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Figure 1. Flowchart of Patient Enrollment and Randomization

3791 Patients screened for eligibility

2375 Excluded

718 Met exclusion criteria

385 Kidney failure requiring dialysis

164 |solated procedure
87 Enrollment in other clinical trial
31 Chronic liver disease
31 Neuropsychiatric disorder
11 Heart transplant
11 Already receiving selenium or

known hypersensitivity
1657 Did not meet consent criteria

1083 Determined unable to
provide consent

574 Did not provide consent

(" 1416 Randomized
\-\-H.\- —

b
A

—-| 22 Excluded after randomization?®

| 1394 Allocated per protocol ‘

! }

697 Randomized to receive
selenium

697 Received selenium
as randomized

697 Randomized to receive
placebo
697 Received placebo
as randomized

!

!

15 Lost to follow-up
1 Withdrew consent

!

13 Lost to follow-up
1 Withdrew consent

!

697 Included in primary
analysis

697 Included in primary
analysis

Patients could be ineligible for more than 1exclusion criterion.

3 Excluded because their operation or eligibility changed; these patients did not
receive selenium or placebo.
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Table 1. Baseline Demographics and Operative Characteristics (continued) ®
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Characteristic

No. (%)

Selenium group

Placebo group

Operative characteristics

CABG surgery only 26 (4)

CABG + valve/multivalve 406 (58)

CABG + other nonvalve 21(3)

Isolated valve 40 (6)

Multivalve 82(12)

Isolated thoracic aorta 21(3)

Other 5(1)
Duration of cardiopulmonary bypass, mean (5D), min 141.8 (57.9)

Duration of aortic clamping, mean (SD) [range], ¥

107.6 (44.7) [10.0-394.0]

28 (4)

407 (58)

19(3)

50(7)

78(11)

21(3)

3(0)

145.7 (61.4)

110.1 (47.0) [4.3-365.0]
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Table 2. Primary and Secondary Outcomes®
L LICy; OR, HR, or mean differences
Outcome Selenium group Placebo group (95%Cl) P value®
Ne. 697 697
Primary outcome
Persistent organ dysfunction-free days 29.0(28.0 to 30.0) 29.0(28.0to 30.0) 0.0 (-0.7 to 0.7)° 45
and alive at postoperative day 30, median (IQR)
Secondary outcome
Mortality, No. (%)
30d 29(4.2) 35(5.0) 0.82 (0.50to 1.36)¢ 44
6 mo 93 (90 to 94) 93 (90to 94) 1.00 (0.68 to 1.47)* .98
Days to discharge alive, median (IQR)
From ICU 22(1.1t05.2) 2.2(1.1t05.0) 0.97 (0.86 to 1.08)* .52
From hospital 9.0(6.1to 15.0) 8.6 (6.1t014.3) 0.96 (0.86 to 1.07)® 43
Patients with readmission, No. (%)
ICU 29(4.2) 46 (6.6) 0.60 (0.37 to 0.97)¢ .04
Hospital readmission 146 (20.9) 119(17.1) 1.29(0.97 to 1.71)¢ 33
Other clinical outcomes associated
with inflammatory state
Platelet count (lowest), x10%/uL 695 (139.3) 696 (135.3) 2.7(-2.1t07.5)° .07
WBC (highest), /uL 696000 (11 700) 696 000 (11 600) 0.1(-0.2 to 0.5)° .56
Creatinine (highest), ma/dL 7.9(1.0) 7.9(1.0) 3.0(-2.0to 8.0)° .26
Albumin (lowest), g/dL 39.7(3.8) 38.4(3.7) 0.1(-0.5t00.7)° .54
Total bilirubin, mg/dL 23.6(0.8) 23.0(0.7) -0.7 (-3.9t0 2.4)° 91
Creatine kinase-MB fraction, ng/mL 102 (22.7) 93 (24.3) 3.0(-12.3t018.3)° 72
Blood lactate (highest), mg/dL 5576.6(19.8) 5558.6 (19.8) 0.0(-0.2t00.3)° 49
Delirium while in ICU, No. (%) 112(16.1) 127 (18.2) 0.86 (0.65 to 1.14)¢ .28
Clinically significant atrial fibrillation, No. (%) 113(16.2) 84(12.1) 1.59 (0.90 to 2.79)° 11
Hospital-acquired infections, No. (%) 62 (8.9) 58(8.3) 1.07 (0.73 to 1.56) 72
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e Stoppe, C. et al. (2023) ‘Effect of high-dose selenium on postoperative organ dysfunction and

mortality in cardiac surgery patients’, JAMA Surgery, 158(3), p. 235.
doi:10.1001/jamasurg.2022.6855.
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e Talarico R, Italiano N, Emmi G, Piga M, Cantarini L, Mattioli I, et al. Efficacy and safety of
infliximab or adalimumab in severe mucocutaneous Behget’s syndrome refractory to traditional
immunosuppressants: a 6-month, multicentre, randomised controlled, prospective, parallel group,

single-blind trial. Annals of the Rheumatic Diseases. 2024:ard-2024-226113.









