
FULL PRESCRIBING INFORMATION 

1. INDICATIONS AND USAGE 
VASCEPA™ (icosapent ethyl) is indicated as an adjunct to diet to reduce triglyceride 

and apolipoprotein B (apoB) levels in patients with very high (≥500 mg/dL) triglycerides. 
Usage Considerations:Patients should engage in appropriate nutritional intake and 

physical activity before receiving VASCEPA, which should continue during treatment. 
Attempts should be made to control any medical problems such as diabetes mellitus, 

hypothyroidism, and alcohol intake that may contribute to the lipid abnormalities. Medications 
known to exacerbate hypertriglyceridemia (such as beta blockers, thiazides, estrogens) should be 
considered for discontinuation or change prior to consideration of triglyceride-lowering drug 
therapy.  Lipid levels should be consistently abnormal before initiating VASCEPA. 

2. DOSAGE AND ADMINISTRATION 
Assess lipid levels before initiating therapy. Identify other causes (e.g., diabetes mellitus, 

hypothyroidism, or medications) of high triglyceridelevels and manage as appropriate. [see 
Indications and Usage (1)]. 

Patients should engage in appropriate nutritional intake and physical activity before 
receiving VASCEPA, which should continue during treatment with VASCEPA.  

The daily dose of VASCEPA is 4 g/day (taken as two capsules twice daily) or 2 g/day 
(taken as two capsules once daily or one capsule twice daily). 

Patients should be advised to swallow VASCEPA capsules whole. 

3. DOSAGE FORMS AND STRENGTHS 
VASCEPA capsules are supplied as 1gram amber-colored soft-gelatin capsules bearing 

the designation AMR101. 

4. CONTRAINDICATIONS 
VASCEPA is contraindicated in patients with known hypersensitivity (e.g., anaphylactic 

reaction) to VASCEPA or any of its components. 

5. WARNINGS AND PRECAUTIONS 
5.1. Monitoring: Laboratory Tests 

Laboratory tests should be performed periodically to measure the patient’s triglyceride 
and/or apoBlevels during therapy with VASCEPA. 

6. ADVERSE REACTIONS 
6.1 Clinical Trials Experience 

Because clinical trials are conducted under widely varying conditions, adverse reaction 
rates observed in the clinical trials of a drug cannot be directly compared to rates in the clinical 
trials of another drug and may not reflect the rates observed in practice.  



Adverse events irrespective of causality reported at a greater rate than placebo and in at 
least 3% of patients treated with VASCEPA at doses ranging from 0.5to 4 g/day in any of the 
10randomized, placebo-controlled, double-blind, studies are listed in Table 1. 

Table 1. Adverse Events Irrespective of Causality in Randomized, Placebo-Controlled, 
Double-Blind Studies Experienced at a Greater Rate than Placebo and in at least 3% of 
VASCEPA-Treated Patients* 

BODY SYSTEM 
Adverse Reaction 

Placebo 
(N=828) 

VASCEPA 
0.5 to 4 g/day 

(N=1322) 
n % n % 

Nausea                                                       26 3.1 43 3.3 
*Studies included patients with high triglycerides and very high triglycerides as well as Huntington’s disease, 
clinical depression, age-related memory impairment, and schizophrenia. 

In the hypertriglyceridemia study population (MARINE and ANCHOR studies), the 
adverse eventreported at a greater rate than placebo and in at least 3% of patients treated with 
VASCEPA (irrespective of causality) was arthralgia: 1.3% (placebo; N=309) 3.5% (2 g/day; 
N=312) and 1.6% (4 g/day; N=310). 

No laboratory abnormalities (e.g., CK, ALT, AST) were observed in any of the active 
treated groups (with or without statins) compared to placebo. 

Five hundred and eight (508) patients studied in the MARINE and ANCHOR trials 
received statin treatment concurrent with VASCEPA treatment.  The incidence and type of 
adverse events for patients on VASCEPA plus statin therapy was not different from patients 
treated with VASCEPA alone.  

Five hundred seventy seven (577) patients studied in the MARINE and ANCHOR trials 
had diabetes mellitus. The safety profile for patients with diabetes mellitus was similar to non-
diabetic patients.  No increase in fasting plasma glucose or HbA1c was observed in the 
VASCEPA-treated groups compared to placebo. 

