team.]

Roles and responsibilities of research team:

[For each member of the team add roles and responsibilities.]

Collaborators:

[Add details for Collaborators and their roles.]
[bookmark: _Toc200539780]Protocol contributors

[Example: The roles of the sponsor, host organisation (contractor), and funder in relation to contribution to this protocol and roles and responsibilities are outlined above with details in regard to project design, conduct, data analysis and interpretation, manuscript writing, and dissemination of results. This includes the control of final decision by the funder and sponsor regarding these aspects of the project. This protocol has been drafted and edited in respect of the above and by the research team members as follows:

[Add Research Team names.]
 
[bookmark: _Toc200539781]Key words	

[Example: Caregiving, Qualitative Research, Bereavement, Wellebeing, Mental Health.]
[bookmark: _Toc200539782]Protocol Flow Chart

[Example: Below is an example.]



[bookmark: _Toc200539783]Protocol

[bookmark: _Toc200539784]Background

[Plain English Summary.]

[Literature Review: Overview of Existing Evidence.]

[bookmark: _Toc200539785]Rationale 

What is the problem being addressed?

Project Aims 
[bookmark: _Toc200539786]Theoretical framework

[Add Theoretical Framework.]

[bookmark: _Toc200539787]Research question/aims

[bookmark: _Toc200539788]Objectives
· Objective 1:
· Objective 2:
· Objective 3:

[bookmark: _Toc200539790]Design and methods of data collection and data analysis

Overall Project Design (summary)

Timelines for delivery

The project is XX months starting Month, Year.
	
	Funding Timeframe
	Delivery Timeframe

	Year 1
	
	

	Year 2
	
	

	Year 3 
	
	



Project Target population 

Project Location 


Project Outcomes
· Outcome 1:
· Outcome 2:
· Outcome 3:
Research phases

[Add what research activities will be undertaken in each Month, Year.]

Phase 1: 

Phase 2: 

Phase 3: 

Phase 4: 

Methods of data collection 

[Add Methods of data collection.]

Data Analysis

[Add data analysis method.]

Data storage, transfer, access and archiving 

[bookmark: _Hlk144994062][Example: The full study datasets will be securely held by [Organisation]. Only research team members and authorised individuals from these institutes will have access to the full identifiable dataset. For purposes of obtaining and retaining a full dataset for storage and analysis, the [Organisation] are permitted to transfer and share data and information for the purposes of and by the means outlined in the data sharing agreement in the study contract. At the end of the study, all data will be held and archive in line with the [Organisation] data management policy for XX years. The sponsor, [Organisation], will be ultimately responsible for secure storage and safe disposal of archived data. 

Equality, Diversity, and Inclusion

[Example: This study has sought to ensure and promote equality and diversity from design, through to implementation, delivery and dissemination. In designing this study, we have consulted the Research Design Services Equality Diversity and Inclusion.]
[bookmark: _Toc200539791]Project setting

[Where the project will be taking place.] 

[bookmark: _Toc200539792]Participant recruitment

[bookmark: _Toc200539793]Eligibility criteria

[bookmark: _Toc200539794]Inclusion criteria 

· [Example: Adults (over 18 years).]
· [Example: Able to make decision of informed consent to take part in the study.]

[bookmark: _Toc200539795]Exclusion criteria 

· [Example: Unable to consent.]
· [Example: Medically too unwell to participate or otherwise deemed unsuitable for participation by clinical team.]
· [Example: Expressed a wish not to be contacted or involved in research.]
· [Example: Children and young people under the age of 18 years old.]
Our inclusion and exclusion criteria is broad to help ensure that certain groups are not needlessly excluded and that recruitment is diverse, fair and equitable.

[bookmark: _Toc200539796]Sampling
[bookmark: _Toc200539797]Size of sample

[bookmark: _Toc200539798]Sampling technique

[bookmark: _Toc200539799]Recruitment

[Example: All invited/selected/interested participants will be provided an electronic and/or hard copy of the invitation letter, participant information sheet, and consent form.]

Eligibility 

Payments, rewards, and recognition for study participants

[Add if participants will be paid for their time. Please refer to: Payment guidance for researchers and professionals | NIHR.]

