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184 Patients assessed for eligibility

74 Excluded
56 Did not meet inclusion criteria
14 Declined to participate
4 Had other reasons

110 Randomized

54 Allocated to control group and received allocated 56 Allocated to intervention group

intervention
1 Withdrew consent before the study
| »| 4 Withdrew consent before the study

\ v
L 55 Received allocated intervention and included in
50 Included in intention-to-treat analysis intention-to-treat analysis
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Table 1. Baseline Characteristics

Men 30 (60.0) 31(56.4) 4 (-15t0 23)
Age, y, median (IQR) 65 (54 to 80) 63 (55t0 70) 1.5(-5t0 8)
BMI, median (IQR) 27.7 (24.6 to 30.5) 27.3(25.2 t0 30.5) 0.15(-1.5t0 1.8)
Time from admission to 5(1to8) 3(0to6) 0.5(-1to2)

enrollment, median (IQR), d
Clinical status score

3 120340) 19(34.5) 0(-18t0 18)
I 4 30 (60.0) 36 (65.5) -6(-25t0 13) I

5 3(6.0) 0 6(-1to13)
Lower respiratory tract infection 47 (94.0) 54 (98.2) -4(-12to 4)
Persistent cough 35 (70.0) 34 (61.8) 8 (-10to 26)
Anosmia or ageusia 7(14.0) 7(12.7) 1(-12to 14)
Persistent pharyngeal pain 12 (24.0) 11 (20.0) 4 (-12 to 20)
Fatigue 46 (92.0) 46 (83.6) 8 (-4 to 20)
Pao, <95 mm Hg 33 (66.0) 41 (74.5) -9(-26t0 8)
Not smoking 26 (52.0) 31(56.3) -4 (-23to0 15)
Formerly smoked 15 (30.0) 15 (27.2) 3 (-14 to 20)
Currently smoking 2(4.0) 4(7.3) -3(-12to0 6)
Arterial hypertension 25(50.0) 22 (40.0) 10 (-9 to 29)
Diabetes 12 (24.0) 9(16.4) 8(-7t023)
Dyslipidemia 16 (32.0) 17 (30.9) 1(-17to 19)
Coronary artery disease 5(10.0) 9(16.4) -6(-19t0 7)
Valvulopathy 1(2.0) 4(7.3) -5(-13to 3)
Atrial fibrillation 5(10.0) 6(10.9) -1(-13t011)
Chronic obstructive pulmonary 2(4.0) 3(5.5) -2(-10to 6)

disease



Known immunosuppression 1(2.0) 3(5.5) -3.5(-11to 4)
Concomitant COVID-19 treatment®

Chloroquine or 48 (96.0) 55 (100) -4(-9to 1)

hydroxychloroguine

Azithromycin 46 (92.0) 51(92.7) -1(-11t09)

Lopinavir or ritonavir 19 (38.0) 14 (25.5) -13(-5to0 31)

Tocilizumab 2(4.0) 2(3.6) 0(-8to8)
Concomitant anticoagulation 26 (52.0) 31(56.3) -4 (-23to 15)
medication
Temperature, median (IQR), °C 37.7 (37.5t0 38.1) 37.7(37.5t038.1) 0(-0.1t00.1)
Pao,, median (IQR), mm Hg 80(73t093) 75 (65t097) 45(-2to11)
Hemoglobin, g/dL 12.8(11.2t0 14.5) 12.7(11.5t0 14.1) 0.3(-0.4t01.0)
White blood cell count, 5784 (4173 to 8163) 5480 (4820 to 6830) -17.5 (-920 to 885)
median (IQR), /uL

Neutrophils, % 70.2 (58.6t0 79.9) 67.8(62.7t076.3) NA

Lymphocytes, % 19.3(12.6t029.2) 23.2(14.9t027.4) NA

Macrophages, % 8.0(4.3t09.2) 7.6(6.2t08.7) NA

Eosinophils, % 0.40 (0.15t0 1.28) 0.65(0.18 to 1.80) NA
Lymphocyte count, 1079 (806-1500) 1299 (899-1608) -116.5(-316t0 83)
median (IQR), /pL

Platelet count, median (IQR),
x103/puL

Glucose, median (IQR), mg/dL
Sodium, median (IQR), mEqg/L
Potassium, median (IQR), mEq/L

Estimated GFR, median (IQR),
mL/min/1.73m?

