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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
	Effects of Proximal Priority and Distal Priority Robotic Priming Techniques With Impairment-Oriented Training of Upper Limb Functions in Patients With Chronic Stroke: Study Protocol For A Single-Blind, Randomized Controlled Trial (Page 1)

	Trial registration
	2a
	www.clinicaltrials.gov (NCT04446273) (Page 4)

	
	2b
	This trial was registered on June 23, 2020. (Page 4)

	Protocol version
	3
	20190110, version 4 (Page 18)

	Funding
	4
	Financial support from the National Health Research Institutes (Grant Number NHRI-EX109-10929PI) and the Ministry of Science and Technology (Grant Number MOST 108-2314-B-002-165-MY3) in Taiwan (Page 19)

	Roles and responsibilities
	5a
	KCL, YCLee and YCLi contributed to the study design and wrote the protocol and draft the manuscript. KCL and CLC provided critical review. YCLi and KCC tested the protocol procedure. KCL supervised and monitored all of the study processes. All authors reviewed and approved the final version of the manuscript. (Page 20) 
Author affiliations were listed in Page 1.

	
	5b
	Trials sponsor: National Taiwan University
Contact name: Keh-chung Lin 

Address: School of Occupational Therapy, College of Medicine, No.17, F4, Xu Zhou Road, Taipei, Taiwan. 

Telephone: +886 2 33668180

Email: kehchunglin@ntu.edu.tw (Page 1)

	
	5c
	The National Health Research Institutes and the Ministry of Science and Technology in Taiwan had no role in the design and conduct of the study, collection, management, and data analysis. (Page 19)

	
	5d
	N/A, the authors listed in page 1 took full responsibility for this study protocol. No other individuals or groups participated in this study. 

	Introduction
	
	

	Background and rationale
	6a
	Background and rationale of this study protocol included texts under the headings of background, movement-based robotic priming, and bilateral robotic priming before impairment-oriented training. (Page 5-8)

	
	6b
	Choice of comparators was explained in page 9-10 under the headings of intervention, PRI group and DRI group.

	Objectives
	7
	Specific objectives or hypotheses were stated in page 7-8.

	Trial design
	8
	The trial design was described under the heading of design and procedure in page 8-9.

	Methods: Participants, interventions, and outcomes

	Study setting
	9
	The study settings were hospitals in Taiwan (Page 9). A list of study sites can be obtained from https://www.clinicaltrials.gov/ct2/show/NCT04446273?term=NCT04446273&draw=2&rank=1.

	Eligibility criteria
	10
	Inclusion and exclusion criteria for participants were described in Page 8 under the heading of participants. Eligibility criteria for individuals who will perform the interventions (i.e., occupational therapists) was described in Page 9.

	Interventions
	11a
	Details of interventions were described under the headings of intervention, PRI group and DRI group in Page 10.

	
	11b
	Possible pain, fatigue, and any other adverse events have been noted rarely and will be monitored and reported. (Page 14) Rest is suggested to relief pain and fatigue. If the situation returns repeatedly withdraw the trial intervention from the patient.

	
	11c
	All the intervention procedures were conducted by experienced occupational therapists and under the supervision of the principle investigator (Page 9).

	
	11d
	Relevant concomitant care and interventions that are permitted, but not simultaneously participating in other medication or rehabilitation studies during the trial (Page 8).

	Outcomes
	12
	All the outcomes were chosen to assess the efficacy of intervention. Primary outcomes were presented in Page 10-11. Secondary outcomes were presented in Page 11-13. Time points for outcome measurement were described in Page 9.

	Participant timeline
	13
	Time schedule of enrolment, interventions (including any run-ins and washouts), and assessments for participants was present with a schematic diagram (see Table 1).

	Sample size
	14
	Forty patients with stroke were estimated. (Page 9)

	Recruitment
	15
	Strategies for achieving adequate participant enrolment were described in Page 8 and 19.

	Methods: Assignment of interventions (for controlled trials)

	Allocation:
	
	

	Sequence generation
	16a
	Method of generating the allocation sequence (i.e., computer-generated random numbers) was stated in Page 8-9.

	Allocation concealment mechanism
	16b
	Allocation concealment was ensured, as the computer-generated random codes were  not released.

