catalog

(6101 N S10] 2§ B0 AN ol o 1= To] L) O OO PPRUPPPPRRUPPPPPS 2
TaDLE ST BOAY WeIENT CaN S . cuiiii ittt e e ee ettt et et ean s e e aueussasaansassenstssssssssessssssessensesssnsssssnssnssessessesssssssstussssssssessessnssssssnssnsssssessessensenesneses 5
Table S2 Participant-level summary of in-hospital paracentesis drainage during the StUAY PEFIOQ .. cu.iieiiiiiiiiiiii et e et e et e e s ee s easeansaeneannaannanns 6
Table S3 Primary LMM estimand and MOGEL OUTPUES ..ceuiuuiiiiiiiiiiiiiiiiiiteie ettt et ettt et e et s et eetasetasaensaensanssennsesnsannsesssasssesssesnsesnsesssesssesssasssessssnssesssenssesnsennsennsennsenns 8
Table SAA PartiCipant-LeVel SENSITIVITY ANalYSES . ..ttt e ettt et e te et ettt eanttnstnstastustasssssessesstsstnssssssssussessssssssssstsstussnssssssssessasssssssessssssssssessessenesneses 8
Table S4B Descriptive raw Changes frOM DASEUINE ....c..ii it e et e ettt ettt et e et e et et sassansansansanssnssnssssssssessensenssnssssssssessensensenssnssnesssssssensensenernernns 10

............................................................................................................................................................................ 11

Table S5 Missing data........cceveeeviiiiiiiiiniiinnnnnee.



Supplementary materials

CONSORT 2025 checklist

Section/topic No CONSORT 2025 checklist item description Reported
on page no.
Title and abstract
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1b Structured summary of the trial design, methods, results, and conclusions 2-3
Open science
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Protocol and statistical 3 Where the trial protocol and statistical analysis plan can be accessed supplementary
analysis plan file
Data sharing 4 Where and how the individual de-identified participant data (including data dictionary), statistical code and any other 21
materials can be accessed
Funding and conflicts of 5a Sources of funding and other support (eg, supply of drugs), and role of funders in the design, conduct, analysis and reporting 22
interest of the trial
5b Financial and other conflicts of interest of the manuscript authors 21
Introduction
Background and rationale 6 Scientific background and rationale 4-5
Objectives 7 Specific objectives related to benefits and harms 4-5
Methods supplementary
file
Patient and public 8 Details of patient or public involvement in the design, conduct and reporting of the trial supplementary
involvement file
Trial design 9 Description of trial design including type of trial (eg, parallel group, crossover), allocation ratio, and framework (eg, supplementary
superiority, equivalence, non-inferiority, exploratory) file
Changes to trial protocol 10 Important changes to the trial after it commenced including any outcomes or analyses that were not prespecified, with reason ~ /
Trial setting 11 Settings (eg, community, hospital) and locations (eg, countries, sites) where the trial was conducted 5
Eligibility criteria 12a Eligibility criteria for participants 5-6 and
supplementary
file
12b If applicable, eligibility criteria for sites and for individuals delivering the interventions (eg, surgeons, physiotherapists)
Intervention and comparator 13 Intervention and comparator with sufficient details to allow replication. If relevant, where additional materials describing the ~ 6-7

intervention and comparator (eg, intervention manual) can be accessed
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Prespecified primary and secondary outcomes, including the specific measurement variable (eg, systolic blood pressure),
analysis metric (eg, change from baseline, final value, time to event), method of aggregation (eg, median, proportion), and
time point for each outcome

How harms were defined and assessed (eg, systematically, non-systematically)

How sample size was determined, including all assumptions supporting the sample size calculation

Explanation of any interim analyses and stopping guidelines

Who generated the random allocation sequence and the method used
Type of randomisation and details of any restriction (eg, stratification, blocking and block size)

Mechanism used to implement the random allocation sequence (eg, central computer/telephone; sequentially numbered,
opaque, sealed containers), describing any steps to conceal the sequence until interventions were assigned