7. DRUG INTERACTIONS  
7.1 Anticoagulants 
 A clinical study conducted to examine the effect of VASCEPA and concomitant warfarin 
administration showed no adverse effects on coagulation parameters. Some published studies 
with omega-3 fatty acids have demonstrated prolongation of bleeding time. The prolongation of 
bleeding time reported in those studies has not exceeded normal limits and did not produce 
clinically significant bleeding episodes. Patients receiving treatment with VASCEPA and other 
drugs affecting coagulation (e.g., anti-platelet agents)should be monitored periodically. 

8. USE IN SPECIFIC POPULATIONS 
8.1. Pregnancy  

Pregnancy Category B: There are no adequate and well-controlled studies in pregnant 
women. It is unknown whether VASCEPA can cause fetal harm when administered to a pregnant 



woman or can affect reproductive capacity. VASCEPA should be used during pregnancy if the 
potential benefit to the patient justifies the potential risk to the fetus. 

Reproduction studies performed in rats and rabbits showed icosapent ethyl was not 
teratogenic at any dose. Pregnant rats were administered doses of 0.3, 1.0 and 3.0 g/kg/day 
during organogenesis. The maternal and fetal No Observed Adverse Effect Level (NOAEL) was 
the highest dose of 3 g/kg/day (9 times the maximum clinical dose of 4 g/day based on body 
surface area comparison).  

Pregnant rabbits were administered 0.1, 0.3 and 1.0 g/kg/day during organogenesis. The 
0.3 g/kg/day dose was the maternal NOAEL based on decreases in food consumption and body 
weight gain observed with the high dose. The embryofetal developmental NOAEL was 1 
g/kg/day (6 times the 4 g/day clinical dose based on body surface area comparisons). 

Icosapent ethyl was administered to pregnant/lactating rats from gestation day 17 until 
day 20 of lactation to assess for peri- and postnatal developmental effects. No effects on growth, 
development, learning or reproductive performance were observed. The developmental NOAEL 
was the highest dose of 3 g/kg/day (9 times the clinical dose of 4 g/day based on body surface 
area comparison). 

Studies using 14C-icosapent ethyl in pregnant rats indicated that there was limited transfer 
of radioactivity to the fetus. 

8.2. Labor and Delivery 
There was no indication of any treatment effect on parturition in animal studies conducted 

with icosapent ethyl as assessed by various standard reproductive indices. However, caution 
should be used when treating women with VASCEPA in the late stages of pregnancy. 

8.3. Nursing Mothers 
Some studies with omega-3-acid ethyl esters have demonstrated excretion in human milk.  

The effect of this excretion is unknown; caution should be exercised when VASCEPA is 
administered to a nursing mother. 

8.4. Pediatric Use 
Safety and effectiveness in pediatric patients have not been established. 

8.5. Geriatric Use 
A limited number of patients older than 65 years were enrolled in the clinical studies of 

VASCEPA. Safety and efficacy findings in subjects older than 65 years did not appear to differ 
from those of subjects younger than 65 years. 

9. DRUG ABUSE AND DEPENDENCE 
VASCEPA does not have any known drug abuse or withdrawal effects. 

10. OVERDOSAGE 
In the event of an overdose, the patient should be treated symptomatically and general 

supportive care measures instituted, as required. 



11. DESCRIPTION 
VASCEPA, a lipid-regulating agent, is supplied as a 1 gram amber-colored, liquid-filled 

soft gelatin capsule for oral administration. 
Each VASCEPA capsule contains 1 gram of icosapent ethyl. Icosapent ethyl is an ethyl 

ester of the omega-3 fatty acid eicosapentaenoic acid (EPA). The empirical formula of icosapent 
ethyl is C22H34O2 and the molecular weight is 330.51. The chemical name for icosapent ethyl is 
ethylall-cis-5,8,11,14,17-icosapentaenoate with the following chemical structure:  

 
 

VASCEPA 1 gram capsules also contain the following inactive ingredients: tocopherol, 
gelatin, glycerin, maltitol, sorbitol, and purified water. 

