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Study design indicated in title/abstract

Title page; Abstract (p.1)

Scientific background and rationale explained

Introduction (p.2—3)

Specific objectives stated

End of Introduction (p.4)

Study design presented early in paper

Methods (p.5)

Setting and location described

Methods 2.1 (p.5)

Eligibility criteria described

Methods 2.2 (p.5)

Study Groups

Methods 2.3 (p.5-6-7)

Outcomes clearly defined

Methods 2.4 (p.8)
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Study size explained (power analysis)

Methods 2.5 (p.9)
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Potential sources of bias addressed

Methods; Discussion (p.3;
p.9-10)
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Handling of quantitative variables explained

Methods 2.5 (p.9)

12

Statistical methods described

Methods 2.5 (p.9)

13

Participant numbers at each stage reported

Methods 3 (p.10)

14

Descriptive data presented

Table 1 (p.11)

15

Outcome data reported

Tables 2-3; Figure 4 (p.12—
13; p.15)

16

Main results with precision (p-values)

Results (p.12-13-14)

17

Key results summarized

Discussion (p.18)

18

Limitations discussed

Discussion (p.17-18)

19

Interpretation consistent with results

Discussion (p.16-17)

20

Generalisability addressed

Discussion (p.18)
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Funding information provided

Declarations (p.19)

22

Ethics approval and consent described

Declarations (p.19)




