Supplementary Material S1. Search strategy.

Medline

((((Tricuspid regurgitation) OR (tricuspid insufficiency)) OR (tricuspid valve incompetence)) OR (tricuspid valve regurgitation)) OR (tricuspid incompetence) AND
((((cardioband) OR (cardioband system)) OR (cardioband tricuspid valve reconstruction system)) OR (cardioband tricuspid system)) OR (cardioband implant)

Scopus

( TITLE-ABS-KEY ( tricuspid AND regurgitation ) OR TITLE-ABS-KEY ( tricuspid AND insufficiency ) OR TITLE-ABS-KEY ( tricuspid AND valve AND
incompetence ) OR TITLE-ABS-KEY ( tricuspid AND valve AND regurgitation ) OR TITLE-ABS-KEY ( tricuspid AND incompetence ) AND TITLE-ABS-KEY (
cardioband ) OR TITLE-ABS-KEY ( cardioband AND system ) OR TITLE-ABS-KEY ( cardioband AND tricuspid AND valve AND reconstruction AND system )
OR TITLE-ABS-KEY ( cardioband AND tricuspid AND system ) OR TITLE-ABS-KEY ( cardioband AND implant ) )

CENTRAL

(Tricuspid regurgitation OR tricuspid insufficiency OR tricuspid valve incompetence OR tricuspid valve regurgitation OR tricuspid incompetence) AND
(cardioband OR cardioband system OR cardioband tricuspid valve reconstruction system OR cardioband tricuspid system OR cardioband implant) in Title Abstract
Keyword



Table S1. Characteristics of the included studies. List of abbreviations: 6-MWD, 6-min walk distance; AA, annular area; ACEi, angiotensin-converting enzyme inhibitors; AD,
annulus diameter; ARBs, angiotensin II receptor antagonists; ARNISs, angiotensin receptor-neprilysin inhibitors; CG, coaptation gap; CO, cardiac output; COPD, chronic obstructive
pulmonary disease; EA, edema absence; EQ-5D-5L, EuroQol 5-dimensions 5-level health questionnaire; EROA, effective regurgitant orifice area; HVFR, hepatic vein flow reversal;
IQR, interquartile range; IVC, inferior vena cava; KCCQ, Kansas City Cardiomyopathy Questionnaire; LVEF, left ventricular ejection fraction; LVSV, left ventricular stroke volume;
NOACs, non-vitamin K antagonist oral anticoagulants; NYHA, New York Heart Association; RAA, right atrium area; RAV, right atrial volume; RCA, right coronary artery; RV, right
ventricular; RVEF, right ventricular ejection fraction; RVFAC, right ventricular fractional area change; RVVC, respiratory variability of the vena cava; SD, standard deviation; SE,
significant edema; SGLT-2i, sodium-glucose cotransporter-2 inhibitors; sHR, systolic hepatic reflux; sPAP, systolic pulmonary artery pressure; SVI, stroke volume index; TAPSE,
tricuspid annular plane systolic excursion; TR, tricuspid regurgitation; TRD, tricuspid ring diameter; TRV, tricuspid regurgitant volume; TVTH, tricuspid valve tenting height; VC,

vena contracta. Symbols: * calculated on 36/37 patients; ** calculated on 25/30 patients.
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calculated on 53/61 patients; * mean + SD.
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Table S2. Details of the risk of bias assessment.
Study name Selection Outcome Total Score Risk of bias
Barbieri, 2023 3 3k e 34 3 3 Sk 3 3% 3 38 ek 7/9 Low
Davidson, 2021 3 3% 3% 33k 3%k 3 3% 3 Sk e ke Sk 7/9 Low
Gergek, 2021 E3 30 3% 3 3k 30 3% 30 3k 3k 5/9 Moderate
Gray, 2022 3 3k ¥ 0 3% 3k 3 30 e 3k 3k 6/9 Moderate
Korber, 2021 3 3% 3k Sk 34 Sk ¥ 3 3% 3 3k e ke Sk 7/9 Low
Mattig, 2023 3t ke e 3k 3 3k 3%k 3 3% 3k 3 3 3k Sk 8/9 Low
Nickenig, 2019 3t 3k e 3H 3% 3k 3h 3 3l e e 3k 6/9 Moderate
Nickenig, 2021a 3 3k 3k 3 3% 3 3% 3 3k ek 6/9 Moderate
Nickenig, 2021b 3 3% 3% 343k ¥ 3 3 39 3k % 3k 6/9 Moderate
Ochs, 2024 3 3% 3k Sk 34 3% ¥ 3h 3% 3 38 e ke Sk 7/9 Low
Pardo Sanz, 2022 e 3k 3 30 3% 3 3% 30 3k 33k 6/9 Moderate