12. CLINICAL PHARMACOLOGY 
12.1. Mechanism of Action 

Studies suggest that EPA reduces hepatic very low-density lipoprotein triglycerides 
(VLDL-TG) synthesis and/or secretion and enhances TG clearance from circulating VLDL 
particles.  Potential mechanisms for these include increased β-oxidation; inhibition of 
acyl-CoA:1,2-diacylglycerol acyltransferase (DGAT);decreased lipogenesis in the liver; and 
increased plasma lipoprotein lipase activity.  In addition, EPA is known to have pleiotropic 
effects on several inflammatory markers (e.g., high sensitivity C-reactive protein [hsCRP]). 

12.2. Pharmacodynamics 
VASCEPA2 and 4 g/day demonstrated statistically significant triglyceride lowering 

effects. A dose response relationship was observed with a larger effect at 4 g/day. The linear 
PK/PD relationship demonstrates that on average higher EPA levels correlate with greater 
triglyceride lowering effects. 

12.3 Pharmacokinetics 
VASCEPA was studied at the 4 g/day dose level with the following medications which 

are typical substrates of cytochrome P450 enzymes, and no drug-drug interactions were 
observed: 

Omeprazole: In a 14-day study of 30 healthy adult subjects, daily co-administration of 
omeprazole 40 mg/day with VASCEPA 4 g/day did not affect the AUC or Cmax of omeprazole. 

Rosiglitazone: In a18-day study of 30 healthy adult subjects, co-administration of a 
single dose of rosiglitazone 4 mg and VASCEPA 4 g/day did not affect the AUC or Cmax of 
rosiglitazone. 



Warfarin: In a 28-day study of 26 healthy adult subjects, co-administration of a single 
dose of racemic warfarin 25 mg and VASCEPA 4 g/day did not affect the AUC or Cmax of R- 
and S-warfarin, or the anti-coagulation pharmacodynamics of warfarin (extent and rate based on 
prothrombin time). 

Atorvastatin: In a 28-day study of 30 healthy adult subjects, co-administration of 
atorvastatin 80 mg/day with VASCEPA 4 g/day did not affect the AUC or Cmax of atorvastatin, 
2-hydroxyatorvastatin, or 4-hydroxyatorvastatin. 

Absorption: After oral administration, VASCEPA is de-esterified during the absorption 
process and the active metabolite EPA is absorbed mainly via the thoracic duct lymphatic 
system. Peak plasma concentrations of EPA were reached approximately 5 hours following oral 
doses of VASCEPA. Both Cmax and AUC increased in approximate proportion to the VASCEPA 
dose. In hypertriglyceridemic patients, endogenous plasma concentrations of EPA at steady state 
(trough levels) increased by 309% and 678% after oral administration of VASCEPA 2 and 4 
g/day, respectively. 

Distribution: The mean volume of distribution at steady-state of EPA is approximately 
88 liters. The majority of EPA circulating in plasma is incorporated in phospholipids, 
triglycerides and cholesteryl esters, and <1% is present as the unesterified fatty acid. Greater than 
99% of unesterified EPA is bound to plasma proteins. 

Metabolism& Excretion: EPA is mainly metabolized by the liver via beta-oxidation 
similar to dietary fatty acids. Beta oxidation splits the long carbon chain of EPA into acetyl 
Coenzyme A, which is converted into energy via the Krebs cycle. Cytochrome P450-mediated 
metabolism is a minor pathway of elimination of EPA. The total plasma clearance of EPA at 
steady state is 684 mL/hr. The plasma elimination half-life (t1/2) of EPA at steady state is 
approximately 89 hr.  VASCEPA does not undergo renal excretion. 

Gender: When administered VASCEPA in clinical trials, men and women did not differ 
in plasma concentrations of EPA. 

Geriatric: VASCEPA was studied in patients younger and older than 65 years, with no 
differences in plasma concentrations of EPA. 

Pediatric: The pharmacokinetics of VASCEPA have not been studied in pediatric 
patients. 

Hepatic or Renal Impairment: VASCEPA has not been studied in patients with renal or 
hepatic impairment. 

