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

Administrative information
1.	Title
Effect of mindful proprioceptive training on pain intensity for people with neck pain  
2.	Trial registration
2a
The trial is registered through ANZCTR (ACTRN: ACTRN12623000847617p).
 
             2b	
i. Trial identifying number (ACTRN): ACTRN12623000847617p
ii. Date of registration with ANZCTR: 8/8/2023
iii. Secondary identifying numbers: N/A 
iv. Source of funding: see item 4 below (funding)
v. Sponsor: see 5b and 5c below (sponsor)
vi. Secondary sponsor: none
vii. Contact for public queries: Daniel English, d.english@latrobe.edu.au, 0400079200
viii. Contact for scientific queries: Daniel English, d.english@latrobe.edu.au, 0400079200
ix. Public title: Mindful proprioceptive training and neck pain
x. Scientific title: Effect of mindful proprioceptive training on pain intensity for people with neck pain
xi. Countries of recruitment: Australia
xii. Health condition studies: Neck pain
xiii. Intervention name: Mindful proprioceptive training. Intervention description: the approach is a modern blend of western and eastern mind-body awareness routines designed in part to address the neurology of pain states (see below for detail)
xiv. Inclusion exclusion criteria: see item 10 below (eligibility)
xv. Study type: reliability of assessment, and feasibility of intervention (single group).
xvi. First enrolment: October 2023.
xvii. Sample size: 15.
xviii. Recruitment status: participants are not yet being recruited or enrolled.
xix. Primary outcome: neck pain intensity as measured using the Numerical Rating Scale (see item 12 below for detail)
xx. Secondary outcomes: disability, health locus of control, feasibility measures (see item 12 below for detail)
xxi. Ethics review: Not yet approved.
xxii. Completion date: October 2025.

3.	Protocol version	
14th August, 2023
4.	Funding	
La Trobe University will provide in-kind support through staffing, resources, and facilities. The La Trobe Graduate Research School will contribute through their funding options for postgraduate students. In this case, the PhD student, Daniel English, and his Principal Supervisor, Rodrigo Rico Bini, will utilise the HDR Support Request to access up to $2,500 to employ a research assistant (Tegan French) to assist with data collection. 
5.	Roles and responsibilities
5a. Protocol contributors	
Dr Rodrigo Rico Bini, BPE, MSc, PhD
Principal investigator
Senior lecturer
La Trobe Rural Health School

Mr Daniel English, Ba (Physiotherapy)
Co-investigator, PhD student
Lecturer
La Trobe Rural Health School

Dr Nivan Weerakkody, PhD
Co-investigator
Lecturer
La Trobe Rural Health School

Dr Anita Zacharias, PhD, MSc (Anatomy)
Co-investigator
Lecturer
La Trobe Rural Health School

Dr Marcos De Noronha, PhD, MSc (Human Movement), Ba (Physiotherapy), Spec. (Hydrotherapy)
Co-investigator
Senior Lecturer
La Trobe Rural Health School
            5b. 	Trial sponsor
	La Trobe University.
            5c. 	Role of study sponsor	
Staffing, resources, and facilities.            

            5d. 	Composition, roles, and responsibilities 
Composition roles and responsibilities of the coordinating centre, steering committee, endpoint adjudication committee, data management team, and other individuals or groups overseeing the trial, if applicable (see Item 21a for data monitoring committee)
	
Daniel English: recruitment, intervention, subjective questionnaire development, data management
Rodrigo Rico Bini: data collection (physical testing), analysis and interpretation, data management
Marcos De Noronha: data collection (physical testing), analysis and interpretation
Anita Zacharias: data collection (physical testing)
Tegan French: data collection (physical testing)

Introduction
6.	Background and rationale	
           	6a. 	Research question	
Description of research question and justification for undertaking the trial, including summary of relevant studies (published and unpublished) examining benefits and harms for each intervention
Neck pain is disabling and characterised by recurrent pain episodes. Treatment is often delivered by health practitioners. This study aims to assess the feasibility of an exercise and education-based intervention. The intervention aims to enhance proprioception for people with neck pain to enable self-recognition of potential contributing factors to the perpetuation of their condition; reduce pain and disability; and, improve internal locus of control. 
Sense of movement and position are impaired in neck pain populations, but there is limited data for sense of force. A further aim of the study is to evaluate test-retest reliability for a sense of force test and will compare the neck pain population with previous studies in healthy populations. 