Table S3. Summary of the effects of Cardioband implantation on echocardiographic parameters. The table shows the normal and reference values of echocardiographic parameters
used for the diagnosis of tricuspid regurgitation, as reported in the current guidelines. For each parameter, the mean value at baseline and after Cardioband implantation and the
mean change after Cardioband implantation are also reported. Abbreviations: CI, confidence interval; EROA, effective regurgitant orifice area; TR, tricuspid regurgitation. Letters:
2 Antunes et al., 2017 (doi: 10.1093/ejcts/ezx279);®> Hahn, 2019 (doi: 10.1016/j.jemg.2018.07.033); <Hahn, 2022 (doi: 10.1093/ehjci/jeac009), ¢ Kossaify, 2018 (doi: 10.4137/CMC.S27462).

Mean value Mean value Mean value Mean value Mean change
Parameter Normal Mild TR Moderate TR Severe TR at baseline at baseline aft,er Cardlo,b and affer Cardlo,band aft,er Cardlo,b and
[95% CI] (range) implantation implantation implantation
[95% CI] (range) [95% CII]
Annulus 28 +5 mm 2 >42 mm b 43.85 mm 34.62 mm -9.31 mm
- - 41.90-45. .0-39.
diameter [42.76; 44.94] 90-45.50 mm [32.23; 37.01] 30.0-39.5 mm [-11.47; -7.15]
Vena 14.05 mm 7.58 mm -6.41 mm
- <3.0 c 3-6.9 c >7 < 12.30-15.0 5.00-10.00
contracta mm mm mm [13.07; 15.02] mm [6.22; 8.94] mm [-8.34; -4.49]
0.87 cm? 0.35 cm? -0.50 cm?
EROA - 2 2¢c .20-0.2 2¢c >0.4 2ec .68-1.14 cm?2 .20-0. 2
(0] 0.20 cm!’ 0.20-0.29 cm’ 0.40 cm!’ (072:1.01] 0.68 cm! [0.25; 0.46] 0.20-0.55 cm [:072; 0.28]
Mid right
39.14 mm 37.09 mm -2.14 mm
tricul <35 - - - 37.0-41.0 37.0-37.4
vemtricwar mm [37.36; 40.92] mm [36.03; 38.14] mm [-3.99; 0.30]
diameter
Base right 46.50 mm
. 51.05 mm -4.68 mm
< - - - - . -
ventricular <42 mm [47.53; 54.56] 47.0-56.0 mm [43.41; 49.60] 43.4-52.0 mm [6.14; -322]

diameter



Table S4. Indirect comparison of the results of our meta-analysis on Cardioband with those of other studies on medical devices for transcatheter tricuspid valve intervention
(TTVI). Values are reported as means. Abbreviations: EROA, effective regurgitant orifice area; F-UP, follow-up; LVEEF, left ventricular ejection fraction; RVFAC, right ventricular
fractional area change; sPAP, systolic pulmonary artery pressure; TAPSE, tricuspid annular plane systolic excursion. Letters: 2 Nickenig et al, 2017 (doi:
10.1161/CIRCULATIONAHA.116.024848; follow-up: 30 days); ® Mehr et al., 2019 (doi: 10.1016 /j,jcin.2019.04.019; follow-up: 1 year); ©Nickenig et al., 2019 (doi: 10.1016/50140-
6736(19)32600-5; follow-up: 30 days); 4 Lurz et al., 2023 (doi: 10.1016/j.jacc.2023.05.008; follow-up: 30 days).

