Table 2. FERER

aeF v T5vR fak
R (N=2366) (N=2379) (95% Cl) P Value
o ON—E>F)

FTEERSK 131 (5.5) 170 (7.1) 0.77 (0.61-0.96) 0.021
FrRONE

DIMEHEBICEBET 20 (0.8) 24 (1.0) 0.84 (0.46-1.52)

iR E ook 5(0.2) 6 (0.3) 0.83 (0.25-2.73)

MRY:11 89 (3.8) 98 (4.1) 0.91 (0.68-1.21)

B 5(0.2) 19 (0.8) 0.26 (0.10-0.70)

PLOEIC X 803 Ab- 25 (1.1) 50 (2.1) 0.50 (0.31-0.81)

PTCHIC K S
e 111 (4.7) 130 (5.5) 0.85 (0.66—1.10)

T 43 (1.8) 44 (1.8) 0.98 (0.64—1.49)
PR BT R T AR AE S L B e 10 (0.4) 7(0.3) 1.43 (0.54-3.75)
o Eh 36 (1.5) 40 (1.7) 0.93 (0.59-1.46)

# Only the initial event was counted in the analyses of time to first event for the primary composite end point and for the
secondary composite end point. In the component analysis, the different types of events were counted separately.

t The log-rank test and the multivariable Cox proportional-hazards model including age, history of diabetes, previous cor-
onary revascularization, and previous heart failure yielded similar P values.

1 The secondary composite end point included death from cardiovascular causes, resuscitated cardiac arrest, myocardial
infarction, and stroke.
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Figure 2. Cumulative Incidence of Cardiovascular Events (Intention-to-Treat
Population).

Shown are the Kaplan—Meier event curves for the primary efficacy compos-
ite end point of death from cardiovascular causes, resuscitated cardiac ar-
rest, myocardial infarction, stroke, or urgent hospitalization for angina
leading to coronary revascularization in the colchicine group and the place-
bo group in a time-to-event analysis. The inset shows the same data on an
enlarged y axis.




Table 1. Characteristics of the Patients.®

PCI for index myocardial infarction — no.ftotal no. [36)
Medication use — no. (%)

2192/2364 (92.7)

Colchicine Placebo

Characteristic (N=2368) (N=2379)
Age—yr &0.6+£10.7 60.5+£10.6
Fernale sex — no. (%) 472 (19.9) 437 (18.4)
White race — no./total no. (%) 1 135071850 (73.0) 1329/1844 (72.1)
Body-mass index 28.2+4.8 28,4247
Current smoking — no.ftotal no. (36) J08/2366 (29.9) JOB/2377 (29.8)
Hypertension — no. () 1185 (50.1) 1236 (52.0)
Diabetes — no. (%) 462 (19.5) 497 (20.9)
History of myocardial infarction — no. (%) 370 (15.8) 397 (16.7)
History of PCl — no. (36) 392 (16.6) 406 (17.1)
History of CABG — no. (36) 69 (2.9) 81 (3.4)
History of heart failure — no. (26) 48 (2.0 42 (1.8)
History of stroke or TIA — no. (%) 55 (2.3) 67 (2.3)
Time from index myocardial infarction to randomization — days 13.4+10.2 13.5£10.1

22162375 (93.3)

Aspirin 2334 (98.6) 2352 (98.9)
Other antiplatelet agent 2310 (97.6) 2337 (98.2)
Statin 2339 (98.9) 2357 (99.1)
Beta-blocker 2116 (89.4) 2101 (38.3)

# Plus—minus values are means +50. Data were missing on the following characteristics: age (assessed according to
date of birth; see below) for 435 patients (215 in the colchicine group and 220 in the placebo group), body-mass index
(the weight in kilograms divided by the square of the height in meters) for 5 (1 and 4 patients, respectively), and infor-
maticn about the index myocardial infarction for 6 (2 and 4 patients, respectively). Date of birth and race were not re-

quired fields because both were considered in some countries to be sensitive data that could allow for the identification
of patients. For statistical reporting, missing information regarding the day of birth was replaced by 15, and missing in-
formation regarding the month and day of birth was replaced by July 1. CABG denotes coronary-artery bypass graft sur-
gery, PCl percutanecus coronary intervention, and TIA transient ischemic attack.

i Race was reported by the patient.