            6b. 	Choice of comparators	
	Explanation for choice of comparators
This is a pre- post-design, there will be no control group for this feasibility study. Data from baseline will be compared with post-intervention data.

7.	Objectives	
Specific objectives or hypotheses
Determine feasibility for a novel intervention by exploring outcomes related to pain, disability, locus of control, usability of data (Journal qualitative data), recruitment and participation (satisfaction with intervention).
Determine reliability for a cervical sense of force test.

8.	Trial design	
Description of trial design including type of trial (eg, parallel group, crossover, factorial, single group), allocation ratio, and framework (eg, superiority, equivalence, noninferiority, exploratory)
Single group (no allocation required). 

9.	Study setting	
Description of study settings (eg, community clinic, academic hospital) and list of countries where data will be collected. Reference to where list of study sites can be obtained
Data collection and the intervention program will both be performed at the La Trobe University Rural Health School, Bendigo, Australia.
10.	Eligibility criteria	
Inclusion and exclusion criteria for participants. If applicable, eligibility criteria for study centres and individuals who will perform the interventions (eg, surgeons, psychotherapists)
	Inclusion
	Exclusion

	Pain in the neck for three months or longer
 
Neck Disability Index (more than 10%)
 
Age 18-50 years

Willing to pause any usual manual therapy (e.g. physiotherapy/chiropractic/osteopathy) for the duration of the study (from baseline measures until 1-week post intervention subjective measures). Other usual care (medications, exercise participations) will be permitted.
	Exclusion criteria 
· major structural pathology of the cervical spine (e.g., fracture, dislocation, myelopathy, cancer, systemic disease)
· central neurological disorders (e.g., multiple sclerosis, traumatic brain injury, cerebrovascular injury)
· impairment of the peripheral vestibular system (e.g., positional vertigo, vestibular neuritis, Meniere’s disease) or vertigo without established diagnosis
· pregnancy 
· myelopathy




Participants will be screened via phone interview by a physiotherapist using the following questions (questionnaire has been attached to ethics application):
Inclusion (participants may be included if they answer yes to these questions): 
· Do you have pain in the neck for three months or longer?
· Are you aged between 18-50?
· Are you willing to pause any usual manual therapy (e.g. physiotherapy/chiropractic/osteopathy) for the duration of the study (from baseline measures until 1-week post intervention subjective measures)? Other usual care (medications, exercise participations) will be permitted.
· Complete Neck Disability Index Questionnaire (needs to be more than 10%)
Exclusion (participants will be excluded if they answer yes to any of these questions):
· Do you have any major structural pathology of the cervical spine (e.g., fracture, dislocation, myelopathy, cancer, systemic disease)?
· Do you have any central neurological disorders (e.g., multiple sclerosis, traumatic brain injury, cerebrovascular injury)?
· Do you have any impairment of the peripheral vestibular system (e.g., positional vertigo, vestibular neuritis, Meniere’s disease) or vertigo without established diagnosis?
· Are you pregnant? 
· Do you have myelopathy, which can be indicated by low back pain and arm/leg pain/tingling/numbness/weakness; decreased coordination; bowel/bladder dysfunction; or difficulty walking?

11.	Interventions	
           	11a. Interventions for each group 
  	Sufficient detail to allow replication, including how and when they will be administered
Brief name: 
Mindful proprioceptive training for people with neck pain
Why
The approach is a modern blend of western and eastern mind-body awareness routines designed in part to address the neurology of pain states, with an aim to:
· Reduce pain and disability
· Improve locus of control through clinical reasoning education to facilitate autonomy
· Restore proprioception (e.g. sense of force), variability of movement and autonomic nervous system homeostasis
 
