CONSORT 2010 Checklist
Adapted for the randomized, open-label, two-period crossover bioequivalence trial: “Bioequivalence Evaluation of Canagliflozin Tablets in Healthy Chinese Volunteers Under Fasting and Fed Conditions.” A completed checklist is provided as an additional file.
	Item
	CONSORT 2010 checklist item
	Location in manuscript

	1a
	Identification as a randomized trial in the title
	Title includes “randomized” and “crossover trial”. (p. 1)

	1b
	Structured summary of trial design, methods, results, and conclusions
	Structured Abstract provided (Objective, Methods, Results, Conclusion). (p. 1)

	2a
	Scientific background and explanation of rationale
	Introduction, paras 1–3. (p. 2)

	2b
	Specific objectives or hypotheses
	Objective stated in Abstract and Introduction. (p. 1–2)

	3a
	Description of trial design (parallel, crossover, etc.)
	Randomized, open-label, single-dose, two-formulation, two-sequence, two-period crossover with 7-day washout; stated in Methods. (p. 3)

	3b
	Important changes to trial design after trial commencement
	None. (p. 3)

	4a
	Eligibility criteria for participants
	Participants subsection: healthy adults 18–65 years, BMI 18.5–26.0 kg/m²; exclusion criteria listed. (p. 3)

	4b
	Settings and locations where data were collected
	Single center: Guangzhou Panyu Central Hospital, Guangzhou, China. (p. 3)

	5
	Interventions for each group with sufficient detail
	Test (Shandong Phoenix, batch 5021791) and reference (INVOKANA®, Janssen-Cilag, batch LFL1800), both 100 mg, single oral dose; fasting (240 mL water, ≥10 h fast) and fed (high-fat meal 30 min pre-dose) cohorts. (p. 3)

	6a
	Completely defined prespecified primary and secondary outcome measures
	Primary: Cmax, AUC0–t, AUC0–∞; secondary: Tmax, t½z, λz, safety. (p. 3)

	6b
	Any changes to trial outcomes after trial commencement
	None. (p. 3)

	7a
	How sample size was determined
	Sample size justified by PK variability and regulatory bioequivalence requirements (n=28 per cohort). (p. 4)

	7b
	Who generated the random allocation sequence
	An independent statistician generated the randomization sequence using SAS. (p. 3)

	8
	Method used to generate the random allocation sequence
	Computer-generated random sequence (SAS), blocked randomization within sex stratum. (p. 3)

	9
	Mechanism used to implement the random allocation sequence
	Sequentially numbered, sealed, opaque envelopes (SNOSE); allocation concealed until formulation dispensing. (p. 3)

	10
	Who was blinded after assignment to interventions
	Open-label: investigators and subjects could not be blinded because formulations differed in appearance; plasma samples and PK analysis were blinded to treatment sequence. (p. 3)

	11a
	Statistical methods to compare groups for primary outcome
	ANOVA on ln-transformed Cmax, AUC0–t, AUC0–∞ (sequence, period, formulation as fixed effects; subject[sequence] as random) with 90% CI of geometric mean ratio; bioequivalence if CI within 80.00–125.00%. (p. 4)

	11b
	Methods for additional analyses
	Non-compartmental PK (Phoenix WinNonlin v8.3); Wilcoxon signed-rank test for Tmax; descriptive statistics for safety. (p. 4)

	12a
	Flow of participants (CONSORT diagram)
	CONSORT flow diagram included as Figure 2: 56 screened, 56 randomized (28 fasting, 28 fed), 56 completed, no dropouts. (p. 5)

	12b
	Losses and exclusions after randomization
	None. (p. 5)

	13
	Dates defining the periods of recruitment and follow-up
	Recruitment and follow-up dates stated. (p. 2)

	14a
	Baseline demographic and clinical characteristics
	Table 1: sex, age, weight, BMI by cohort. (p. 5)

	14b
	Number of participants in each group
	28 per sequence per cohort; 56 total. (p. 5)

	15
	Number of participants analyzed in each group
	Full analysis set, bioequivalence set, and safety set each included all 28 participants per cohort. (p. 5)

	16
	For each primary outcome, a result for each group and the estimated effect size
	Table 2 and Table 3: Cmax, AUC0–t, AUC0–∞ with GM, GMR (T/R, %), 90% CI, and intra-subject CV%. (pp. 5–6)

	17a
	Results of any other analyses done
	Tmax, t½z, λz, safety, and tolerability. (pp. 6–7)

	17b
	Effect of adherence to interventions
	Not applicable (single-dose, directly observed administration). (p. 6)

	18
	Harms or unintended effects
	Adverse events, vital signs, hematology, biochemistry, urinalysis, and ECGs; all AEs Grade 1, no SAEs. Table 4. (p. 7)

	19
	Limitations of the trial
	Single ethnic group (Chinese healthy volunteers), single center, small sample size, open-label design. (p. 7)

	20
	Trial interpretation consistent with results
	Test and reference formulations bioequivalent under fasting and fed conditions, with comparable safety. (p. 7)

	21
	Registration number and name of trial registry
	Registered on the China Drug Trials registry (CTR20221376, June 13, 2022); retrospectively registered on the Chinese Clinical Trial Registry (ChiCTR2600133557, September 29, 2026). (p. 1)

	22
	Full protocol availability
	Protocol available from the corresponding author on reasonable request. (p. 8)

	23
	Funding source and role
	Funding and conflicts of interest declared. (p. 8)


Note: Page numbers refer to the revised manuscript. “Not applicable” (NA) is used where an item is not meaningful for a single-dose, two-period crossover bioequivalence trial.