RVFAC (%)

Baseline: 39.3
F-UP: 36.8

Baseline: 36.5
F-UP: 34.6 2

Parameter Cardioband Mitraclip TriClip
Baseline: 43.3
Annulus diameter (mm) Baseline: 43.9 Baseline: 41.2 F-UP: 40.6 ¢
F-UP: 34.6 F-UP: 35.7 a Baseline: 45.4
F-UP:42.7 ¢
Baseline: 17.3
Vena contracta (mm) Baseline: 14.1 Baseline: 11.0 F-UP:9.9 ¢
F-UP:7.6 F-UP: 6.0 2 Baseline: 8.5
F-UP:5.04
Baseline: 0.7
Baseline: 0.9
Baseline: 0.9 F-UP: 0.4 ¢
ko (e F-UP: 0.4 GatlE ek Baseline: 0.8
F-UP:0.4 ¢
Baseline: 52.7
Right ventricular Mid -> Baseline: 39.1; F-UP: 37.1 F-UP:49.3 ¢
diameter (mm) Base -> Baseline: 51.1; F-UP: 46.5 ) Baseline: 46.3
F-UP:42.84
Baseline: 46.6 Baseline: 59.4
o Baseline: 55.8 F-UP:48.3 2 F-UP: 60.1 ©
LY E-UP: 55.7 Baseline: 49.0 Baseline: 55.8
F-UP:49.6° F-UP:57.7 d
. Baseline: 128.0
Right atrial Baseline: 143.0 Ba;fjh;eg' ;?2'5 F-UP: 119.8<
volume (ml) F-UP:120.3 o Baseline: 151.7
F-UP: 136.3 4
Baseline: 16.8 Baseline: 14.4
Baseline: 17.3 F-UP:17.1a F-UP:14.9¢
TAPSE (mm) F-UP: 15.8 Baseline: 15.8 Baseline: 17.0
F-UP:159°? F-UP: 1694
Baseline: 44.1
Baseline: 35.3 F-UP: 404 -
sPAP (mmHg) F-UP: 41.1 Baseline: 43.6 -
F-UP:39.3°b

Baseline: 35.8
F-UP: 36.7 ¢
Baseline: 39.4
F-UP: 38.9 ¢



Post-implantation Pre-implantation

Study Mean SD Total Mean SD Total MD 95%-ClI Weight Mean Difference
Barbieri, 2023 30.00 1.30 65 43.00 1.00 65 -13.00 [-13.40;-12.60] 18.9% -
Davidson, 2021 39.50 7.40 27 4540 470 27 -590 [-9.21; -2.59] 13.2% —
Korber, 2021 32.50 7.00 56 43.00 6.20 56 -10.50 [-12.95; -8.05] 15.3% —&
Gergek, 2021 34.00 7.00 14 44.00 7.00 14 -10.00 [-15.19; -4.81] 9.1% —*-—
Nickenig, 2021a 36.70 5.00 52 4550 450 52 -8.80 [-10.63; -6.97] 16.7% ——
Nickenig, 2021b 36.20 460 22 4190 460 26 -5.70 [-8.31; -3.09] 14.9% |
Pardo Sanz, 2022 3410 7.70 24 4450 5.60 24 -10.40 [-14.21; -6.59] 12.0% —&—
Random effects model 260 264 -9.31 [-11.47; -7.15] 100.0% :
[ T T T 1

Heterogeneity: 12 = 91%, 1> = 6.4124, p < 0.01

Test for subgroup differences: Xf =0.54,df =1 (p = 0.46)

20 -15 10 -5 0 5
Change from pre-implantation (mm)

Figure S1. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of annulus diameter (mm) between post-implantation and pre-implantation of Cardioband in

patients with tricuspid regurgitation, stratified by risk of bias.