What 
Education (x1, 1-hour session)
Education is evidence-based and focussed on empowering participants with control over their condition. Common themes include:
· Debunking common contributing factors to neck pain (Hogg-Johnson et al., 2008): 
· No association: BMI, imaging (disc degeneration not associated)
· Age – risk for neck pain increases with age to peak at 70, then reduces 
· Personal reflection as a self-generated clinical reasoning tool to identify potential contributing factors to the perpetual nature of their condition (unhelpful movement patterns and positions)
· Use of proprioception to optimise body function in daily life i.e., awareness continues throughout the day (additional to group exercise and home exercise times)
· Findings in people with neck pain
· Reduced proprioception
· Reduced variability of movement
· Increased muscle activity / tone
· Anatomy and physiology of relevant body systems (e.g. in this case, cervical spine, temporomandibular joint, and the autonomic nervous system)

Group exercise class (x4, 1-hour sessions)
Movement retraining brings participant attention to the present moment using proprioceptive awareness. Proprioceptive awareness is used at rest and during movement to obtain voluntary control of tonic muscle activity. In each class, participants are taken through progressive stages:
Stage 1. Recognising your form. Attention is focussed on proprioception in its current form (i.e., existing tonic activity; sense of position, movement, and force).
Stage 2. Regaining control of your form. Awareness is applied to modify form for optimal comfort (often reducing tonic muscle activity). 
Stage 3. Exploring movement. Active movements (self-generated) are performed whilst proprioceptive attention is retained (stage 1). Movement is repeated and modified accordingly (stage 2).
Active movements are performed initially in the supine position to reduce tonic muscle activity and allow isolated self-examination of specific body regions. All movements are: 
· Minimal in effort/force: no resistance is applied, and the goal is to use the least amount of effort possible
· Self-limiting: they are directed by the participant and determined by comfort and capacity (what they’re comfortably able to do)
· Mostly submaximal in range (we are not ‘stretching’)
· Repeated 10-20 times with a goal to make the movement as easy as possible
Week 1: supine temporomandibular, cervical, and lumbopelvic movement
Week 2: recap week 1; then prone cervical and lumbopelvic movement
Week 3: recap a/a; then supine and prone cervical rotation active movement using sliders
Week 4: recap a/a; then supine rolling; shell stretch weight-bearing
Home exercise program
Participants are encouraged to complete a daily home exercise program for 30 minutes, based on the weekly in-class exercises.
Journal entries
Participants will be asked to maintain a journal starting on the first day of intervention (education session). The journal will serve as a tool for self-reflection and clinical reasoning, enabling participants to gain insights into potential contributing factors to the perpetuation of their problem, leading to enhance internal locus of control regarding their condition. 
 
Who provided (#5)
The intervention will be provided by Mr Daniel English, a physiotherapist who developed the intervention.
 
How (item #6)
The intervention will be delivered face-to-face. 
 
Where (item #7)
La Trobe Rural Health School teaching facility with projector available.
 
When and how much (item #8)
Education
· Participants will receive one education session lasting 1-hour, and
· Brief discussions will also occur during the weekly exercise group sessions that will reinforce educational themes 
Exercise
· Participants will be provided with 1 x4-hour group exercise sessions over 4 weeks, and
· A daily home-exercise program to complete for 30 minutes over 4 weeks.
Journal
· Participants will be asked to document their progress from the initial education session until the completion of the face-to-face intervention.



11b. Criteria for discontinuing or modifying allocated interventions for a given trial participant (e.g., drug dose change in response to harms, participant request, or improving/ worsening disease)

Participants will be guided through the movement routines, but they will choose how much effort and movement to exert (based on their comfort). Participants will be able to withdraw at any stage.

           	11c.  Adherance
Strategies to improve adherence to intervention protocols, and any procedures for monitoring adherence (eg, drug tablet return, laboratory tests)
Adherence to the weekly group intervention sessions will be evaluated by recording the attendance of participants at each session. 
Adherence to the home exercise program will be recorded using a self-reported checklist.
Participant experience will be recorded in the participant journal and will be used as a codesign tool for a future study.
	
            11d. Other care
Relevant concomitant care and interventions that are permitted or prohibited during   the trial	
Participants will be able to continue their usual medical care without interruption. Participants will be asked to cease any potential usual allied health/physio/osteo/chiro care for the duration of the intervention.