207 (168 to 326)

106 (91 to 126)
139 (137 to 141)
41(3.8t04.5)
93 (64 to 118)

221 (169 to 327)

100 (88 to 125)
138 (136 to 141)
4.0(3.8t04.5)
99 (76 to 128)

-6 (-46 to 34)

2(-8to12)
0.5(-1t02)
0(-0.2t00.2)
-11.5(-28t0 5)




Table 1. Baseline Characteristics (continued)

No. (%)
Characteristic Control group (n = 50) Colchicine group (n = 55)  Difference (95% CI)?
Aspartate aminotransferase, 34 (23to 52) 30(21to 42) 4(-2to010)
median (IQR), U/L
Alanine aminotransferase, 35 (18 to 49) 25(17to43) 45(-3to12)
median (IQR), U/L
Lactate dehydrogenase, 280 (224 to 405) 251 (196 to 350) 30(-13to 73)
median (IQR), U/L
Creatine phosphokinase, 80 (55t0133) 80 (49 to 164) 0(-23to 23)
median (IQR), U/L
C-reactive protein, 4.0(1.2t09.5) 3.6(1.0t06.7) 9.5 (-6t0 25)

median (IQR), mg/dL

High-sensitivity cardiac troponin, 0.007 (0.0035 t0 0.0185) 0.008 (0.004 t0 0.0123) 0.0005 (-2.0 to 3.0)
median (IQR), ng/mL

D-dimer, 0.60 (0.40 to 0.52 (0.28 to 0.0815 (-0.0082 to
median (IQR), pg/ml 1.01) 0.94) 0.0245)
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Figure 2. Kaplan-Meier Curves for Survival From the Primary Clinical End Point
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Table 2. Maximum and Minimal Levels of Selected Laboratory Parameters With Potential Prognostic
Significance During Treatment

Median (IQR)

Control group Colchicine group Difference
Laboratory parameter (n = 50) (n = 55) (95% Cl)? P value
Maximum creatinine 107 (55 to 179) 105 (55 to 167) 1(-28 to 30) .76
phosphokinase, U/L
Maximum high-sensitivity 0.0112 (0.0043 to 0.008 (0.004 to 0.0017 (-0.0015 to .38
cardiac troponin, ng/mL 0.0193) 0.0135) 0.0049)
Maximum C-reactive protein, 4.5(1.4t08.9) 3.1(0.8t09.8) 4.75(-9.6t0 19.1)
mg/dL
Maximum D-dimer, pg/mL 0.92(0.68t02.77) 0.76(0.41to0 1.59) 0.3115(0.01t0 0.613) .04
Minimum platelet 213 (148 to 261) 226 (164 to 296) -21 (-55t0 13) 32
count, x103/pL
Minimum estimated GFR, 86.7 (55.8-114.3) 100.9 (64.2-120.5) -10(-25to0 5) 21
mL/min/1.73m?
Maximum white blood cell 7189 (5490 to 9040) 6366 (5370 to 8240) 672 (-336 to 1680) 15
count, /pL
Minimum lymphocyte 920 (676 to 1293) 1141 (796 to 1477) 156 (-355t0 43) Al
count, /pL
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Table 3. Adverse Events®

No. (%)

Adverse Event Control group (n = 50) Colchicine group (n = 55) P value
Vomiting 12) 1(1.8) 599
Diarrhea 9(18) 25 (45.5) .003
Diarrhea requiring study drug stop 0(0) 2(3.6) 50
Nausea 1(2) 2(3.6) >.99
Abdominal pain 0(0) 5(9.1) .06
Muscle spasm 0(0) 1(1.8) >.99
Headache 1(2) 1(1.8) >.99
Other 3(6)° 6(10.9)° 50
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