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Screened
N=19,212 Screen Fails N=11,033*
Inc./Excl. criteria not met 1
Withdrawal of consent
Adverse event
» Primary Prevention category closed 4
Death 5
Lost to follow-up
Enrollment closed
Randomized Other
N=8179 *4 patients presented 2 screen failure
reasons.
A 4 y
Icosapent Ethyl Placebo
N=4089 (100%) N=4090 (100%)
Y y
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 4

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%)
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30
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g 209 20.0%
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A Primary End Point by Achieved Triglyceride Level at 1 Year
Hazard ratio (95% Cl):

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)
80 1 Icosapent Ethyl Triglyceride <150 mg/dL vs Placebo 0.70 (0.60-0.81)
70 4

100
90 +

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

60 4

Patients with an Event (%)
b2

Years since Randomization

No. at Risk
Placebo 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

Hazard ratio (95% ClI):
100
Icosapent Ethyl Triglyceride <150 vs >150 mg/dL 1.00 (0.82-1.23)
90 1 Icosapent Ethyl Triglyceride >150 mg/dL vs Placebo 0.67 (0.56-0.80)
o 80 1 Icosapent Ethyl Triglyceride <150 mg/dL vs Placebo 0.66 (0.57-0.77)
s
< 704
g
& 60 Placebo _ _
s | @ =----- Icosapent Ethyl Triglyceride >150 mg/dL
£ 909 e Icosapent Ethyl Triglyceride <150 mg/dL
3
£ 40 4
g
5 30
Years since Randomization
No. at Risk
Placebo 4090 3837 3500 3002 2542 1487

Icosapent Ethyl Triglyceride >150 mg/dL 2364 2319 2171 1875 1579 879
Icosapent Ethyl Triglyceride <150 mg/dL 1325 1300 1218 1096 986 620

FIG. 10



PCT/US2019/046710

WO 2020/037153

13/14

[l "OId
leyeg 0gede|d Jeneg [Ayg yuedeso|
gl 0l 90 20
su (€20') '6£L°0) 028°0 (%9'2) 06OV/0LE (%L'9) 680V/V .2 Ailepol [ejoL
1000>  (¥98'0'069°0) 22L0 (%6'91) 060v/069 (%'€l) 680V/6VS - 830413 [eye-UON/IIN eyed-UON/A)[EMON [ejoL
100 (v£6'0'555°0) 0220 (%£'¢) 060W/vEL (%) 630v/36 ] 9%0US [eje4-UON Jo [ejed
2000 (8980°1€5°0) 6290 (%8'€) 060751 (%9°2) 680v/801 e ¥ lo} "dsoy
€00 (1860 '259°0) £08'0 (%2'9) 060v/ELZ (%€'v) 680W/v L) el yresa AD
1000>  (922°0'085°0) €590 (%8 ) 060V/12E (%€'S) 6807/912 —— aseney jusBlew3 4o jusbin
1000> (8080 '985°0) 8890 (%2'8) 060V/SGE (%}°9) 680V/052 il [IAl Teye--UoN .o [eye4
1000>  (6S8'0°099°0) €520 (%¥'21) 060v/20G (%9'6) 680V/26¢E —— I\ [eye4-UON Jo Uyead AD
1000>  (0£8°0'169°0) 6€L0 (%8'%1) 060v/909 (%'} 1) 680V/65Y - (LL1) sysoduod Aepuossg Aey
1000>  (0£8'0'289°0) 2GL0 (%0°22) 060v/106 (%Z 1) 680V/50L - (LL1) sysoduio) Arewild
(%) N/U (%) Nu (12 %g6)
oneA-d (10 %S6) d4H 0godE|d I3 yuadesoo) ofjey piezey jutodpu3




PCT/US2019/046710

WO 2020/037153

14/14

i "DiA

‘SHBAIBUR JBLI0 DUR SOOSHERRIBYD JushRd 0 pasn asmﬂ:%mm
"SASAIRUR BIBMBAIINUS JO) PESN LUOHBINGDY s

{IR/BW <) AOMAM PO L O THIH PUB (TP/BU 051 >) YIOWW 691> D1 H0Y0D Jojseduiog,
(Bt 0GLE) WIoUIL 80°LE DL BOYCs 1 -PEIRABIY,

Buymeu paydde
2i00s Aysuadosd BLBILD USIBNONS JHIHOD
JEYE DBDTIOL) IBYE pepninu) ,m&ﬁwmgau
giBL'eT £905°CE 88’98
BUSHID UOISHIOU poysuep: siusyed
{eUOIDDE 18l % pelesi-uneg
ZeH' 088 Lee'eys’l
Bt pagdde
a0 Apsusdosd BUSILG UOISNIDNS SHUUOD
I8YE papiou| JsyE PepNoUY] M m,“.ivmwgmmm
§I8L'ET HPLE vagie

uosodsi(y usled



