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[bookmark: _Toc109904720]Appendix 1: Extraction spreadsheet summary for review of publicly funded NI trials
	Section
	Information Extracted

	Administration
	Review Unique ID

	
	ISRCTN ID

	
	NIHR Award ID

	
	Title

	
	Institution

	
	Chief Investigator

	
	Funding amount

	
	Funder details (funder name, sub-committee, and call type as applicable)

	
	Documents used in the review and was this deemed as sufficient information?

	Trial Characteristics
	Trial start date

	
	Trial end date

	
	Project status

	
	Health category

	
	Number of treatment groups

	
	Treatment type (of each treatment in the trial)

	
	Randomisation type 

	
	Primary analysis population/s

	
	Have co-primary outcomes been used?

	
	Primary non-inferiority outcome (including the category and type of outcome)

	
	Target sample size

	Non-inferiority margin characteristics
	Non-inferiority margin type (e.g., risk difference)

	
	Non-inferiority margin value

	
	Is the non-inferiority margin justified?

	
	Does the justification include reference to clinical unimportant differences? (split further into clinician judgement, patient judgement and previously defined important differences)

	
	Does the justification include reference to statistical considerations?

	
	Does the justification include reference to previous non-inferiority trials?

	
	Does the justification include reference to published guidelines?

	Statistical properties
	Assumed difference between the two treatments

	
	Power (1-beta) used in the sample size calculation

	
	Significance level (alpha) used in the sample size calculation

	
	Standard deviation used in the sample size calculation (as applicable)

	
	Control rate used in the sample size calculation (as applicable)

	Main benefit characteristics
	Main benefit categorised

	
	Who is the main benefit for?

	
	Is the secondary outcome that represents the main benefit powered for?

	
	Is the added benefit mentioned in the justification for the non-inferiority margin?
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