12.	Outcomes
Primary, secondary, and other outcomes, including the specific measurement variable (eg, systolic blood pressure), analysis metric (eg, change from baseline, final value, time to event), method of aggregation (eg, median, proportion), and time point for each outcome. Explanation of the clinical relevance of chosen efficacy and harm outcomes is strongly recommended
The following primary and secondary outcomes will be collected at baseline, 1-week post intervention, and 8-weeks post intervention.
Primary outcome measure
Pain intensity 
· Pain intensity is recommended as the core outcome measure in clinical trials of chronic pain (Dworkin et al., 2005)
· Pain intensity will be measured using 11-point numerical rating scale (0 = no pain, 10 = worst pain imaginable) (Appendix A)
· Instruction to participants: ‘Please rate your pain by indicating the number that best describes your pain on average in the last week’ (Dworkin et al., 2005).
· A reduction of 2 points or 30% is clinically significant (Farrar et al., 2001).
Secondary outcome measures
Neck disability index (NDI) (Vernon and Mior, 1991) (Appendix B)
· The NDI is a measure of neck-related disability, consisting of 10 items relating to activities of daily living, where each item is rated 0-5 providing for either a total raw score out of 50 or a percentage.
Multi-dimensional Health Locus of Control Scales (MHLC), Form C (Wallston et al., 1994) (Appendix C)
· The MHLC (form C) is an 18-item condition-specific locus of control scale that can be adapted for use with any health-related condition (Wallston et al., 1994)
· Only required to administer one of the three forms (A, B, or C) (Wallston, 2005)
· Will measure the locus of control in the neck pain population and the intervention’s ability to change it
Journal (Appendix D): 
· The journal will provide qualitative data on the neck pain experience 
· A journal will be based on a pre-existing semi-structured interview guide that was designed specifically for neck pain (MacDermid et al., 2016) and a clinical reasoning framework. Additional questions will explore feasibility of the intervention (as a codesign tool to develop a future larger study) and serve as part of the intervention (see below).
Feasibility components
· Multiple data will be used to determine the feasibility of a larger randomised controlled trial using the same intervention: ease of recruitment (time taken to recruit the sample), participation in the program (dropout rates; frequency of group exercise attendance; frequency of home exercise program completion), questionnaire data follow-up rates (Arain et al., 2010)

Other outcomes: Sense of force reliability and correlation with active range of motion
These other outcomes will be collected at baseline as part of a reliability study.
· Participants will complete a force-matching protocol against a fixed force transducer
· Participants will be asked to perform 6 repetitions of each for flexion, extension, rotation (left and right), and lateral flexion (left and right) of 10% and 25% maximum voluntary contractions
Cervical active range of motion 
· Participants will be asked to perform 6 repetitions each of flexion, extension, rotation (left and right), and lateral flexion (left and right) using Xsens equipment as per protocol described previously.

13.	Participant timeline	
Time schedule of enrolment, interventions (including any run-ins and washouts), assessments, and visits for participants. A schematic diagram is highly recommended (see Figure)
[image: ]
Expected timeline for participant involvement: 
week 1: Screening (including Neck Disability Index)
week 2: Physical testing and subjective questionnaires
week 3: Reliability measures (sense of force retest)
week 4: Intervention – Education class
week 5: Intervention – Exercise class 1
week 6: Intervention – Exercise class 2
week 7: Intervention – Exercise class 3
week 8: Intervention – Exercise class 4
week 9: Subjective questionnaires
week 16: Subjective questionnaires
*There may be a slight extension (1-2 weeks) between the reliability measures and commencing the intervention

14.	Sample size	
Estimated number of participants needed to achieve study objectives and how it was determined, including clinical and statistical assumptions supporting any sample size calculations
Sample size for reliability measures was calculated (G Power) using differences in cervical range of motion measures in people with neck pain versus controls of 8.7 degrees (Ang, 2008). With an effect size of 0.50 it was determined that 7 participants would be required for reliability measures. 
For the interventional component, an initial convenient sample of 15 people will be used to explore feasibility and determine a sample size for a potential future study. 

15.	Recruitment	
Strategies for achieving adequate participant enrolment to reach target sample size
Participants will be recruited from expression of interest notices placed at allied health and medical clinics (and their social media platforms), and the University.