Post-implantation Pre-implantation

Study Mean SD Total Mean SD Total MD 95%-Cl Weight Mean Difference

TEE :

Barbieri, 2023 30.00 1.30 65 43.00 1.00 65 -13.00 [-13.40;-12.60] 22.3% -+ I

Gergek, 2021 34.00 7.00 14 44.00 7.00 14 -10.00 [-15.19; -4.81] 10.1% —

Korber, 2021 32.50 7.00 56 43.00 6.20 56 -10.50 [-12.95; -8.05] 17.6% ——

Random effects model 135 135 -11.82 [-13.92; -9.73] 49.9 :

Nickenig, 2021a 36.70 5.00 52 45.50 450 52 -8.80 [-10.63; -6.97]) 19.5% +

Nickenig, 2021b 36.20 460 22 4190 460 26 -570 [-831; -3.09] 17.1% P ——

Pardo Sanz, 2022 34.10 7.70 24 4450 560 24 -10.40 [-14.21; -6.59]) 13.5% —=—

Random effects model 98 102 -8.13 [-10.63; -5.63] 50.1 *

Random effects model 233 237 -9.84 [-12.06; -7.62] 100.0% .

Heterogeneity: 1> = 90%, t° = 5.7194, p < 0.01 | L ! !
Test for subgroup differences: 7} =4.92,df =1 (p =0.03) 20 15 -10 -5 0 5

Change from pre-implantation (mm)

Figure S2. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of annulus diameter (mm) between post-implantation and pre-implantation of Cardioband in
patients with tricuspid regurgitation, stratified by echocardiographic technique (TEE: transesophageal echocardiography; TTE: transthoracic echocardiography).



Post-implantation Pre-implantation

Study Mean SD Total Mean SD Total MD 95%-Cl Weight Mean Difference

Not specified .

Barbieri, 2023 30.00 1.30 65 43.00 1.00 65 -13.00 [-13.40;-12.60] 18.9% =

Gergek, 2021 34.00 7.00 14 44.00 7.00 14 -10.00 [-15.19; -4.81] 9.1% —_——

Random effects model 79 ’9 -12.66 [-14.52; -10.80] 28.0 :

End-diastolic septolateral AD :

Davidson, 2021 39.50 7.40 27 4540 470 27 -590 [-9.21; -259] 13.2% —

Korber, 2021 32.50 7.00 56 43.00 6.20 56 -10.50 [-12.95; -8.05] 15.3% —

Nickenig, 2021a 36.70 5.00 52 4550 450 52 -880 [-10.63; -6.97]) 16.7% ——

Nickenig, 2021b 36.20 460 22 4190 460 26 -570 [-8.31; -3.09] 14.9% P ——

Pardo Sanz, 2022 3410 7.70 24 4450 560 24 -10.40 [-14.21; -6.59] 12.0% ——

Random effects model 181 185 -8.27 [-10.24; -6.29 72.0 !

Random effects model 260 264 -9.31 [-11.47; -7.15] 100.0% :

Heterogeneity: 12=91%, ©° = 6.4124, p < 0.01 ! ! ! !
Test for subgroup differences: 7_? =10.07,df =1 (p < 0.01) 20 15 -10 -5 0 5

Change from pre-implantation (mm)

Figure S3. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of annulus diameter (mm) between post-implantation and pre-implantation of Cardioband in
patients with tricuspid regurgitation, stratified by the “phase” at which the parameter was measured (i.e., end-diastolic septolateral annulus diameter or not specified).



Post-implantation Pre-implantation

Study Mean SD Total Mean SD Total MD 95%-CI Weight Mean Difference
Barbieri, 2023 5.00 0.50 65 15.00 1.30 65 -10.00 [-10.34;-9.66] 18.6%

Davidson, 2021 9.10 440 25 14.80 480 25 -5.70 [-8.25;-3.15] 14.1% ——

Kérber, 2021 7.00 340 57 1290 480 57 -590 [-7.43;-437] 16.8% ——

Gergek, 2021 6.00 3.00 13 14.00 6.00 14 -8.00 [-11.54;-4.46] 11.5% _;,_,;

Nickenig, 2021a 8.90 550 48 15.00 560 48 -6.10 [-8.32;-3.88] 15.0% ——

Nickenig, 2021b 10.00 5.00 20 12.30 400 25 -230 [-4.99; 0.39] 13.7% . — &

Pardo Sanz, 2022 8.10 3.70 24 14.00 9.30 24 -590 [-9.90;-1.90] 10.3% —

Random effects model 252 258 -6.41 [-8.34; -4.49] 100.0%

Heterogeneity: 1% = 92%, v% = 5.1340, p <0.01 ! ' ! !
Test for subgroup differences: X? =1.02,df=1(p =0.31) -15 -10 -5 0 5

Change from pre-implantation (mm)

Figure S4. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of vena contracta (mm) between post-implantation and pre-implantation of Cardioband in patients

with tricuspid regurgitation, stratified by risk of bias.



