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STANDARD PrROTOCOL ITEMS: RECOMMENDATIONS FOR INTERVENTIONAL TRIALS





SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related documents*

	Section/item
	ItemNo
	Description

	Administrative information

	Title
	1
	Research Evaluating Staff Training Online for Resilience (RESTORE):  Protocol for a single-arm feasibility study of an online acceptance and commitment therapy intervention to improve staff wellbeing in palliative care settings.


	Trial registration
	2a
	The study protocol was registered on the ISRCTN registry, and any protocol amendments will be available there (https://doi.org/10.1186/ISRCTN14313559).


	
	2b
	All items from the World Health Organization Trial Registration Data See: https://doi.org/10.1186/ISRCTN14313559

	Protocol version
	3
	Version 1.0. 16 August 2021

	Funding
	4
	The RESTORE study has been funded by a Marie Curie small grant (£9804.59) to Dr Anne Finucane and Dr David Gillanders (7.02.20).  An additional small grant from the University of Edinburgh (£2177) was awarded to Dr Anne Finucane to support the design and production of the RESTORE workbook (22.03.21).

	Roles and responsibilities
	5a
	Principal Investigators responsible for project design, evaluation, management and delivery:

Anne M. Finucane, Senior Research Fellow, University of Edinburgh.
David Gillanders, Head of Clinical Psychology, University of Edinburgh
Co-Investigators providing advise on all aspects of intervention design and evaluation:
Nicholas J. Hulbert-Williams, Professor of behavioural Medicine, University of Chester.

Brooke Swash, Senior Lecturer, University of Chester.

Juliet A. Spiller, Consultant in Palliative Medicine, Marie Curie Hospice Edinburgh.
Brigid Lydon, Administrator, Marie Curie Hospice Edinburgh.

	
	5b
	Dr Anne Finucane: a.finucane@ed.ac.uk
Dr David Gillanders:David.gillanders@ed.ac.uk

	
	5c
	The Co-Principal Investigators (AF and DG) are employees of the sponsor organisation (University of Edinburgh) and have honorary contracts at the host site (Marie Curie).  They Co-Principal Investigators will have a direct role in study design; collection, management, analysis, interpretation of data; writing of the report; and the decision to submit the report for publication.  The study is funded by Marie Curie: www.mariecurie.org.uk. 



	
	5d
	We do not have a data monitoring committee – this is a small single centre single-arm feasibility study. 

	Introduction
	
	

	Background and rationale
	6a
	See protocol introduction. 

	
	6b
	Explanation for choice of comparators – not applicable as this is a single arm study. Explanation for the outcome measures used is described in the Methods – see section entitled Quantitative data collection. 

	Objectives
	7
	Specific aims are described in the last section of the introduction.

	Trial design
	8
	Description of trial design is reported in the Methods. 

	Methods: Participants, interventions, and outcomes

	Study setting
	9
	Hospice service in Scotland – as noted in the Methods. 

	Eligibility criteria
	10
	Reported in the Methods section on participant recruitment. 

	Interventions
	11a
	The intervention is described in Table 1.

	
	11b
	Not applicable.

	
	11c
	Strategies to improve adherence are noted in the Methods (adherence section).

	
	11d
	Participation in other ACT interventions are not permitted during the study.

	Outcomes
	12
	Outcomes are described in detail in the Methods section. 

	Participant timeline
	13
	See Table 2

	Sample size
	14
	Target sample is 24 - 30 participants. 

	Recruitment
	15
	See Methods section – participant recruitment. 

	Methods: Assignment of interventions (for controlled trials)

	Allocation:
	
	

	Sequence generation
	16a
	Not applicable as this a single arm feasibility trial.

	Allocation concealment mechanism
	16b
	Not applicable as this a single arm feasibility trial.

	Implementation
	16c
	Not applicable as this a single arm feasibility trial.

	Blinding (masking)
	17a
	Not applicable as this a single arm feasibility trial.

	
	17b
	Not applicable as this a single arm feasibility trial.

	Methods: Data collection, management, and analysis

	Data collection Methods
	18a
	See Methods – quantitative data collection

	
	18b
	See Methods – qualitative data collection.

	Data management
	19
	See Data management section.

	Statistical Methods
	20a
	See Methods – quantitative and qualitative data analysis

	
	20b
	See Methods – quantitative and qualitative data analysis

	
	20c
	See Methods – quantitative and qualitative data analysis

	Methods: Monitoring

	Data monitoring
	21a
	A Data Monitoring Committee is not needed as this is a small single arm feasibility study. 

	
	21b
	Interim analyses will not be conducted.

	Harms
	22
	See section entitled ‘Distress protocol’.

	Auditing
	23
	Not applicable as is a small single arm feasibility study.  

	Ethics and dissemination

	Research ethics approval
	24
	All appropriate research ethics committee/institutional review board (REC/IRB) approvals are described in the ‘research ethics and governance approvals section’.  

	Protocol amendments
	25
	Plans for communicating important protocol modifications are noted – see Protocol registration and amendments

	Consent or assent
	26a
	Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and how (see Item 32)

	
	26b
	Not applicable

	Confidentiality
	27
	See confidentiality section

	Declaration of interests
	28
	Competing interests declared

	Access to data
	29
	Data availability statement present

	Ancillary and post-trial care
	30
	Noted in the Distress protocol section.

	Dissemination policy
	31a
	Noted in section entitled ‘Dissemination policy’.

	
	31b
	ICMJE recommendations on authorship guidelines used and noted.

	
	31c
	Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code are all noted. 

	Appendices
	
	

	Informed consent materials
	32
	Available on the ISRCTN site: https://doi.org/10.1186/ISRCTN14313559).   

	Biological specimens
	33
	Not applicable


*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 Explanation & Elaboration for important clarification on the items. Amendments to the protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT Group under the Creative Commons “Attribution-NonCommercial-NoDerivs 3.0 Unported” license.
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