File 9. Guidelines for progression to Phase III trial

Guidelines for progression to a definitive Randomised Controlled Trial (RCT) are based on a traffic light system of green (proceed to RCT design), amber (review RCT design and/or implementation, then proceed), red (stop and do not proceed), and are defined below (extracted from the Statistical Analysis Plan). 

	Recruitment and follow-up

	Care Home Recruitment

	Green:
	12 care homes are recruited

	Amber:
	10 care homes are recruited

	Red:
	Fewer than 10 care homes are recruited

	Resident Care Home Recruitment

	Green:
	At least 20% of screened residents are eligible and consent to take part in the trial

	Amber:
	At least 10% of screened residents are eligible and consent to take part in the trial

	Red:
	Fewer than 10% of screened residents are eligible and consent to take part in the trial

	Residents recruited per Care Home

	Green:
	On average each care home recruits at least 10 residents to the trial

	Amber:
	On average each care home recruits at least eight residents to the trial

	Red:
	On average each care home recruits less than eight residents to the trial

	
	

	Follow-up

	Green:
	Loss to follow-up at nine months is no greater than 25% 

	Amber:
	Loss to follow-up at nine months is no greater than 35% 

	Red:
	Loss to follow-up at nine months is greater than 35% 

	
	

	Intervention delivery

	Green:
	At least 75% of intervention care homes complete the series of three workshops and complete at least one observation review and one action plan review

	Amber:
	At least 50% of intervention care homes complete the series of three workshops and complete at least one observation review and one action plan review

	Red:
	Fewer than 50% of intervention care homes complete the series of three workshops or fewer than 50% complete at least one observation review and one action plan review

	
	

	Data collection

	Green:
	At least 75% of residents provide usable accelerometer data at the nine month follow-up 

	
	At least 75% of residents have patient reported outcome measures from either themselves or a proxy at the nine month follow-up

	Amber:
	At least 65% of residents have patient reported outcome measures at nine months

	Red:
	Less than 65% of residents have patient reported outcome measures at nine months

	
	

	Safety concerns

	Green:
	There are no safety concerns in the view of the Programme Steering Committee (PSC)

	Amber:
	There are no safety concerns in the view of the PSC

	Red:
	There are safety concerns in the view of the PSC