	Implementation
	16c
	The second author of this study (Yi-chun Li) will generate the allocation sequence, enrol participants, and assign participants to interventions.

	Blinding (masking)
	17a
	Trial participants, care providers, outcome assessors, and data analysts will be blinded after assignment to interventions.

	
	17b
	Unblinding is permissible when knowledge of the actual treatment is absolutely essential for further management of the patient.

	Methods: Data collection, management, and analysis

	Data collection methods
	18a
	The assessor was a well-trained and certified occupational therapist. (Page 9) A description of study instruments along with reliability, validity and related references were present in Page 10-13.

	
	18b
	After patients were enrolled, the study site made reasonable effort to follow the patients for the entire period.

Participants may withdraw from the study for any reason at any time. The investigator also may withdraw participants from the study in order to protect their safety and/or if they are unwilling or unable to comply with required study procedures. (Page 19)

	Data management
	19
	Data management procedures were described under the heading of data management and quality in Page 14.

	Statistical methods
	20a
	Statistical methods for analysing primary and secondary outcomes were stated under the heading of statistical analysis in Page 13-14.

	
	20b
	N/A. No additional analyses (eg, subgroup and adjusted analyses) were required.

	
	20c
	N/A. No additional analyses were planned for missing data.

	Methods: Monitoring

	Data monitoring
	21a
	The principle investigator (Keh-chung Lin) was in charge of data monitoring in this study. Therefore, there was no additional data monitoring committee.

	
	21b
	The second author of this study (Yi-chun Li) will conduct interim data analyses and the principle investigator (Keh-chung Lin) will make the final decision to terminate the trial.

	Harms
	22
	Adverse event monitoring and reporting procedures were reported in Page 14.

	Auditing
	23
	This study was approved by the research ethics committee of the National Taiwan University Hospital. (Page 18-19) The research ethics committee of National Taiwan University Hospital had periodic independent review of core trial documents and files.

	Ethics and dissemination

	Research ethics approval
	24
	This study was approved by the research ethics committees of the National Taiwan University Hospital and the Feng Yuan Hospital of the Ministry of Health and Welfare in Taiwan. (Page 18-19)

	Protocol amendments
	25
	Any important protocol modifications (eg, changes to eligibility criteria, outcomes, analyses) needed to report to the REC/IRBs of the National Taiwan University Hospital and the Feng Yuan Hospital of the Ministry of Health and Welfare in Taiwan, and trial registries at www.clinicaltrials.gov.

	Consent or assent
	26a
	Occupational therapists who were in charge of assessment or intervention for this study or research assistants of this study will obtain informed consent or assent from potential trial participants or authorised surrogates in the study sites. (Page 8-9)

	
	26b
	N/A. No additional consent was needed since there was no other planned use of participant data and biological specimens in ancillary studies.

	Confidentiality
	27
	Confidentiality and protection of data were described under the heading of data management and quality in Page 14.

	Declaration of interests
	28
	Financial and other competing interests for principal investigators for the overall trial and each study site were stated in Page 19.

	Access to data
	29
	Statement of data management was present in Page 14 and access to data was managed by the principle investigator Keh-chung Lin.

	Ancillary and post-trial care
	30
	Adverse event monitoring and reporting procedures were reported in Page 14. Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial participation followed the guidelines of the research ethics committees of the National Taiwan University Hospital and the Feng Yuan Hospital of the Ministry of Health and Welfare in Taiwan. (Page 18-19)

	Dissemination policy
	31a
	Every attempt will be made to reduce to an absolute minimum the interval between the completion of data collection and the release of the study results. We expect to take about 3 to 4 months to compile the final results paper for an appropriate journal.

	
	31b
	The authors of this study met regularity and authorship was suggested by the principle investigator Keh-chung Lin according to substantive contributions to the design, conduct, interpretation and reporting of this study.

	
	31c
	N/A, There was no plans for granting public access to the full protocol, participant-level dataset, and statistical code.

	Appendices
	
	

	Informed consent materials
	32
	The informed consent forms of this study were approved by the research ethics committees of the National Taiwan University Hospital and the Feng Yuan Hospital of the Ministry of Health and Welfare in Taiwan.

	Biological specimens
	33
	N/A. No biological specimens were collected in this study.


*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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