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FDANWBARKEZEDSHIEEPARA| (Vascepa®) ZILEAEEFHFEELL TR

FDA NEWS RELEASE
FDA approves use of drug to reduce risk of cardiovascular events in certain adult
patient groups

For Inmediate Release: 201 9£|E1 ZH 1 3 E 1{“_}.

December 13,2019

Espaiiol (/news-events/press-announcements/la-fda-aprueba-el-uso-de-un-medicamento-para-reducir-el-riesgo-de-eventos-cardiovasculares-en)

The U.S. Food and Drug Administration today approved the use of Vascepa (icosapent ethyl) as an adjunctive (secondary) therapy to reduce
the risk of cardiovascular events among adults with elevated triglyceride levels (a type of fat in the blood) of 150 milligrams per deciliter or
higher. Patients must also have either established cardiovascular disease or diabetes and two or more additional risk factors for
cardiovascular disease. Patients are advised to continue physical activity and maintain a healthy diet.

Vascepa is the first FDA approved drug to reduce cardiovascular risk among patients with elevated triglyceride levels as an add-on to
maximally tolerated statin therapy. Statins are drugs used to treat elevated cholesterol levels and reduce the risk of cardiovascular events.

“The FDA recognizes there is a need for additional medical treatments for cardiovascular disease,” said John Sharretts, M.D., acting deputy
director of the Division of Metabolism and Endocrinology Products in the FDA’s Center for Drug Evaluation and Research. “Today’s
approval will give patients with elevated triglycerides and other important risk factors, including heart disease, stroke and diabetes, an
adjunctive treatment option that can help decrease their risk of cardiovascular events.”

High levels of triglycerides can play a role in the hardening of arteries or thickening of the artery wall, which can increase the risk of a heart
attack or stroke; however, the mechanisms of action that contribute to reduced cardiovascular events among patients taking Vascepa are
not completely understood.

Vascepa’s efficacy and safety were established in a study with 8,179 patients who were either 45 years and older with a documented history
of coronary artery, cerebrovascular, carotid artery and peripheral artery disease, or 50 years and older with diabetes and additional risk
factors for cardiovascular disease. Patients who received Vascepa were significantly less likely to experience a cardiovascular event, such as
a stroke or heart attack. Vascepa’s active ingredient is the omega-3 fatty acid, eicosapentaenoic acid, derived from fish oil. Vascepa is taken
orally.









HETORa—L

ﬁ*ﬁﬁi B SR HARISER
15
& &L 2 50— )L {E gaLiit;
250mg/dL LAk | 7302872 or Yun 247y
Bt 408 ~758 “EPARE
ik EIiRik ~ 758 EPA-E 1800mg/H
RERT A T INRAFY or YUN AREFY
PROBE %

(BIAZE. SVF L. A—T .

TURR VP ERIE it (URER } B/ R
BRI ok Ifn %% B fh ik

ITT#R#HT

Am Heart J 146(4) 613-620 2003



nAREE O

@ WEHE > 150me/dLELE

%
3 LFEH  N=4847 N=4786

-25% -24% -24%

-30 |

40 L TC LDL-C HDL-C PiERERs

M. Yokoyama et al: ISA 2006






LDL—CIE T ZIr750)D
EPADILIAEE TR A
EOfEBAT HM?




EPADIDINE FE/EA

EPAIZIZLDL—CIE T{ERILZELN !
X

REFETT—I~DIEARIL?






HS5—<vE Y CCTANEETE

CT{E:-50~50 A~"ELETF5—Y









EpAo):nux-?n—)biﬂiiz%«wﬁm
HDL#EREIZ R X T 2L (BRI ER)

T/INT—)L @
1800mg/H

HDLﬁEﬁ
= 54:E R HDLﬁEﬁ
\ J
L &m % Ahn —_—
THP-1 B~ 7—o InERNE#E(HUVEC)

hiEBtEs
PON-1®M;;E4ERIE

.