Post-implantation Pre-implantation

Study Mean SD Total Mean SD Total MD 95%-Cl Weight Mean Difference

TEE

Barbieri, 2023 5.00 0.50 65 15.00 1.30 65 -10.00 [-10.34;-9.66] 21.0% -+ :

Gergek, 2021 6.00 3.00 13 14.00 6.00 14 -8.00 [-11.54;-4.46] 13.7% —_—

Random effects model 78 79 -9.81 [-10.96; -8.65] 34.7 ]

TTE :

Korber, 2021 7.00 340 57 1290 4.80 57 -5.90 [-7.43;-4.37] 19.2% —_—

Nickenig, 2021a 8.90 550 48 15.00 5.60 48 -6.10 [-8.32;-3.88] 17.4% —

Nickenig, 2021b 10.00 5.00 20 12.30 4.00 25 -2.30 [-4.99; 0.39] 16.1% P—

Pardo Sanz, 2022 8.10 3.70 24 14.00 9.30 24 -5.90 [-9.90;-1.90] 12.5% —

Random effects model 149 154 -5.14 [ -6.88; -3.39] 65.3 4

Random effects model 227 233 -6.50 [-8.73;-4.28] 100.0%

Heterogeneity: 12 = 93%, v° = 6.0873, p < 0.01 I I J !
Test for subgroup differences: ¥? = 19.19, df = 1 (p < 0.01) -15 -10 -5 0 5

Change from pre-implantation (mm)

Figure S5. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of vena contracta (mm) between post-implantation and pre-implantation of Cardioband in patients
with tricuspid regurgitation, stratified by echocardiographic technique (TEE: transesophageal echocardiography; TTE: transthoracic echocardiography).



Post-implantation Pre-implantation

Study Mean SD Total Mean SD Total MD 95%-Cl  Weight Mean Difference
Barbieri, 2023 0.20 0.03 65 1.14 0.11 65 -0.94 [-0.97;-0.91] 19.1%
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Figure S6. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of effective regurgitant orifice area (EROA; cm?) between post-implantation and pre-implantation

of Cardioband in patients with tricuspid regurgitation, stratified by risk of bias.
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Figure S7. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of effective regurgitant orifice area (EROA; cm?) between post-implantation and pre-implantation
of Cardioband in patients with tricuspid regurgitation, stratified by echocardiographic technique (TEE: transesophageal echocardiography; TTE: transthoracic echocardiography).
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Figure S8. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of tricuspid annular plane systolic excursion (TAPSE; mm) between post-implantation and pre-
implantation of Cardioband in patients with tricuspid regurgitation.
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Figure S9. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of tricuspid annular plane systolic excursion (TAPSE; mm) between post-implantation and pre-
implantation of Cardioband in patients with tricuspid regurgitation, stratified by risk of bias.
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Figure S10. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of tricuspid annular plane systolic excursion (TAPSE; mm) between post-implantation and pre-
implantation of Cardioband in patients with tricuspid regurgitation, stratified by echocardiographic technique (TEE: transesophageal echocardiography; TTE: transthoracic
echocardiography).
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Figure S11. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of left ventricular ejection fraction (LVEF; %) between post-implantation and pre-implantation of
Cardioband in patients with tricuspid regurgitation.
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Figure S12. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of right ventricular fractional area change (RVFAC; %) between post-implantation and pre-implantation of
Cardioband in patients with tricuspid regurgitation.
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Figure S13. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of systolic pulmonary artery pressure (sPAP; mmHg) between post-implantation and pre-
implantation of Cardioband in patients with tricuspid regurgitation.



