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Exclusion criteria 1
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— b a Sel ine (II—-I é b\ Table 1. Clinical Characteristics of 114 Study Patients

Carvedilol Placebo
(n = 58) (n = 56)

Age (yrs) 549+ 8.1 552+ 71
Men/women 32/26 37/19
? Body surface area (m?) 1.80 = 0.25 1.84 £ 0.22
(i (i L_/ (/ \ Duration of dialysis (months) B56 + 149 817+ 142
Interdialitic weight increase (kg) 25+07 28+ 0.8
. Heart rate (beat/min) 93.3 = 10.9 92.6 + 11.8
)bn‘l'%ﬂlj ﬁq;*ﬁ'@ DE ;\L/'I_det L/ Systolic blood pressare (mm Hg) 133.9+77 1345+ 93
Diastolic blood pressure (mm Hg) 754 +58 747+ 6.3
Previous myocardial infarction (%) 4 39
Current treatment:
ACE inhibitors (%) a8 99
Angiotensin 1 receptor antagonists (%) 2 1
Digitalis (%) 100 100
Nitrates (%) 20 22
NYHA classification
I (%) 0 0
I (%) 34.5 42.9
11 (%) 65.5 57.1
IV (%) 0 0
LVEDV (ml/m?) 100 = 9 97 = 8
LVESV (ml/m?) 74+ 8 72+9
LVEF (%) 26+8 26 =8

ACE = angtiotensin-converting enzyme; LVEDV = left ventricular end-diastolic
volume; LVEF = left ventricular ejection fraction; LVESV = left ventricular
end-systolic volume.
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Primary outcome

Table 1. HR, Blood Pressure, and Echocardiographic Parameters in the Carvedilol and Placebo Groups

Carvedilol Placebo
Basal 1 Month 6 Months 12 Months | 24 Months Basal 1 Month 6 Months 12 Months| 24 Months

HR (beats/min) 9311 69*+T7F 69T 69 = 7 66 = 5%F 93+12 92+x12 91+*12 92 +12 94 = 10
SBP (mm Hg) 1348 1247 123 =7%F 123 8%+ [120= 8% 1359 134+x9 13310 133 +11 135 £ 10

DBP (mm Hg) 75*6 68 £ 6 67 £ 6™F 67 * 6% 70 £ 4% 5*6 74+ 6 75*6 73+6 7%6*9
LVEDV (ml/m?) 100 =9 99 + 8 94 = 8% 94 + 4% 94 + 5%% 97 = 8 97 £ 8 99+ 6 98 £ 6 100 £5
LVESV (ml/m?) 74+ 8 72 £ 8 62 *+ 8% 62 + 8%% 64 + 6™% 72+9 72+ 8 72+ 8 72+ 8 74+3
LVEF (%) 26 =8 2727 35 £ 115 36 = 11%% \37 + IO*HJ 26 =8 26 £ 8 27+8 26 £ 8 \ 24+ 10 y

*p << 0.05 vs. basal; Tp << 0.05 vs. placebo; ¥p << 0.05 vs. control at one month.
DBP = diastolic blood pressure; HR = heart rate; LVEDV = left ventricular end-diastolic volume; LVEF = left ventricular ejection fraction; LVESV = left ventricular
end-systolic volume; SBP = systolic blood pressure.
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Primary outcome

Table 2. Assessment of NYHA Class Over the Treatment Period

Carvedilol (54 Patients) Placebo (49 Patients)
Basal 6 Months 12 Months 24 Months Basal 6 Months 12 Months 24 Months
Class I 0 (0%) 3 (5.6%)* 4 (7.4%)* (8 3%) 0 (0%) 0 (0%) 0 (09%) 0 (0%)
Class I1 18 (33.3%) 34 (63%)° 35 (64.8%)* 6 (66.7%) 22 (44.9%) 19 (38.8%) 19 (38.8%) 3 (33.4%)
Class II1 36 (66.7%) 17 (31.4%)* 15 (27.8%)* (25%} 27 (55.1%) 28 (57.1%) 27 (55.1%) 4 (44.4%)
Class IV 0 (0%) 0 (0%) 0 (09%) 0 (09%) 0 (09%) 2 (4.1%) 3 (6.1%) 2 (22.2%)

*p << 0.05 vs. basal.
NYHA = New York Heart Association
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Secondary outcome

Table 3. Secondary End Points and Exploratory Ana]yses

Placebo Carvedilol Hazard Ratio P
(n = 56) (n = 58) (95% CI) Value
Secondary End Points
All-cause mortality 41 (73.2%) 30(51.7%) 0.51(0.32-0.82) < 0.01
All-cause hospital admission 33(58.9%) 20 (34.5%) 0.44(0.25-0.77) < 0.005
All cardiovascular deaths 38 (67.9%) 17(29.3%) 0.32(0.18-0.57) < 0.0001
Non-fatal myocardial infarction 1 (1.8%) 0 (0%) 0.81 (0.61-1.34) 0.31
Combined end point 39 (69.6%) 17 (29.3%) 0.76 (0.47-1.22) 0.22
Permanent treatment withdrawals 15 (26.8%) 17(29.3%) 1.12(0.84-1.24) 0.68
Exploratory Analyses
Sudden deaths 6 (10.6%) 2 (3.4%) 0.76 (0.52-1.13) 0.12
Pump-failure deaths 8 (14.4%) 2 (3.4%) 0.23 (0.05-1.23) 0.056
Other cardiovascular deaths 24 (42.9%) 13 (22.5%) 1.13(0.82-1.2) 0.01
Non-cardiovascular deaths 2 (3.6%) 12 (20.7%)  0.76 (0.44-1.33) 0.02
Unknown cause of death 1(1.7%) 1(1.7%) 0.95 (0.55-1.3) 0.98
Hospital admission for worsening heart failure 32 (57.1%) 8(13.8%) 0.19(0.09-0.41) < 0.00001
CI = confidence interval.
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Secondary outcome
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Figure 1. Kaplan-Meyer curves for all-cause mortality during 24-month follow-up cumulative survival rate according to use of carvedilol. Solid lines =
carvedilol group; dashed lines = placebo group.
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Secondary outcome
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