Whether the personnel who enrolled and those who assigned participants to the interventions had access to the random
allocation sequence

Who was blinded after assignment to interventions (eg, participants, care providers, outcome assessors, data analysts)
If blinded, how blinding was achieved and description of the similarity of interventions

Statistical methods used to compare groups for primary and secondary outcomes, including harms
Definition of who is included in each analysis (eg, all randomised participants), and in which group

How missing data were handled in the analysis

Methods for any additional analyses (eg, subgroup and sensitivity analyses), distinguishing prespecified from post hoc

For each group, the numbers of participants who were randomly assigned, received intended intervention, and were analysed
for the primary outcome
For each group, losses and exclusions after randomisation, together with reasons

Dates defining the periods of recruitment and follow-up for outcomes of benefits and harms
If relevant, why the trial ended or was stopped

Intervention and comparator as they were actually administered (eg, where appropriate, who delivered the
intervention/comparator, how participants adhered, whether they were delivered as intended (fidelity))
Concomitant care received during the trial for each group

A table showing baseline demographic and clinical characteristics for each group

For each primary and secondary outcome, by group:

e the number of participants included in the analysis

e the number of participants with available data at the outcome time point

e result for each group, and the estimated effect size and its precision (such as 95% confidence interval)
e for binary outcomes, presentation of both absolute and relative effect size
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Table S1 Body weight changes

Group Admission body Discharge body weight
weight (kg) (kg)

Empagliflozin 1 60 58
Empagliflozin 2 67 65
Empagliflozin 3 70 66
Empagliflozin 4 65 63
Empagliflozin 5 75 68
Empagliflozin 6 80 75
Empagliflozin 7 55 53.5
Empagliflozin 8 89 85
Empagliflozin 9 72 70
Empagliflozin 10 61 56
Control 1 64 58
Control 2 71 70
Control 3 72 68
Control 4 57.5 57
Control 5 60 59
Control 6 72.5 69
Control 7 52 51
Control 8 88 82
Control 9 69 65
Control 10 66 62
Control 11 82 80

Group-level summary:
Empagliflozin group (n=10): admission body weight 69.4 = 10.1 kg; discharge body weight 66.0 = 9.4 kg; mean body weight reduction 3.45 + 1.83 kg
Control group (n=11): admission body weight 68.5 + 10.4 kg; discharge body weight 65.5 + 9.6 kg; mean body weight reduction 3.00 + 2.01 kg

Between-group mean difference in body weight reduction: 0.45 kg (95% CI -1.31 to 2.21)



Table S2 Participant-level summary of in-hospital paracentesis drainage during the study period

. Total paracentesis Mean daily
Participant ID Inpatient study days drainage volume paracentesis volume
observed (mL) (L/day)
E1 10 3500 0.35
E2 10 5300 0.53
E3 10 0 0
E4 7 3000 0.429
E5 7 3300 0.471
E6 10 6300 0.63
E7 9 5100 0.567
E8 10 4700 0.47
E9 9 2400 0.267
E10 9 6700 0.744
C1 10 12000 1.2
C2 10 6300 0.63
C3 8 7800 0.975
C4 9 9400 1.044
C5 9 8500 0.944
cé6 8 11100 1.387
Cc7 9 0 0
cs8 8 14000 1.75
C9 8 6900 0.863




c10 9 10500 1.167

C11 10 12100 1.21

Note. Empagliflozin group (n=10): 0.6 + 0.4 L/day; Control group (n=11): 1.3 = 0.6 L/day; Between-group mean difference: -0.70 L/day (95% CI -1.17 to -0.23).
For each participant, total paracentesis drainage volume was summed across all inpatient study days under observation. Mean daily paracentesis volume was
defined as total drainage volume divided by the number of inpatient study days under observation. Days without paracentesis were assigned a value of 0 mL. Blank
cells after discharge indicate that the participant was no longer under inpatient observation and therefore did not contribute further study days. Group-level values

reported in the main text are based on participant-level mean daily paracentesis volumes.