[bookmark: _Toc200539801]Consent

Withdrawal

[Example: The study materials clearly state that participation is voluntary and participants can decline or withdraw without reason or consequence and choosing not to take part will not affect participant medical or legal rights in any way. Participants can choose to withdraw participation, and decline any reminders, without giving a reason.]

Benefits and harms of participation

[Add benefits and harms of participation.]

Capacity

[Example: In accordance with the HRA’s guidance on informing participants and seek consent, the assessment of capacity for patients and carers will be undertaken by a member of the patient’s clinical care team at the participating site. For consent to be ethical and valid in law, participants must be capable of giving consent for themselves. A capable person will: 
· understand the purpose and nature of the research
· understand what the research involves, its benefits (or lack of benefits), risks and burdens 
· understand the alternatives to taking part
· be able to retain the information long enough to make an effective decision
· be able to make a free choice 
· be capable of making this particular decision at the time it needs to be made (though their capacity may fluctuate, and they may be capable of making some decisions but not others depending on their complexity).]

Storing consent forms

[Example: Once consent forms are completed, one copy (original) will be kept on the research file at [Organisation] and one copy will be provided to the participant (they can choose to accept or decline this copy).

[bookmark: _Toc200539802]Storage and analysis of human tissue

[bookmark: _Toc200539803]Safety reporting

[Example: As a non-intervention, non CTIMP qualitative study, we do not anticipate any safety issues. This is an interview study the types of adverse events are most likely limited to data protection and security. These will be reported in line with the Data Management Plan (Appendix 23) and sponsor policy and requirements.

Adverse events will be reported in accordance with sponsor or funder as set out in the study contacts and subsequent ethical and regulatory approvals and stipulations. 

As the interviews are about a sensitive subject there is potential for participants to get upset during the interview. The researchers performing the interview are experienced interviewing around sensitive subjects and will be able to pause to stop the interview as well as signposting the participant(s) to appropriate professionals or resources. A list of useful and appropriate resources and contacts are provided in the patient and carer information leaflet and copied below for ease of reference:
· There are a number of organisations and charities that provide practical information and support on all aspects of life with terminal illness, dying and bereavement - examples include Marie Curie, MacMillan, and Hospice UK. Marie Curie have put together a useful reference guide of services here: https://www.mariecurie.org.uk/professionals/palliative-care-knowledge-zone/proving-good-quality-care/a-guide-to-end-of-life-services 
· [bookmark: _Hlk144995694]For any urgent help or support with mental health or wellbeing,  the guidance on the NHS website should be followed here: https://www.nhs.uk/nhs-services/mental-health-services/where-to-get-urgent-help-for-mental-health/ 

The quality management system (QMS) will be used and followed where relevant, which includes the procedures, forms and processes for safety reporting. This can be found here: https://www.birmingham.ac.uk/research/activity/mds/mds-rkto/governance/qms.aspx 

[bookmark: _Toc200539804]Ethical and regulatory considerations

The study will be conducted in compliance with the UK Policy Framework for Health and Social Care and in accordance with all applicable regulatory guidance, including, but not limited to, the Research Governance Framework. Ethical approval for this study will be sought from [Organisation]. 

[bookmark: _Toc200539805]Assessment and management of risk

[bookmark: _Toc200539806]Research ethics committee (REC) and other regulatory review & reports

[Example: The protocol must be submitted to the Sponsor for approval and [Organisation] Ethics before the start of the project, a favourable opinion will be sought for the protocol, informed consent forms and other relevant documents e.g. advertisements.]

[bookmark: _Toc200539807]Regulatory review & compliance 

[Example: The study will be monitored by the Sponsor, to ensure that the study is being conducted as per protocol, adhering to Research Governance and GCP. The study will be conducted in accordance with the UK Policy Framework for Health and Social Care and in accordance with all applicable regulatory guidance, including, but not limited to, the Research Governance Framework. Ethical approval for this study will be sought from the Research Ethics Committee combined with Health Research Authority (HRA) approval. No study activities will commence until favourable ethical opinion and HRA approval has been obtained. Progress reports and a final report at the conclusion of the study will be submitted to the approving REC within the timelines defined by the committee. Confirmation of capacity and capability will be obtained from the R&D department prior to commencement of the study at the participating site.]