Post-implantation Pre-implantation

Study Mean SD Total Mean SD Total MD 95%-ClI Weight Mean Difference
Davidson, 2021 105.70 42.50 28 134.60 41.60 28 -28.90 [-50.93;-6.87] 40.4% *%7
Nickenig, 2021a 139.50 63.40 51 168.80 69.30 53 -29.30 [-54.81;-3.79] 30.1% ——%F—+—
Nickenig, 2021b 116.00 46.00 20 127.00 45.00 30 -11.00 [-36.80; 14.80] 29.5% —
Random effects model 99 -23.75 [-37.75; -9.74] 100.0%

I T T 1

Heterogeneity: 12 = 0%, ©° = 0, p = 0.51
-60 -40 -20 0 20
Change from pre-implantation (ml)

Figure S14. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of right atrial volume (ml) between post-implantation and pre-implantation of Cardioband in
patients with tricuspid regurgitation.
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Figure S15. Forest plot of proportions, with 95% Confidence Interval (CI), of patients with tricuspid regurgitation reduction of at least one grade after Cardioband implantation.
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Figure S16. Forest plot of proportions, with 95% Confidence Interval (CI), of patients with tricuspid regurgitation reduction of at least one grade after Cardioband implantation,
stratified by risk of bias.
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Figure S17. Forest plot of proportions, with 95% Confidence Interval (CI), of patients with tricuspid regurgitation reduction of at least one grade after Cardioband implantation,
stratified by echocardiographic technique (TEE: transesophageal echocardiography; TTE: transthoracic echocardiography).
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Figure S18. Forest plot of proportions, with 95% Confidence Interval (CI), of patients with tricuspid regurgitation reduction to at least moderate grade after Cardioband implantation.
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Figure S19. Forest plot of proportions, with 95% Confidence Interval (CI), of patients with tricuspid regurgitation reduction to at least moderate grade after Cardioband implantation,
stratified by risk of bias.
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Figure S20. Forest plot of proportions, with 95% Confidence Interval (CI), of patients with tricuspid regurgitation reduction to at least moderate grade after Cardioband implantation,
stratified by echocardiographic technique (TEE: transesophageal echocardiography; TTE: transthoracic echocardiography).



Study Events Total Proportion 95%-Cl Weight

Davidson,2021 12 28 0.43 [0.24;0.63] 144% ———&——

Korber, 2021 29 48 0.60 [0.45;0.74] 17.3% —_——
Nickenig, 2021a 28 50 0.56 [0.41;0.70] 17.3% —a——

Nickenig, 2019 18 23 0.78 [0.56; 0.93] 15.3% —
Ochs, 2024 4 74 0.59 [0.47;0.71] 19.0% —a—

Pardo Sanz, 2022 20 24 0.83 [0.63; 0.95] 16.6% —
Random effects model 151 247 0.63 [0.52; 0.75] 100.0%

Heterogeneity: 17 = 70%, © = 0.0141, %2 = 16.44 (p < 0.01) ' ' ' ' '
0.2 04 0.6 0.8 1
NYHA Class | or Il vs pre-implantation

Figure S21. Forest plot of proportions, with 95% Confidence Interval (CI), of patients in New York Heart Association (NYHA) Functional Class I or II after Cardioband implantation.
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Figure S22. Forest plot of proportions, with 95% Confidence Interval (CI), of patients in New York Heart Association (NYHA) Functional Class I or II after Cardioband implantation,
stratified by risk of bias.
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Figure S23. Forest plot of mean difference (MD) with 95% Confidence Interval (CI) of Kansas City Cardiomiopathy Questionnaire (KCCQ) score between post-implantation and pre-

