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Scoring criteria for CONSORT-NI items (0–2 scale)
Each CONSORT-NI item was scored using a three-point scale to assess reporting completeness:
· Score 0 (Not reported):
 The CONSORT-NI item was not reported, or the information provided was insufficient to address the item.

· Score 1 (Partially reported):
 The item was reported, but one or more key components recommended by the CONSORT-NI extension were missing, unclear, or insufficiently justified.

· Score 2 (Adequately reported):
 The item was fully and clearly reported in accordance with CONSORT-NI recommendations, with all key components adequately addressed.
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Examples of scoring for selected CONSORT-NI items for full-text reviewing

	
	CONSORT-NI Description
	0 = Not Reported
	1 = Partially Reported
	2 = Adequately Reported

	
	Identification as noninferiority trial in title
	No mention of noninferiority in the title
	             -
	Explicit identification as “noninferiority randomized trial.”

	
	Rationale for NI design
	No rationale provided
	NI design is mentioned without justification
	Clear rationale explaining why the NI design was appropriate

	
	NI hypothesis & margin with rationale
	Margin not reported
	Margin reported without justification OR hypothesis unclear
	Explicit NI hypothesis + clearly stated margin + justification

	
	Similarity of participants to reference trials
	Not discussed
	Mentioned but limited comparison
	Clear description of similarity to prior efficacy trials

	
	Similarity of reference treatment
	Not discussed
	Reference mentioned, but comparability unclear
	Explicit statement confirming identical/similar reference treatment

	
	NI outcomes & similarity to prior trials
	NI outcome not specified
	Outcome mentioned, but the NI hypothesis is unclear
	Explicit NI outcome + stated hypothesis + similarity clarified

	
	Sample size based on NI
	No sample size justification
	Sample size reported but not linked to the NI margin
	Sample size calculated using NI framework with stated margin

	
	Interim analysis & NI relevance
	Not reported when applicable
	Mentioned but unclear relevance to NI
	Clearly described interim analysis linked to NI hypothesis

	
	Statistical methods
	Methods not described
	Statistical test mentioned, but the CI approach is unclear
	Explicit method + one/two-sided CI approach stated

	
	CI with NI margin
	No CI and margin shown
	CI or NI margin unclear
	CI clearly displayed with NI margin

	
	Interpretation relative to NI
	No NI interpretation
	NI conclusion stated, but the margin/CI was not discussed
	Interpretation explicitly linked to the NI margin and CI



Examples of scoring for selected CONSORT-NI items for abstract reviewing

	Item
	Description
	0
	1
	2

	Title
	Identification as NI trial
	No NI mention
	           -
	Explicit NI identification

	Objective
	NI hypothesis & margin
	No NI hypothesis
	NI mentioned without margin
	Explicit NI hypothesis + margin

	Methods–Outcome
	For all outcomes superiority or  noninferiority clarified
	Not clarified for none of outcomes
	Not clarified for all outcomes
	Clearly stated whether NI or superiority for all outcomes

	Results–Outcome
	Result relative to NI margin
	No NI comparison
	Result reported without margin comparison
	Explicit result interpreted relative to NI margin

	Conclusions
	Interpretation relative to NI
	No NI interpretation
	NI conclusion without margin context
	Interpretation explicitly referencing NI hypothesis