Methods: Assignment of interventions (for controlled trials)
16.	Allocation	
       	16a. Sequence generation	
Method of generating the allocation sequence (eg, computer-generated random numbers), and list of any factors for stratification. To reduce predictability of a random sequence, details of any planned restriction (eg, blocking) should be provided in a separate document that is unavailable to those who enrol participants or assign interventions
       Not applicable

16b. Allocation concealment mechanism
 Mechanism of implementing the allocation sequence (eg, central telephone; sequentially numbered, opaque, sealed envelopes), describing any steps to conceal the sequence until interventions are assigned
Not applicable

        	16c. Implementation	
Who will generate the allocation sequence, who will enrol participants, and who will assign participants to interventions
 Not applicable

17.	Blinding (masking)	
           	17a. 	
Who will be blinded after assignment to interventions (eg, trial participants, care providers, outcome assessors, data analysts), and how
Not applicable (single cohort)

            17b. 	
If blinded, circumstances under which unblinding is permissible, and procedure for revealing a participant’s allocated intervention during the trial
Not applicable (single cohort)

Methods: Data collection, management, and analysis
18.	Data collection methods	
           18a. 	
Plans for assessment and collection of outcome, baseline, and other trial data, including any related processes to promote data quality (eg, duplicate measurements, training of assessors) and a description of study instruments (eg, questionnaires, laboratory tests) along with their reliability and validity, if known. Reference to where data collection forms can be found, if not in the protocol
Baseline subjective reporting primary and secondary outcome measures will be collected on site at La Trobe University prior to the initial testing session. Follow up subjective measures will be collected through a deidentified survey. Please refer to question 13 ‘Outcomes’ for detail regarding validity of items, and refer to appendices for copies of the questionnaires. Qualitative data contained within the journal will be obtained through scanning of the physical copy to storage on a University computer by a member of the research team, and the journal will remain with the participant. 

           18b. 	
Plans to promote participant retention and complete follow-up, including list of any outcome data to be collected for participants who discontinue or deviate from intervention protocols
Participants who do not complete the post-intervention subjective survey will be initially contacted via email. If no response is received after three business days, a follow-up phone call will be delivered. 
Participants will maintain an exercise diary outlining any deviation from the protocol and their participation rates in the home exercise program. 

19.	Data management	
Plans for data entry, coding, security, and storage, including any related processes to promote data quality (eg, double data entry; range checks for data values). Reference to where details of data management procedures can be found, if not in the protocol
Electronic files will be stored in the new university system and hard copies will be kept in a locked cabinet). Any manual data entry will be double checked and automated data processes will be inspected by one investigator.

20.	Statistical methods	
            20a. 	Statistical methods for analysing primary and secondary outcomes. 
Reference to where other details of the statistical analysis plan can be found, if not in the protocol
Quantitative statistical methods will be employed for reliability (ICCs) and interventional components (paired t-test). Journal entries will be analysed using qualitative data methods. 

            20b. Additional analysis
	Methods for any additional analyses (eg, subgroup and adjusted analyses)
Not applicable.

             20c. 	
Definition of analysis population relating to protocol non-adherence (eg, as randomised analysis), and any statistical methods to handle missing data (eg, multiple imputation)
Potential drop-off numbers will be reported for feasibility measures, but we will remove the relevant primary and secondary outcome data from analysis.

Methods: Monitoring
21.	Data monitoring	
            21a. 	Composition of data monitoring committee (DMC) 
Summary of its role and reporting structure; statement of whether it is independent from the sponsor and competing interests; and reference to where further details about its charter can be found, if not in the protocol. Alternatively, an explanation of why a DMC is not needed.
Data monitoring committee is not required for this study because it is single-site and data monitoring will be completed by the research team.

            21b.	Interim analyses and stopping guidelines
Description of any interim analysis and stopping guidelines including who will have access to these interim results and make the final decision to terminate the trial.
Participants may withdraw at any stage if their symptoms are worsening or they wish to resume their usual care. There will be no specific interim analysis by the research team, but investigators may decide to stop the study if there is a trend of drop outs due to adverse effects (see Safety Reporting and Monitoring plan)
22.	Harms	
Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported adverse events and other unintended effects of trial interventions or trial conduct
Effects of intervention will be reported by participants in their journal entries, including unintended effects. Any serious adverse event (e.g. increase in pain symptoms) will be reported by the immediate investigator  following guidelines as outlined in the Safety Reporting and Monitoring Plan. These items will be reported in the final analysis when publishing to a peer-reviewed journal. 