13. NONCLINICAL TOXICOLOGY 
13.1. Carcinogenesis, Mutagenesis, Impairment of Fertility 

In a 2-year rat carcinogenicity study with oral gavage doses of 0.1, 0.3 and 1.0 
mL/kg/day icosapent ethyl (0.09, 0.27, and 0.91 g/kg/day respectively), there was no difference 
in tumor incidence between treated groups and corn oil controls. 

The high dose of 0.91 g/kg/day resulted in drug exposures in rats 2.6 times human 
systemic exposures following an oral dose of 4 g/day based on a body surface area comparison.  



In a 6-month carcinogenicity study in Tg.rasH2 transgenic mice oral gavage doses of 0.5, 
1, 2, and 4.6 g/kg/day icosapent ethyl were evaluated. An increased incidence of benign 
squamous cell papilloma in the skin/subcutis of the tail was observed in male mice receiving the 
high dose of 4.6 g/kg/day, a dose resulting in drug exposures 6.5 times the human systemic 
exposures following an oral dose of 4 g/day based on body surface area comparison. No other 
compound-related tumors were observed.  Thepapillomas were considered to develop secondary 
to chronic irritation of the proximal tail associated with fecal excretion of oil and are not 
considered to be clinically relevant. 

Icosapent ethyl was considered to be neither mutagenic nor clastogenic when tested in a 
standard battery of tests, including the Ames assay, chromosomal aberration assays in Chinese 
Hamster Ovary (CHO) cells, and the in vivo mouse micronucleus assay. 

In a rat fertility study, icosapent ethyl was administered at doses of 0.3, 1, and 3 g/kg/day 
to male rats for 9 weeks before mating and to female rats for 14 days before mating through day 
7 of gestation.  No effects on fertility or reproductive performance were observed and the 
NOAEL was 3 g/kg/day; 9 times human systemic exposure with 4 g/day based on a body surface 
area comparison. 

14. CLINICAL STUDIES 
14.1. Very High Triglycerides 

The effects of VASCEPA 2 and 4 g/day were assessed in a randomized, placebo-
controlled, double-blind, parallel-group study of 229 adult patients with very high fasting 
triglyceride levels (>500 mg/dL and <2000 mg/dL) [the MARINE study]. Patients were treated 
for 12 weeks.  

The median placebo-adjusted changes in the major lipid parameters for the groups 
receiving VASCEPA are shown in Figure 1.2.   

Figure 1.2. Median Placebo-adjusted Percent Change from Baseline in Lipid Parameters in 
224 Patients (ITT population) with Very High Triglyceride Levels (≥500 mg/dL) 
[MARINE] 
 



 
**** p<0.0001; *** p<0.001; ** p<0.01; * p<0.05; NS = Not Significant (p≥0.05) 
 
Median Baseline TG: 703 (placebo, n=75), 680 (4 g/day, n=76), 657 (2 g/day, n=73) mg/dL 
Median Baseline LDL-C: 86 (placebo, n=75), 91 (4 g/day, n=76), 84 (2 g/day, n=73) mg/dL 
Median Baseline apoB: 118 (placebo; n=73), 121 (4 g/day; n=75); 118 (2 g/day; n=70) mg/dL 
Medians are Hodges-Lehmann medians; p-values are from the Wilcoxon rank-sum test. 
 
Apo B = apolipoprotein B; HDL-C = high-density lipoprotein cholesterol; hsCRP = high sensitivity C-reactive protein; ITT=intent to treat; LDL-
C = low-density lipoprotein cholesterol; Lp-PLA2 = lipoprotein-associated phospholipase A2; non-HDL-C = non-high-density lipoprotein 
cholesterol; TC = total cholesterol; TG = triglyceride; VLDL-C = very low density lipoprotein cholesterol; VLDL-TG = very low-density 
lipoprotein triglycerides 

 
Median baseline triglyceride levels were 679.5 mg/dL (4 g/day; n=76), 657 mg/dL (2 

g/day; n=73), and 703 mg/dL (placebo; n=75).  VASCEPA dosed for 12 weeks reduced fasting 
median placebo-adjusted triglyceride levels by 33.1% (4 g/day; p<0.0001) and 19.7% (2 g/day; 
p=0.0051).   