[Example: For any amendment to the project, the CI or designee, in agreement with the sponsor will submit information to the appropriate body in order for them to issue approval for the amendment. The CI or designee will work with sites (R&D departments at NHS sites as well as the project delivery team) so they can put the necessary arrangements in place to implement the amendment to confirm their support for the project as amended. See also HRA guidance on amending an approval.]

[bookmark: _Toc200539808]Amendments 

[Example: The need for any amendment will be identified by the lead researcher [Name] and discussed with the co-applicants and reported to [Organisation] Ethics panel. 

[Example: For any amendment to the project, the CI or designee, in agreement with the sponsor will submit information to the appropriate body in order for them to issue approval for the amendment. The CI or designee will work with sites (R&D departments at NHS sites as well as the project delivery team) so they can put the necessary arrangements in place to implement the amendment to confirm their support for the project as amended. See also HRA guidance on amending an approval. The sponsor and CI will determine if an amendment is substantial or non-substantial. If applicable, an amendment log will be kept in the master site file with respect to section 13.3 in this document “Appendix 3A – amendment history” as the template.]


[bookmark: _Toc200539811]Protocol compliance 

[Example: The study lead will be responsible for compliance with the protocol and compliance will be monitored by the sponsor. A copy of this protocol is also available in non-technical language (Appendix X). Protocol deviations, non-compliances, or breaches are departures from the approved protocol. A serious breach is defined as a breach that is likely to affect to a significant degree the safety or physical or mental integrity of the participants, or the scientific value of the project. Accidental protocol deviations can happen at any time and these must be documented on the relevant forms and reported to the study leads immediately, who will inform the Sponsor. Significant deviations from the protocol which are found to frequently recur are not acceptable; these will require immediate action and could potentially be classified as a serious breach. Any suspected serious breaches will be immediately reported to the sponsor for escalation as necessary and appropriate to the level and severity of the breach. Responsibility for the assurance for the quality of the project will lie with the study leads and sponsor.]

[bookmark: _Toc200539812]Data protection and confidentiality 

[Example: The study will comply with the Data Protection Act 2018, GDPR, and regular checks and monitoring will be undertaken by the CIs to ensure compliance. All investigators and site staff must comply with the requirements of the Data Protection Act 2018 with regards to the collection, storage, processing and disclosure of personal information and will uphold the Act’s core principles. All data will be stored and processed in compliance with General Data Protection Regulations (2018). Any personal or Special Category Data will only be reported at an aggregated level only.]

[Example: Access to patient identifiable data will be restricted to members of the study co-ordination team who require it for the performance of their role to maintain participant confidentiality.  All electronic study data will be stored on password protected encrypted XXX drives on a secure XXX regulated device and hard copies of study documents will be stored in locked filing cabinets in secure entry-card protected sites. Hard copies will be scanned onto the XXX server to be stored with the other consent forms to complete the full site file for research team record. However, original hard copies of signed consent forms will be retained for audit and monitoring purposes and stored in locked filing cabinets in secure card-entry protected buildings/areas. Any other hard copy data will be scanned and then destroyed in confidential waste. The study datasets in their identifiable entirety will only be accessible to the research team and authorised XXX personnel. Direct access to data (pseudonymised only unless there is a legal basis for access to personal and identifiable data) may be granted to authorised representatives from the Sponsor, host institution and the regulatory authorities to permit trial-related monitoring, audits and inspections.]

Data minimisation

[Example: The research team declare that only the amount of data to include personal and special category data required for the study is planned and will be collected.]

Pseudonymisation/anonymisation

[Example: Only quotes and data excerpts will feature in open public study outputs to protect the identity of participants and minimise any risk of data being identifiable either directly or through a combination of indirect identifiers. All study data for storage will be de-identified (direct identifiers removed), pseudonymised and given a unique study ID participant number. Study sites will also be given pseudonymised ID labels in study outputs such as publications (e.g. General Practice A). This is with the exception of the consent form which will necessarily contain direct identifiers such as participant name. Therefore, to protect the linking of study ID codes with the participant identities, the consent forms will be stored with additional file password protection. This password will be unique and only shared with the research team.]

Transparency and fairness

[Example: The data will be obtained openly and honestly without any misleading intentions. All details regarding what personal data will be collected and how as well as details relating to sharing and storage are found in the participant information leaflets. The PIL explains to participants how their data will be used and when their personal data will be deleted. The data will be analysed in line with expectations described to participants within the participant information leaflets.]

