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Screened
N=19,212

A 4

Randomized
N=8179

Screen Fails N=11,033*

Inc./Excl. criteria not met 10,429
Withdrawal of consent 340
Adverse event 13
» Primary Prevention category closed 4
Death
Lost to follow-up 108
Enrollment closed 3
Other 135

*4 patients presented 2 screen failure
reasons.

y

Icosapent Ethyl
N=4089 (100%)

Y

y

Placebo
N=4090 (100%)

Completed Study N=3684 (90.1%) Completed Study N=3630 (88.8%)
Completed final visit 3419 (83.6%) Completed final visit 3335 (81.5%)
Death before final visit 265 (6.5%) Death before final visit 295 (7.2%)
A y
Early Discontinuation Early Discontinuation
from Study N=405 (9.9%)* from Study N=460 (11.2%)*
Withdrawal of consent 281 (6.9%) Withdrawal of consent 297 (7.3%)
Investigator judgement 12 (0.3%) Investigator judgement 12 (0.3%)
Incomplete final visit 63 (1.5%) Incomplete final visit 89 (2.2%)
Other 49 (1.2%) Other 62 (1.5%)
Actual vs. potential total Actual vs. potential total
follow-up time (%) 93.6% follow-up time (%) 92.9%
Known vital status 4083 (99.9%) Known vital status 4077 (99.7%)

FIG. 2
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A Primary End Point

Patients with an Event (%)

No. at Risk
Placebo

AMR101

100 A

80 1

60 |

40

4090
4089

30 ~

20 ~H

10 +

Hazard ratio, 0.75
(95% Cl, 0.68-0.83)
P<0.001

Placebo

6
Years since Randomization
3743 3327 2807 2347 1358 7
3787 3431 2951 2503 1430 1

FIG. 34




No. at Risk
Placebo

VASCEPA

Patients with an Event (%)
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30 ~
a Placebo + statin 28.3%
-=--- VASCEPA + statin
20 - Lot
Placebo //, 53.0%
II’—’
10 - ’,/ VASCEPA
,,/ (icosapent ethyl)
7’
0 ) T Ll ] Ll
0 1 2 3 4 5
Years since Randomization
4090 3743 3327 2807 2347 1358
4089 3787 3431 2951 2503 1430

FIG. 3B

-25%
RRR

HR: 0.75 [95% CI 0.68-0.83]
P=0.00000001

ARR-4.8%
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B Secondary End Point

100 4

80 -
S
3

@ 60 -
S
=
=

2 40 1
kS
w®
o
No. at Risk

Placebo 4090
Icosapent Ethyl 4089

30

20

10 H

Hazard ratio, 0.74
(95% Cl, 0.65-0.83)
P<0.001

Placebo

-
-
-

6
Years since Randomization
3837 3500 3002 2542 1487 8
3861 3565 3115 2681 1562 12

FIG. 54




No. at Risk
Placebo

VASCEPA

Patients with an Event (%)
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30 -
e Placebo + statin -96%
---- VASCEPA + statin RRR
20 20.0%
HR: 0.74 [95% CI 0.65-0.83]
Placebo o~ P=0.0000006
10 - == 162% ARR - 3.6%
A --="" VASCEPA NNT 28
(icosapent ethyl)
0 1 T i 1 1
0 1 2 3 4 5
Years since Randomization
4090 3837 3500 3002 2542 1487
4089 3861 3565 3115 2681 1562

FIG. 5B
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A Primary End Point by Achieved Triglyceride Level at 1 Year

No. at Risk
Placebo

Patients with an Event (%)

100 -
90

Hazard ratio (95% CI):
Icosapent Ethyl Triglyceride <150 vs >150 mg/dL 0.99 (0.84-1.16)
Icosapent Ethyl Triglyceride >150 mg/dL vs Placebo 0.71 (0.63-0.79)
Icosapent Ethyl Triglyceride <150 mg/dL vs Placebo 0.70 (0.60-0.81)

Placebo
----- Icosapent Ethyl Triglyceride >150 mg/dL
---------- Icosapent Ethyl Triglyceride <150 mg/dL

Years since Randomization

4090 3743 3327 2807 2347 1358

Icosapent Ethyl Triglyceride >150 mg/dL 2364 2276 2085 1775 1473 803
Icosapent Ethyl Triglyceride <150 mg/dL 1325 1277 1179 1040 922 571

B Key Secondary End Point by Achieved Triglyceride Level at 1 Year

No. at Risk
Placebo

Patients with an Event (%)

100 -
90
80 4
70 4
60
50 4
40 4
30 4

Hazard ratio (95% CI):
Icosapent Ethyl Triglyceride <150 vs >150 mg/dL 1.00 (0.82-1.23)
Icosapent Ethyl Triglyceride >150 mg/dL vs Placebo 0.67 (0.56-0.80)
Icosapent Ethyl Triglyceride <150 mg/dL vs Placebo 0.66 (0.57-0.77)

Placebo
----- Icosapent Ethyl Triglyceride >150 mg/dL
---------- Icosapent Ethyl Triglyceride <150 mg/dL

Years since Randomization

4090 3837 3500 3002 2542 1487

Icosapent Ethyl Triglyceride >150 mg/dL 2364 2319 217 1875 1579 879
Icosapent Ethyl Triglyceride <150 mg/dL 1325 1300 1218 1096 986 620

FIG. 10
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