The median baseline triglyceride levels among a predefined subset of patients with 
baseline triglycerides >750 mg/dL (n=88) were 1052 mg/dL(placebo), 902.0 mg/dL(4 g/day), 
and 947.5 mg/dL (2 g/day).In this subgroup, VASCEPA reduced median placebo-adjusted 
triglycerides by 45.4% (4 g/day; p=0.0001) and 32.9% (2 g/day; p=0.002).   

The reduction in triglycerides observed with VASCEPA was not associated with 
significant elevations in median LDL-C levels at either dose.Median baseline LDL-C levels were 
90.5 mg/dL (4 g/day), 84 mg/dL (2 g/day), and 86 mg/dL (placebo). 

The median baseline apoB levels were 118 mg/dL(placebo), 121 mg/dL(4 g/day), and 
118 mg/dL (2 g/day).VASCEPA reduced median placebo-adjusted apoB levels by 8.5% 
(4 g/day; p<0.0019) and 2.6% (2 g/day; p=0.2367). 
14.2 Co-Administration with Statins 

In the predefined subgroup of patients in the MARINE study who were on background 
statin therapy (n=56), the median placebo-adjusted triglyceride level was reduced by 65% 
(4 g/day; p=0.0001) and 41% (2 g/day; p=0.0276). 



14.3 Other Clinical Experience 
The effects of VASCEPA 2and 4 g/day as add-onto statin therapy were evaluated in a 

randomized, placebo-controlled, double-blind, parallel-group study of 702 adult patients at high 
risk of CVD, with persistent high fasting triglyceride levels (≥200 mg/dL and <500 mg/dL) [the 
ANCHOR study]. 

Patients were receiving background statin therapy (atorvastatin, rosuvastatin, or 
simvastatin) and at LDL-C goal prior to randomization.  The same statin and statin dose were 
continued throughout the study. Patients were randomized to either 2 or 4 g/day of VASCEPA or 
placebo for 12 weeks.  The primary endpoint was the reduction in triglyceride levels compared to 
placebo and the key secondary endpoint was percent change in LDL-C compared to placebo. 

The median placebo-adjusted changes in the major lipid parameters for the groups 
receiving statin plus VASCEPA are shown in Figure2.3.   

Figure2.3.Median Placebo-Adjusted Baseline and Percent Change from Baseline in Lipid 
Parameters in 687 Patients (ITT population) with High Triglyceride Levels (≥200 mg/dL 
and <500 mg/dL) [ANCHOR] 

 

**** p<0.0001; *** p<0.001; ** p<0.01; * p<0.05; NS = Not Significant (p≥0.05) 
 
Median Baseline TG: 259 (placebo, N=227), 265 (4 g/day, N=226), 254 (2 g/day, N=234) mg/dL 
Median Baseline LDL-C: 84 (placebo, N=226), 82 (4 g/day, N=225), 82 (2 g/day, N=233) mg/dL 
Median Baseline non-HDL-C: 128 mg/dL for all treatment groups. 
Median Baseline apoB: 91 (placebo, n=219), 93 (4 g/day, n=217), 91 (2 g/day, n=227) mg/dL 
Medians are Hodges-Lehmann medians; p-values are from the Wilcoxon rank-sum test. 
 
Apo B = apolipoprotein B; HDL-C = high-density lipoprotein cholesterol; hsCRP = high sensitivity C-reactive protein; ITT=intent to treat; LDL-
C = low-density lipoprotein cholesterol; Lp-PLA2 = lipoprotein-associated phospholipase A2; non-HDL-C = non-high-density lipoprotein 
cholesterol; TC = total cholesterol; TG = triglyceride; VLDL-C = very low density lipoprotein cholesterol; VLDL-TG = very low-density 
lipoprotein triglycerides. 

 



Median baseline triglyceride levels were 264.8 mg/dL (4 g/day; n=233), 254.0 mg/dL 
(2 g/day; n=236), and 259.0 mg/dL (placebo; n=233).  VASCEPA dosed for 12 weeks reduced 
fasting median placebo-adjusted triglyceride levels by 21.5% (4 g/day; p<0.0001) and 10.1% 
(2 g/day; p=0.0005).  VASCEPA 4 g/day reduced median placebo-adjusted triglyceride levels 
from 14.4% (p=0.0020) in the lowest baseline triglyceride tertile (median 208 mg/dL) to 31.1% 
(p<0.0001) in the highest baseline triglyceride tertile (median 347 mg/dL). 