Table S3 Primary LMM estimand and model outputs

Outcome Estimate (95% CI) p_value E_change_model C_change_model n_subjects n_obs
FENa (%) 0.437 (0.046, 0.828) 0.0286 0.530272031 0.09365402 21 92
24h urinary sodium

(mmol/24h) 92.1(47.1,137.2) <0.0001 81.67229086 -10.46061553 21 92
24h urine volume

(mL/24h) 821.7 (403.4, 1240.0) 0.0001 764.2832319 -57.40907581 21 95

Table S4A Participant-level sensitivity analyses

Between-group

Outcome Analysis / estimate (95% P value Note
Summary Type
Cl)
Effect on post-
FENa (%) ANCOVA 0.502(0.167, 0.0033 mean adjusted
0.836) .
for baseline
. Non-parametric
Mann-Whitney U -- 0.0151
test
24-hour urinar Effect on post-
. . y ANCOVA 69.2 (5.8, 132.5) 0.0323 mean adjusted
sodium excretion o
for baseline
. Non-parametric
Mann-Whitney U - 0.0083
test
. Effect on post-
24-hoururine | \\/ova 638.1(118.7, 0.0161 mean adjusted
volume 1157.4) .
for baseline
. Non-parametric
Mann-Whitney U | -- 0.0054

test

Note. Participant-level sensitivity analyses were based on the post-baseline mean
across Days 1, 3, 7, and 10. ANCOVA denotes linear regression of the participant-level
post-baseline mean on treatment group adjusted for baseline, with HC3 robust standard
errors. Mann-Whitney U denotes a nonparametric comparison of participant-level
changes from baseline between groups.






Table S4B Descriptive raw changes from baseline

Outcome

Group

Mean change from
baseline + SD

Note

FENa (%)

Control

0.063+0.192

Within-group raw
change from baseline
to post-baseline mean

Empagliflozin

0.529+0.454

Within-group raw
change from baseline
to post-baseline mean

24-hour urinary
sodium excretion

Control

-17.3+74.9

Within-group raw
change from baseline
to post-baseline mean

Empagliflozin

83.3+72.8

Within-group raw
change from baseline
to post-baseline mean

24-hour urine volume

Control

-60.2+472.3

Within-group raw
change from baseline
to post-baseline mean

Empagliflozin

771.6+678.3

Within-group raw
change from baseline
to post-baseline mean

Note. Rows in this table report descriptive within-group raw changes from baseline to the
post-baseline mean and are provided for transparency. These values are not model-
based treatment-effect estimates.
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Table S5 Missing data

Day 0 Post-treatment
Outcome / Variable Group (Baseline) Day 1 Day 3 Day 7 Day 10 (Combined)
11/11 10/11 11/11 11/11 7/11
FENa (%) C (100.0%) (90.9%) (100.0%) (100.0%) (63.6%) 39/44 (88.6%)
10/10 8/10 8/10 7/10 9/10
E (100.0%) (80.0%) (80.0%) (70.0%) (90.0%) 32/40 (80.0%)
24h Urinary Sodium 11/11 10/11 11/11 11/11 7/11
(mmol/24h) C (100.0%) (90.9%) (100.0%) (100.0%) (63.6%) 39/44 (88.6%)
10/10 8/10 8/10 7/10 9/10
E (100.0%) (80.0%) (80.0%) (70.0%) (90.0%) 32/40 (80.0%)
24h Urine Volume 11/11 11/11 11/11 11/11 8/11
(mL/24h) C (100.0%) (100.0%) (100.0%) (100.0%) (72.7%) 41/44 (93.2%)
10/10 8/10 8/10 8/10 9/10
E (100.0%) (80.0%) (80.0%) (80.0%) (90.0%) 33/40 (82.5%)
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