Technical measures

[Example: The study datasets will be stored and accessed on XXX secure devices and servers as set out in this protocol. Access to the full identifiable datasets will be provided only to authorised representatives as defined in this protocol. XXX IT services guidance has been consulted in the management of data and information security for this study. Data will be stored in accordance with the data management plan and data flow chart (Appendix X and Appendix X). All research data will be stored on XXX secure servers and stored for only as long as necessary. Data for the study will be restricted access only.

Data sharing and data sharing agreements

[Example: This protocol states that the arrangements put in place for data sharing processes are GDPR compliant and in line with the data sharing agreement signed and agreed by all relevant and involved parties. We will comply with the data sharing agreement and collaborator contract as well as the main funder contract.]

Information Security 

[Example: Only software approved by IT and information security will be used; this includes all software named in this protocol. All data will be saved for storage in a folder on the XXX service/device with restricted access to authorised personnel only. The XXX server is secure and encrypted. Typically, this access would be for the research team only other than for processes and/or circumstances with a legal basis. In line with XXX data management, the data will be stored on the XXX server for XX years after which it will be securely and permanently destroyed by an authorised delegate or member of the research team.]

[bookmark: _Toc200539813]Indemnity

[Example: The processes and governance surrounding Intellectual property have been outlined and agreed in the respective collaborator agreement which also includes a data sharing agreement, between the [Organisation] and [Organisation] contract exists between the funder and the host site for the study.]

[Organisation] has agreed to act as sponsor for this study and will undertake the responsibilities of sponsor as defined by the Research Governance Framework and ICH Good Clinical Practice. An authorised representative of the Sponsor has approved the final version of this protocol with respect to the study design, conduct, data analysis, and interpretation and plans for publication and dissemination of results. As sponsor, the [Organisation] provides insurance and/or indemnity for this study and, as such, will be responsible for claims for any harm suffered by anyone as a result of the design of or participating in this study and/or management of the research. The indemnity is renewed on an annual basis and will continue for the duration of this study.

[bookmark: _Toc200539814]End of study and archiving

[Example: The parties will keep the data and information, including all study archives, for XX years after the study has finished. Recording of the interviews will be destroyed after the creation of the information resource and in any case no longer than 1 year after the completion of the study. The lead sponsor [Organisation] is responsible for deletion of data once this retention period has ended.

Data will be stored and destroyed in line with the sponsor [Organisation] Records Management Policy, Records Retention Schedule, and Records Privacy Notice. This follows UK Data Archive Guidance.]

The end date of the study is to be DD/MM/YYYY. 

[bookmark: _Toc200539815]Access to the final dataset

[Example: Access to identifiable data will be restricted to members of the study co-ordination team who require it for the performance of their role, inclusive of the research team. However, the data and results may be used for secondary analysis for future research and/or research involving modified or different research questions; this may be undertaken by the research team and other researchers. In the latter case, data will only be shared in secure and pseudonymised form with other researchers. Consent, as detailed on the consent form, specifically includes permission for future use of the pseudonymised data for secondary analysis – please see statement 4 on the consent form which reads, “I understand that the information collected about me may be used to support other research in the future, and may be shared with other researchers.”]

[bookmark: _Toc200539816]Dissemination policy
[bookmark: _Toc200539817]Dissemination policy

[Example: The key outputs of the research will be.]

[bookmark: _Toc200539818]Authorship eligibility guidelines and any intended use of professional writers

[Example: There is no intended use of professional writers. The research team will produce the final study report, with input from collaborators, patient and public involvement representatives, and the advisory group where relevant and appropriate.

For publications and other outputs, the criteria to be followed for individually named authors or group authorship will be “the International Committee of Medical Journal Editors”. The ICMJE have defined authorship criteria for manuscripts submitted for publication, known as the Vancouver Protocol. The ICMJE recommends that authorship be based on the following 4 criteria:
Substantial contributions to the conception or design of the work; or the acquisition, analysis, or interpretation of data for the work; AND
Drafting the work or reviewing it critically for important intellectual content; AND
Final approval of the version to be published; AND
Agreement to be accountable for all aspects of the work in ensuring that questions related to the accuracy or integrity of any part of the work are appropriately investigated and resolved.

The full ICMJE guidance is available here: https://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-role-of-authors-and-contributors.html 
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