


Analysis considerations (Response from Protocol, Section 1 ‘Summary’, page 6)

Sample size calculation: For a pilot study, a sample size of n = 29 is necessary to have a 95% confidence of detecting an event which has a true probability of π = 0.10. As the participants will be randomised into two groups with a 1:1 allocation ratio, and to overcome the probable potential 15% attrition of participants during the study period, while ensuring availability of sufficient participants, a sample size of n=40 will be recruited in this study.

Analysis plan:  Analyses of the endpoints will follow the ‘intention to treat’ and ‘per-protocol’ approaches.  Demographics and data will be descriptively summarised at baseline using sample means and proportions with corresponding 95% confidence intervals. The primary or secondary outcomes will be addressed using a mixed linear model over time.



Data analysis

Key feasibility endpoints are recruitment rates and the participation and completion of the study interventions (from Logbook data) within the stated study periods. Secondary outcome measure endpoints will include changes in reported fatigue and quality of life as measured respectively by the BFI and PROMIS-29v2.0 scores at baseline (week 0), compared with at 4 weeks (mid-point), 8 weeks (final week) and 9 weeks (1 week follow-up). Participant’s CEQ ratings are compared prior to study group randomisation with their credibility scores on completing the Baduanjin MBE program. 

Data will be transcribed into an excel spreadsheet and checked for accuracy. Analyses of the endpoints will follow the Intent-to-Treat (all participants as per randomisation) and per-protocol (participants adhering to the protocol). These analyses will include, as appropriate, participant demographic (co-variates) and Baduanjin MBE participatory frequency data. 

The secondary outcome data we will test the analysis methods and assumptions of normality in the data with the full expectation that the results will be non-significant. To our knowledge, this will be the first study evaluating the feasibility and effects of Baduanjin MBE on CRF using a remote delivery method. Critically, the data will be used to identify an effect size, along with standard errors and standard deviations, that are clinically important for investigation in a larger study.  

Missed weekly sessions will not construe a protocol deviation. Missing data will be imputed from previous data entries. Regression models may be tested to predict missing outcomes based on participant age and sex characteristics. This includes using these data to formulate study hypotheses. As such, data will be transformed to ensure approximate normal distributions. We will explore and report confounders in the modelling.

All data will be entered and managed using the Research Electronic Data Capture (REDCap) management system and all analyses performed using SPSS (V 24.0; IBM Corp; Armonk, NY, USA) or descriptive analyses and data sorting with Microsoft Excel.