B T ——————

AL RTFO—)LB|&thEkE LA (AR E O (R )

———————

I & AR D 1SS e

R AE/ERA
(VCAM-10) FIRHNH)
HDLMBEDMRET ——---—-————— e

Tanaka N, et al. Atherosclerosis 2014; 237: 577-83 KUY{ERL

\-----'



EPAd):l/Z?D—)biﬁﬁz—if&‘-}Tﬁ’\d)YﬁFﬁ
HDL#EREIZ R IFX T 2L (BRI ER)

[AZIEEEREERE28MICT/AT—/L 1800mg/BZ4BEMIZ S L. B E5RICOFZLERL. B5
nr-mEMNSHEELI-HDLZ< /07— IiRmL ., HDLO):I/ZTD—)LEI?E%‘E‘EE@J
t=o F=M;FEPA/AALE EHDLAR MDEPA/AALLIZ DLV THIRET L=,

o

H (1/8)' 1

5 18-

L * D

@D 8 L

- CTI

L %

A 61 D

T E 0.

n P

I A

L

5l / o.

T 2 A

ik A

% tt O 1 1 1 1 1

&

’ EPAIX5H]  EPAR5# 0 VT
F#{l+ SE "

* p<0.05 vs EPA¥; 5 Hi] (paired Student’s t-test)
Tanaka N, et al. Atherosclerosis 2014; 237: 577-83



WEFRREE 58
PCIiZ7EBIZ. BEMEEER TEERICE T FEARIC

HIRL AR ETS—




EEPA/AALLTIINAYRIEEEATHIEZ 2 ?
= .
Carotid H igh risk EPA/AA Optimalmedical therapy
No, | Age |[SEX| BMI| plaque |coronary vuherabk plague | necrotic HFIXEPA . anti-PCSK9 PCI
progression core AR = Statn | EPA antbody
1 64 | M | 245 o) RCAE 2, LAD#6,#7, LCXE 11 - 019 ) - — —
2 |62 | M | 286 ND RCA# 2, #3, LADE7 — 0.29 o) o} o -
3 | 51 | F | 237 o} RCA# 1 o) 0.65 o) ¢} — —
4 |71 | m | 244 ND RCA# 1 o) 112 o) ¢} o o}
5 | 60 | F | 242 o) RCA# 1, #2 LADE7 ) 018 ¢) — —
6 | 47 | M | 255 — LAD# 7 — 012 o) ¢} — —
7 |62 | F | 274 o} — — 014 o) ¢} — —
8§ | 73 | M | 258 o) RCA# 2, LADH 7 - FKAE o - - -
9 | 72 | & | 287 o} RCA# 2, LAD} 7 — 042 o) - - -
10 [ 66 | M | 272 o) RCA#2, LMT — 008 @) o) — —
"n|n | F | 27 o} LAD/ LCX, LADE 6 — 012 o) o} — —
12 | 69 | F | 304 o} — — 019 o) ¢} — —
13 | 74 F | 292 (@) LAD# 7, LCXt 11 — xHE (0] — — —
14 | 65 | M | 258 o) RCA# 2, LAD#6, LCXH# 11 - 013 ) o) — —
15 | 76 | F | 228 o} RCA#1,#3 o) 013 — o} o —
16 | 67 | F | 252 ND LAD# 6 o) 014 — ¢} — —
17 [ 58 | M | 212 o) RCA#t 2, #3, LADES6, LCXi11 ) 01 ) ¢) o) o)
18 | 70 | F | 282 o) RCAIt 3, LADE 7, LCX# 11 — 01 ) — — —
19 [ 76 | M 30 o) RCA# 2, # 3, LADE7 — 049 — o) — —
20 |79 | F | 242 o) RCAH3, LMT - 0.09 o) - — —
21 | 70 | F | 30 o} RCA#2 #3 — 009 o} — —
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