23.	Auditing	
Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent from investigators and the sponsor
Not applicable. 

Ethics and dissemination
24.	Research ethics approval	
Plans for seeking research ethics committee/institutional review board (REC/IRB) approval
Application to the University Human Ethics Committee prior to commencement.


25.	Protocol amendments	
Plans for communicating important protocol modifications (eg, changes to eligibility criteria, outcomes, analyses) to relevant parties (eg, investigators, REC/IRBs, trial participants, trial registries, journals, regulators)
Any changes will be reported to the University Human Ethics Committee and the Australian and New Zealand Clinical Trials registry. 

26.	Consent or assent	
            26a. Obtaining consent	
Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and how (see Item 32)
Eligible participants will receive the participant information and consent form (PICF) and have an opportunity to ask questions at their visit to the University, before providing verbal and written consent.

           26b. Additional consent	
Additional consent provisions for collection and use of participant data and biological specimens in ancillary studies, if applicable

27.	Confidentiality	
How personal information about potential and enrolled participants will be collected, shared, and maintained in order to protect confidentiality before, during, and after the trial
Participants will be allocated a number to ensure their data is de-identified. 

28.	Declaration of interests	
Financial and other competing interests for principal investigators for the overall trial and each study site
Not applicable

29.	Access to data	
Statement of who will have access to the final trial dataset, and disclosure of contractual agreements that limit such access for investigators
Only the team of investigators will have access to the final dataset.

30.	Ancillary and post-trial care	
Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial participation
We do not anticipate any post-trial harm or need for compensation. In the case of adverse events, we will follow the adverse event reporting processes as outlined in the Safety Reporting and Monitoring Plan. Compensation will be covered through La Trobe University Clinical Trials Insurance through their role as study sponsor. .
	
           31a. Dissemination policy	
Plans for investigators and sponsor to communicate trial results to participants, healthcare professionals, the public, and other relevant groups (eg, via publication, reporting in results databases, or other data sharing arrangements), including any publication restrictions
Results will be disseminated through publication, a short presentation to participants (including report of outcomes), and conference presentation (Australian Physiotherapy Association Annual Conference).

           31b.	Authorship eligibility 
	Authorship eligibility guidelines and any intended use of professional writers
Only those involved in the research team and writing of manuscript(s) will meet authorship eligibility. 

            31c.	Public access
Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code
The protocol outline is available to the public via the ANZCTR website (https://www.anzctr.org.au/). Deidentified data may be provided upon request to the chief-investigator.

Appendices
32.	Informed consent materials	
Model consent form and other related documentation given to participants and authorised surrogates.
Please see PICF attached.

33.	Biological specimens	
Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular analysis in the current trial and for future use in ancillary studies, if applicable
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.
 
Figure.  Example template of recommended content for the schedule of enrolment, interventions, and assessments.*
	Assessment / task
	Screening 
Time: 30 minutes
	Visit 1
Time: 3 hours
	Visit 2
Time: 
2.5 hours
	Visit 3
Time: 
1 hour
	Visit 4
Time: 1 hour
	Visit 5
Time: 1 hour
	Visit 6 Time: 1 hour
	Visit 7 Time: 1 hour
	Follow-up (1)
Time: 30 mins
	Follow-up (2)
Time: 30 mins
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Recruitment

y
[ Phone screening (incl. NDI) (30 mins duration) ]

> Exclusion based on eligibility

y

Physical testing (AROM and sense of force) and additional baseline
outcome measures (subjective questionnaires) (3 hours)

y
Reliability measures (sense of force re-test 5-7 days later) (2.5 hours) ]

Intervention (5 weeks)

y
‘ Outcome measures: online subjective 1 week post intervention (30 mins) ‘

y
‘ Outcome measures: online subjective 8 weeks post intervention (30 mins) ‘