VASCEPA 4g/day reduced median placebo-adjusted triglyceride levels by 13.1% 
(p=0.5467) in the lowest statin potency regimen (simvastatin 5-10 mg/day); by 20.1% 
(p<0.0001) in the medium potency statin regimen (rosuvastatin 5-10 mg, atorvastatin 10-20 mg, 
simvastatin 20-40 mg, simvastatin 10-20 mg + ezetimibe 5-10 mg); and by 26% (p<0.0001) in 
the highest statin potency regimen (rosuvastatin 20-40 mg, atorvastatin 40-80 mg, simvastatin 80 
mg or simvastatin with ezetimibe 5-10 mg).   

Of the 702 patients with high triglycerides enrolled in this study, 501 had diabetes 
mellitus. Efficacy results in patients with diabetes were similar to those of the non-diabetics and 
no increases in either fasting plasma glucose or HbA1c was observed in both VASCEPA-treated 
groups. 

The reduction in triglycerides observed with VASCEPA was also associated with a 
decrease in median LDL-C levels at both doses.  Median baseline LDL-C levels were 82.0 
mg/dL (4 g/day), 82.0 mg/dL (2 g/day), and 84.0 mg/dL (placebo).  VASCEPA decreased 
median placebo-adjusted LDL-C by 6.2% (4 g/day; p=0.0067) and 3.6% (2 g/day; p=0.0867), 
which was non-inferior to placebo, based on a pre-specified +6% margin. 

Median baseline apoB levels were 91 mg/dL (placebo), 93 mg/dL (4 g/day), and 91 
mg/dL (2 g/day).VASCEPA reduced median placebo-adjusted apoB levels by 9.3% (4 g/day; 
p<0.0001) and 3.8% (2 g/day; p=0.0170).   

Median baseline non-HDL-C levels were 128 mg/dL for all treatment groups.  
VASCEPA reduced median placebo-adjusted non-HDL-C levels by 13.6% (4 g/day; p=0.0001) 
and 5.5% (2 g/day; p=0.0140). 

16. HOW SUPPLIED/STORAGE AND HANDLING 
VASCEPA (icosapent ethyl) capsules are supplied as 1-gram amber-colored soft-gelatin 

capsules bearing the designation AMR101.  
Bottles of 120: NDC 52937-01-120.  
Store at 20° to 25° C (68° to 77°F); excursions permitted to 15° to 30° C (59° to 86°F) 

[see USP Controlled Room Temperature]. Keep out of reach of children.  

17. PATIENT COUNSELING INFORMATION 
17.1. Information for Patients 

Patients should be advised that use of lipid-regulating agents does not reduce the 
importance of appropriate nutritional intake and physical activity [see Dosage and 
Administration (2)]. 



Manufactured for: 
Amarin Pharmaceuticals Ireland Limited 
c/oAmarin Pharma Inc. 
Bedminster, NJ 07921 
+1-866-960-7367 
 
www.VASCEPA.com 

VASCEPA is a trademark of Amarin Pharmaceuticals Ireland Limited 
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PATIENT INFORMATION 
VASCEPA™ (icosapent ethyl) Capsules 

1 gram capsules 
 
Read the Patient Information that comes with VASCEPA™(icosapent ethyl) capsules before you 
start taking it, and each time you get a refill. There may be new information. This leaflet does not 
take the place of talking with your doctor about your condition or treatment. 
 
What is VASCEPA? 
VASCEPA is an FDA-approved prescription medicine for adults. VASCEPA contains the 
omega-3 fatty acid called EPA. EPA is known as anessential omega-3 fatty acid because it is a 
fatty acid substance that your body needs but cannot produce itself.  
 
What is VASCEPA used for? 
VASCEPA should be used along with a diet low in saturated fat and cholesterol as well as low in 
carbohydrates and added sugars to reduce very high triglycerides (fats) in your blood and to 
potentially reduce your risk of heart and vascular disease. Before taking VASCEPA, talk to your 
doctor about how you can lower high blood fats by:  
• losing weight, if you are overweight 
• increasing physical exercise  
• decreasing alcohol use  
• treating diseases such as diabetes and low thyroid activity (hypothyroidism) , and 
• adjusting the dose or changing other medicines that raise triglyceride levels such as certain 

blood pressure medicines and estrogens. 
 
