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Downs and Black checklist score:
▪ Excellent (Score:26)
▪ Good (Score:20-25)
▪ Fair (Score:15-19)
▪ Poor (Score:<14)

Supplementary Table 1: Comparison of ROBINS-I V2 and Downs & Black checklist in 
endometrial cancer studies
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Comparing ROBINS-I V2 and Downs & Black for nRCTs in the 
Context of HTA

Domains ROBINS-I V2 Downs & Black checklist

Oaknin et al., 

2020 (1)

O’Malley et al., 

2022 (2)

Makker et al., 

2022 (3)

Comments Oaknin et al., 

2020 (1)

O’Malley et al., 

2022 (2)

Makker et al., 

2022 (3)

Comments

Bias due to 

confounding

Moderate Moderate Low Q1.1–1.5 assess if baseline 

confounders were reported for 

(e.g., “Were there important 

confounding domains not 

considered or controlled for?”).

0 1 1 Item 5: “Are distributions of 

principal confounders 

described?” Limited; no 

structured approach to 

confounder identification or 

adjustment is included.

Bias in 

classification of 

interventions

Low Low Low Q2.1–2.5 address intervention 

classification and 

missclassification (e.g., “Was 

intervention status accurately 

classified for all or nearly all 

participants?”).

1 1 1 Item 4: “Were interventions 

clearly described?” Ensures 

clarity but does not explore 

misclassification risk 

systematically.

Bias in selection of 

participants

Low Low Low Q3.1–3.10 evaluate if participant 

inclusion led to bias (e.g., “Were 

eligible participants 

representative of the 

population?”).

1 1 1 Item 21: “Were subjects 

representative of the source 

population?” Also reflects 

external validity rather than bias 

alone.

Bias due to 

deviations from 

intended 

interventions

Low Low Low Q4.1–4.5 assess non-adherence, 

co-interventions, and whether 

deviations introduced bias (e.g., 

“Were deviations balanced or 

affected outcome?”).

1 1 1 Item 6: “Were the main findings 

of the study clearly described?” 

Simpler compliance check, lacks 

causal implications or 

assessment of deviations.

Bias due to missing 

data

Low Low Low Q5.1–5.11 examine extent, 

reasons, and handling of missing 

data (e.g., “Is it likely that missing 

data could bias the results?”).

0 1 1 Items 9 and 26 cover reporting 

and justification of attrition and 

loss to follow-up (e.g., “Were loss 

to follow-up described or were 

loss to follow-up taken into 

account”).

Bias in 

measurement of 

outcomes

Low Low Low Q6.1–6.4 determine if outcome 

assessment was blinded or 

influenced by intervention 

knowledge (e.g., “Could outcome 

measurement be influenced by 

bias?”).

1 1 1 Items 7–8: “Were the outcome 

measures valid and reliable?” 

and “Were they applied equally to 

all subjects?” Relates to accuracy 

and consistency.

Bias in selection of 

reported result

Moderate Moderate Low Q7.1–7.3 evaluate if prespecified 

outcomes were all reported (e.g., 

“Was there evidence of selective 

reporting of outcomes or 

timepoints?”).

0 1 1 Item 16: “Were all important 

outcomes considered in 

analysis?” Implies thoroughness 

but lacks structure to detect 

selective reporting.

External validity 

(generalizability)

Not assessed Not assessed Not assessed Not assessed. ROBINS-I is 

designed to evaluate internal 

validity only.

1 1 1 Items 11–13: “Were staff and 

representative members 

blinded?” Addresses applicability 

of findings to real-world 

populations.

Reporting quality 

(clarity)

Not assessed Not assessed Not assessed Not covered in ROBINS-I 

(reporting clarity is not the same 

as bias).

0 1 1 Items 1–3, 10, 17–20 assess 

clarity of objectives, methods, 

variability, and adverse event 

reporting. Evaluates 

completeness and transparency 

of reporting.

Power/sample size 

estimation

Not assessed Not assessed Not assessed Not included. ROBINS-I does not 

assess adequacy of power or 

sample size.

1 0 1 Item 27: “Did the study have 

sufficient power to detect a 

clinically important effect?” One 

item assesses design 

robustness.

Overall* Serious to 

Critical

Low Serious to 

Critical

18 24 18
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