CONSORT 2010 checklist of information to include when reporting a randomised parallel-group trial
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	Title and Abstract
	
	
	

	
	1a
	Identification as a randomised trial in the title
	Page 1 (Title)

	
	1b
	Structured summary of trial design, methods, results, and conclusions; include trial registration number and date in abstract
	Page 1 (Abstract)

	Introduction
	
	
	

	Background & objectives
	2a
	Scientific background and rationale for the trial
	Page 2 (Introduction)

	
	2b
	Specific objectives and hypotheses
	Page 2 (Introduction)

	Trial design
	3a
	Description of trial design (parallel-group pilot RCT), including allocation ratio 1:1
	Page 3 (2.1)

	
	3b
	Important changes to methods after trial commencement (none in this study)
	Page 3 (2.1)

	Methods: Participants
	
	
	

	Eligibility criteria
	4a
	Inclusion and exclusion criteria for participants
	Page 4 (2.1)

	Setting & locations
	4b
	Two tertiary hospitals in Jiangxi Province, full address listed
	Page 3 (2.1)

	Methods: Interventions
	5
	Complete details of GSV interposition graft and control upper-limb AV access procedures, anaesthesia, post-op medication protocols for replication
	Page 4–5 (2.2)

	Methods: Outcomes
	
	
	

	Primary & secondary outcomes
	6a
	Predefined primary outcome (24-month primary patency) and all secondary outcomes, definition of patency, Doppler assessment timing
	Page 5 (2.3)

	Outcome changes
	6b
	No changes to trial endpoints after recruitment started
	Page 3 (2.1)

	Methods: Sample size
	
	
	

	Sample size determination
	7a
	State this is an unpowered pilot trial without formal sample size calculation
	Page 6 (2.4)

	Interim analyses / stopping rules
	7b
	No interim analyses or pre-specified stopping guidelines
	Page 6 (2.4)

	Methods: Randomisation
	
	
	

	Sequence generation
	8a
	Computer-generated random allocation sequence
	Page 4 (2.1)

	Restriction details
	8b
	Simple randomisation, no blocking/stratification
	Page 4 (2.1)

	Allocation concealment
	9
	Sequentially numbered sealed opaque envelopes to conceal allocation sequence
	Page 4 (2.1)

	Implementation
	10
	Sequence generated by statistician; clinicians screened/enrolled patients; surgeons assigned participants to groups
	Page 4 (2.1)

	Methods: Blinding
	
	
	

	Blinding implementation
	11a
	Outcome assessors (ultrasound clinicians) and statistical analysts blinded; surgeons unblinded due to distinct vein harvest surgery
	Page 4 (2.1)

	Intervention similarity
	11b
	Standardised anastomosis, anaesthesia and postoperative care for both groups
	Page 5 (2.2)

	Methods: Statistical methods
	
	
	

	Between-group comparison methods
	12a
	Kaplan–Meier + log-rank for patency; t-test/Mann–Whitney U, Fisher’s exact for other endpoints
	Page 6 (2.4)

	Additional analyses
	12b
	Multivariate logistic regression for predictors of access failure; pre-planned subgroup analysis within control group
	Page 6 (2.4), Page 10 (3.6)

	Results: Participant flow
	
	
	

	Flow diagram
	13a
	CONSORT flow diagram (Figure 1) showing screening, eligibility, randomisation, follow-up, analysis
	Page 8 (Figure 1)

	Losses & exclusions
	13b
	Zero loss to follow-up; all randomised patients included in complete case analysis
	Page 7 (3.2)

	Trial termination
	14b
	Trial completed full 24-month follow-up, no early stopping
	Page 7 (3.2)

	Results: Baseline data
	15
	Table 1 with baseline demographic and laboratory characteristics for both groups
	Page 17 (Table 1)

	Results: Numbers analysed
	16
	n=20 per group for all analyses; analysed by original randomised allocation
	Page 7 (3.2)

	Results: Outcomes & estimation
	
	
	

	Primary outcome results
	17a
	24-month primary patency rates, absolute difference, log-rank P value, Kaplan–Meier curve (Figure 4, Table 2)
	Page 7 (3.2)

	Secondary outcome results
	17b
	Intraoperative metrics, serial patency, complications, 1-month haemodynamic parameters with effect sizes and P values
	Page 6–9 (3.1–3.4)

	Adverse events
	18
	Full complication incidence, classification and comparison between groups (Figure 5)
	Page 8 (3.3)

	Results: Subgroup & adjusted analyses
	19
	Subgroup analysis of native AVF vs ePTFE graft within control; multivariate logistic regression adjusted for age, sex, ESRD duration, hypertension, diabetes
	Page 9–10 (3.5–3.6)

	Discussion: Limitations
	20
	Full discussion of pilot trial limitations: small sample, retrospective trial registration, combined control interventions, single regional population
	Page 12 (4.4)

	Discussion: Generalisability
	21
	External validity discussed; findings limited to Chinese patients with intact GSV and exhausted forearm veins
	Page 12 (4.4)

	Discussion: Overall interpretation
	22
	Interpret results cautiously consistent with pilot exploratory nature; balance benefits and risks of GSV interposition
	Page 13 (4.5 & Conclusions)

	Other information: Trial registration
	23
	Trial registry name, ID and exact registration date in Abstract and Methods section: ChiCTR2500112130, registered 2025-09-23
	Page 1 (Abstract), Page 3 (2.1)

	Other information: Protocol access
	24
	Full trial protocol finalised before patient screening; available upon reasonable request to corresponding author
	Page 3 (2.1)

	Other information: Funding
	25
	Funding source (2024 Yingtan Key Science and Technology Programme, Grant No.20244-640718) and funder role declared in Declarations
	Page 15 (Declarations)