implantation of Cardioband in patients with tricuspid regurgitation.
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Figure S24. Survival (a) and freedom from heart failure (HF) rehospitalization (b) curves of reconstructed individual patient data (IPD). Forest plots show the hazard ratios (HRs),
with 95% Confidence Interval (CI), calculated with the Cox proportional hazards model.
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13e | Describe any methods used to explore possible causes of heterogeneity among study results (e.g. subgroup analysis, meta-regression). Pag.4, lines
170-172
13f | Describe any sensitivity analyses conducted to assess robustness of the synthesized results. Pag.4, lines
170-172
Reporting bias 14 | Describe any methods used to assess risk of bias due to missing results in a synthesis (arising from reporting biases). Pag.7, lines
assessment 273-276
Certainty 15 | Describe any methods used to assess certainty (or confidence) in the body of evidence for an outcome. Pag.3, lines
assessment 128-141
RESULTS
Study selection 16a | Describe the results of the search and selection process, from the number of records identified in the search to the number of studies included | Pag.5, lines
in the review, ideally using a flow diagram. 205-208, Figure
1
16b | Cite studies that might appear to meet the inclusion criteria, but which were excluded, and explain why they were excluded. Pag.5, lines
209-213
Study 17 | Cite each included study and present its characteristics. Pag.6, lines
characteristics 216-268, Table
S1
Risk of bias in 18 | Present assessments of risk of bias for each included study. Pag.7, lines
studies 269-276, Figure
2, Table S2
Results of 19 | For all outcomes, present, for each study: (a) summary statistics for each group (where appropriate) and (b) an effect estimate and its Pag. 7-17,
individual studies precision (e.g. confidence/credible interval), ideally using structured tables or plots. Figures 3-9,
and Tables 1-3,
Figures S8,
S11-815, S18,
S21, S23-S24
and Table S3
Results of 20a | For each synthesis, briefly summarise the characteristics and risk of bias among contributing studies. Pag. 7-14, lines
syntheses 296-297, 335-
336, 367-368,

422-424, 446-
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448, 451-455,
471-474,
Figures S1, S4,
S6, S9, S16,
S19, S22

20b

Present results of all statistical syntheses conducted. If meta-analysis was done, present for each the summary estimate and its precision
(e.g. confidence/credible interval) and measures of statistical heterogeneity. If comparing groups, describe the direction of the effect.

Pag. 7-18, lines
283-286, 323-
326, 352-355,
392-400, 414,-
421, 443-446,
449-451, 468-
471, 476-479,
Figures 3-7,
and Table 1,
Figures S8,
S11-815, S18,
S21, S23 and
Table S3

20c

Present results of all investigations of possible causes of heterogeneity among study results.

Pag. 7-14, lines
296-307, 335-
341, 367-373,
422-424, 427-
433, 446-448,
451-457, 471-
474, Figures
S1-S7, S9,
S10, S16, S19,
S20, S22

20d

Present results of all sensitivity analyses conducted to assess the robustness of the synthesized results.

Pag.7-12, lines
291-296, 330-
335, 358-365,
400-402, 424-
427, Table S3

Reporting biases

21

Present assessments of risk of bias due to missing results (arising from reporting biases) for each synthesis assessed.

Pag.7, Figure 2,
Table S2

Certainty of
evidence

22

Present assessments of certainty (or confidence) in the body of evidence for each outcome assessed.

Pag.7, lines
269-276, Figure
2, Table S2

DISCUSSION

Discussion

| 23a | Provide a general interpretation of the results in the context of other evidence.

Pag. 18-20,
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Sect_lon e Checklist item where item is
Topic
reported
lines 551-693
23b | Discuss any limitations of the evidence included in the review. Pag.18-20,
lines 585-586,
655-657, 662-
693
23c | Discuss any limitations of the review processes used. Pag.20-21,
lines 703-711
23d | Discuss implications of the results for practice, policy, and future research. Pag.21, lines
711-715
OTHER INFORMATION
Registration and 24a | Provide registration information for the review, including register name and registration number, or state that the review was not registered. Pag. 2, lines
protocol 86-88
24b | Indicate where the review protocol can be accessed, or state that a protocol was not prepared. Pag. 2, line 88
24c | Describe and explain any amendments to information provided at registration or in the protocol. Not applicable
Support 25 | Describe sources of financial or non-financial support for the review, and the role of the funders or sponsors in the review. Pag. 22, line
789
Competing 26 | Declare any competing interests of review authors. Pag. 22, line
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Availability of 27 | Report which of the following are publicly available and where they can be found: template data collection forms; data extracted from included | Pag. 22, line
data, code and studies; data used for all analyses; analytic code; any other materials used in the review. 792

other materials