Table 3. Adverse Events (Safety Population).*

Event

Any related adverse eventy
Adverse events
Gastrointestinal event
Diarrhea
Mausea
Flatulence
Gastrointestinal hemorrhage
Anemia
Leukopenia
Thrombocytopenia
Serious adverse events
Any serious adverse event]
Gastrointestinal event
Infection
Pneumaonia
Septic shock

Hospitalization for heart
failure

Cancer}

Colchicine
(N=2330)

Placebo
(N=2346)

number of patients (percent)

372 (16.0)

408 [17.5)
225 [9.7)
43 (1.8)
15 (0.6)
7 (0.3)
14 (0.6)
2 (0.1)
3 {0.1)

383 (16.4)
46 (2.0)
51(2.2)
21 (0.9)

2 (0.1)
25 (1.1)

43 (1.8)

3171 (15.8)

414 (17.6)
208 [8.9)
24 (1.0)
5 (0.2)
5 (0.2)
10 (0.4)
3 (0.1)
7 (0.3}

404 (17.2)
36 (1.5)
38 (1.6)

9 (0.4)
2 (0.1)
17 (0.7)

46 (2.0)

P Value

0.89

0.90
0.35
0.02
0.02
0.56
0.40
0.66
0.21

0.47
0.25
0.15
0.03
0.99
0.21

0.77




Table 56. Biomarkers of Inflammation.

Biomarker

Colchicine

HFlacebo

Hs-C reactive profein (me'L)
Randomization. geomsatric mean (TQEIT
i months, peometric mean (T0E)
Adyusted GM percent changs (85%: CT)]
PFlacebo-adinst=d GM percent change (35% CIJY

Total white bloed cell count (107uL)
Fandomization, gecmsmic mean (IQE)T
12 meonths, peomeetric mean (TR
Adjusted GM percent change (95% CT)T
Placebo-adjnsted GM percent change (35% CI)Y

Circulating hymphocytes (10°uL)
Fandamization, geomsric mean (IQEIT
12 months, prometric mean (IR
Adpusted GM percent change (05% CT)T
Placebo-adjnsted &M percent change (35% CI)Y

Circulating newtrophils (10°/L)
Fandomization, geomsmic mean (IQE)T
12 meonths, peomeetric mean (TR
Adyusted GM percent changs (85% CT)]
Macebo-adiost=d GM percent change (35% CIJY

=00

427 (2.12,7.23)

137(0.75.213)
700 (-74.5, -64.5)
-10.1 (-28.6.13.4)

N=02
8.54 (7.10, 10.40)
6.05 (5.99, 8.30)

-18.81 (-20.12, -17.47)
026 (-2.15.2.77)

1.79 (1.40, 2.40)
1.83 (1.50, 2.49)
180 (-0.44, 4.11)
110 (-2.04, 4.38)

545 (436,7.13)
3.05 (3.27, 5.08)
-27.63 {-19.48, -25.73)
045 (-3.38. 437

=108

5.00 (2.45, 11.86)

1.50 (0.80, 2.65)
566 (-71.5, -60.8)

N=080
8.63 (7.20, 10.70)
7.03 (5.96, 8.48)

-19.02 (-20.24, -17.535)

1.70 (1.42, 2.46)
1.83 (1.50, 2.44)
0.59 (-1.54, 2.88)

5.47(4.30,748)
3.00 (3.34, 5.20)

-17.95 (-29.9], -2583)

GM denates peometric mean, HS high-sensitivity, and IQF. inter-quartile angs.
TThe zeomeinc mean was obtained by exponentiatng the mean of log-transformed data.

I The adjusted peometric mean percent change was obfained by expopentiating the adjusted mean
from the analysiz of covanance model (based on lop-mansformed data). then submacting 1| and
mualtiphying by 100. The bounds of the 95%: confidence intervals were obtamed similarly.
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