Treatment with VASCEPA has not been shown to prevent heart attacks or strokes. VASCEPA 
has not been studied in children under the age of 18 years. 
 
Who should not take VASCEPA?  
Do not take VASCEPA if you:  
• are allergic to VASCEPA or any of its ingredients. See the end of this leaflet for a 

complete list of ingredients in VASCEPA. 
 
What should I tell my doctor before taking VASCEPA?  
Tell your doctor about all of your medical conditions, including if you:  
• drink more than 2 glasses of alcohol daily 
• have diabetes mellitus 
• have a thyroid problem called hypothyroidism 
• have a pancreas problem 
• are pregnant, or planning to become pregnant. It is not known if VASCEPA can harm your 

unborn baby, or 
• are breastfeeding as it is not known if VASCEPA, which passes into your milk, can harm 

your baby. 



 
Tell your doctor about all the medicines you take, including prescription and non-prescription 
medicine, vitamins, and dietary or herbal supplements.  
 
How should I take VASCEPA? 
• Your doctor may start you on a diet that is low in saturated fat and cholesterol as well as low 

in carbohydrates and added sugars before giving you VASCEPA. Stay on this diet while 
taking VASCEPA. 

• The usual daily dose of VASCEPA is either one or two capsules taken twice daily or two 
capsules taken once daily as directed by your doctor. 

• Take VASCEPA exactly as prescribed. Do not change your dose or stop VASCEPA without 
talking to your doctor. 

• The maximum recommended daily dose of VASCEPA is 4 capsules per day.  Do not take 
more capsules than what is prescribed by your doctor. 

• If you miss a dose of VASCEPA, take it as soon as you remember. However, if you miss one 
day of VASCEPA, do not double your dose when you next take it. 

• If you take too much VASCEPA, call your doctor or Poison Control Center right away. 
• Take VASCEPA capsules whole.   
• Your doctor may do blood tests to check your triglyceride and cholesterol levels during 

treatment with VASCEPA. 
 
What are the possible side effects of VASCEPA?  
Side effects with VASCEPA were mild and infrequent.  The most commonly reported adverse 
event in all VASCEPA treated patients was nausea (3.3% on VASCEPA vs. 3.1% on placebo).  
These are not all the side effects with VASCEPA. For more information, ask your doctor or 
pharmacist.Talk to your doctor if you have side effects that bother you or that will not go away.  
You may report side effects to the US Food and Drug Administration (FDA) at 1-800-FDA-
1088.   
 
Is VASCEPA the same as a fish oil supplement? 
No.  VASCEPA is proven to work in clinical studies of adult patients with very high 
triglycerides (fats) in their blood. The manufacturer of VASCEPA is inspected and approved by 
the FDA. 
 
How should I store VASCEPA? 
• Store VASCEPA at room temperature, 59° to 86° F (15° to 30° C). 
• Do not keep medicine that is out of date or that you no longer need.  
• Keep VASCEPA out of the reach of children. Be sure that if you throw medicine away, it is 

out of the reach of children. 
 
General information about VASCEPA 
Medicines are sometimes prescribed for conditions that are not mentioned in patient information 
leaflets. Do not use VASCEPA for a condition for which it was not prescribed. Do not give 
VASCEPA to other people, even if they have the same problem you have. It may harm them. 
 



This leaflet summarizes the most important information about VASCEPA. If you would like 
more information, talk with your doctor or pharmacist. You can ask your doctor or pharmacist 
for information about VASCEPA that is written for health professionals or go to 
www.vascepa.com.  
 
What are the ingredients in VASCEPA? 
Active Ingredient: icosapent ethyl 
Inactive Ingredients: tocopherol(Vitamin E; as a preservative), gelatin, glycerin, maltitol, 
sorbitol, purified water 
 
VASCEPA is a trademark of Amarin Pharmaceuticals Ireland Ltd.  
©2011 Amarin Pharmaceuticals Ireland Ltd. 
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