
March, 20101

Next Generation Lipid Modification in 
Cardiovascular Disease

Nasdaq: AMRN
www.amarincorp.com

TM

http://www.amarincorp.com/


March, 20102

This presentation contains forward-looking statements, including those relating to the

Company’s product development and regulatory timelines, cash flow and other statements

that are predictive in nature, that depend upon or refer to future events or conditions.

Forward-looking statements include words such as “expects,” “anticipates,” “intends,”

“plans,“ “believes,” “estimates,” and similar expressions. These statements involve known

and unknown risks, uncertainties and other factors which may cause actual results to be

materially different from any future results expressed or implied by the forward-looking

statements. Prospective investors are cautioned not to place undue reliance on such

forward-looking statements, which speak only as of the date of this presentation. Amarin’s

product candidates are in various stages of development and are not available for sale or use

outside of approved clinical trials. See discussion of Risk Factors in the Company’s Annual

Report on Form 20-F as filed with the U.S. Securities and Exchange Commission.

Forward-Looking Statement
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Lead product AMR 101 (ethyl EPA) for elevated triglycerides

● Addressing multi-billion dollar market opportunity

● Best-in-class positioning with follow-on indication opportunities

Phase 3 program enrollment commenced and funded 

through NDA

● SPA agreements in place 

● Clear path to regulatory approval

● Known clinical profile positions AMR101 for success in the market

Experienced management team

● Entirely focused on cardiovascular opportunities

Significant  upcoming milestones

● Trial enrolment updates, trial data, NDA filing, commercial partnership

Amarin: Positioned for Near Term Success
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Multi $bn potential opportunities

Significant Market Opportunities

150 million

34 million

36 million
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Number of People 
(>20 yrs old) in US

Source: Archives of  Internal Medicine, 2009;169(6):572-578
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Emerging Focus on Treating Dyslipidemia with Omega-3

LDL-C & Total Cholesterol

LDL HDL

Statins, Niacin, Fibrates
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• Cardiovascular field is entering a post-statin era with broad growth 

potential for prescription omega-3 based solutions
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Large, dynamic market:

● Dominated by statins, fibrates and niacin

Omega-3-ōŀǎŜŘ ǇǊŜǎŎǊƛǇǘƛƻƴ ƎǊŀŘŜ ŘǊǳƎǎ ǎƻƭŘ ҔϷмōƴ ƛƴ Ωлф

● [ŜŘ ōȅ D{YΩǎ Lovaza (marketed as Omacor in EU), 

● US sales of Lovaza were $702m in 2009

● Substantial growth  in EU ca $330m in 2009

Market opportunities for next generation prescription 

Omega-3 drug that:

● Targets indications not currently approved for existing drugs

● Demonstrates improvement in efficacy, safety and/or dose levels

● Amenable to combination therapies (e.g. statins)

Prescription Grade Omega-3 Market is Growing with 
Multiple Opportunities for Well Positioned New Drug 
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The Product
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Ethyl-icosopentate (Ethyl-EPA) is single active ingredient

● Ethyl-EPA is an omega-3 fatty acid demonstrated to reduce triglyceride levels

● Prescription grade formulation, semi-synthetic

 Positioned to be best in omega-3 class

● DHA elevates LDL-C:  AMR101 devoid of DHA

– LDL-C  neutral in mixed dyslipidemia population

● High concentration of ethyl-EPA facilitates lower pill burden

● Pursuing multiple indications

1 DHA: docosahexaenoic acid, a fatty acid

!ƳŀǊƛƴΩǎ [ŜŀŘ tǊƻŘǳŎǘΥ !awмлм
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e-EPA

e-EPA

EPA

AMR101

Lovaza

Fish Oil

E-DHA

DHA

AMR101: Ethyl icosapentate (e-EPA), a single active moiety

 Manufacturing processes leads to a high 

purity, semi-synthetic omega-3

● Composition highly regulated, no variations 
or deviations
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Clear Differentiation between AMR101 and Lovaza

Ethyl-EPA 
(>960 
mg)

Additional 
fatty acids 

~30 mg

AMR101 
ethyl icosapentate

Daily Dose:

TG Indications: 200-500 mg/dl >500 mg/dl

Status: Phase III

LDL effect: No DHA induced elevation

Ethyl EPA 
(465 mg)

Ethyl DHA 
(375 mg)

Lovaza 
a highly purified concentration of fatty acids

>500 mg/dl

~$1B in sales

Elevates LDL-C

Taste / Eructation: NoneFishy taste/smell/burp

Additional 
omega 6, 7 & 9 

(100mg) 

Other omega-3 
acid ethyl 

esters (60mg)
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 Prior AMR101 studies showed TG reduction at daily doses of 2g and 4g 

Malcolm Peet, David F. Horrobin,

Journal of Psychiatric Research 36 (2002) 7ς18 N=8 patients per group

Ethyl-EPA has been approved in Japan for over a decade 

(Epadel®)
1

● Uses identical drug substance as AMR101

● Demonstrated effective for lowering triglycerides

● Data supports use for preventing coronary events
1 

Epadel is marketed in Japan by Mochida

AMR101: Known Clinical Profile Positions for Success

Daily
Dose 

Treatment 
Duration

Baseline
Triglyceride 

Levels

Change in 
Triglyceride

Levels

Change 
Compared to 

Control

1g 12 weeks 221 +4% -12%

2g 12 weeks 221 -32% -48%

4g 12 weeks 274 -30% -46%
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Multiple Studies Demonstrate that DHA Raises LDL-C

Study author 
and year

DHA 
treatment

Treatment 
duration

Baseline TG Change in 
TG

Baseline 
LDL mg/dl

Change in LDL

Kelley 2007 3g 90 days 248 -24.4% 120 +13.5%

Maki 2005 1.5g 6 weeks 179 -21.4% 142 +12.0%

Theobald 
2004

1.5g 3 months 92 -2% 122 +10.1%

Geppert 2006 2.28g 8 weeks 96 -23.2% 95 +10.6%

Sanders 2006 1.5g 4 weeks 96 -13.9% 97 +6.7%

Engler 2004 1.2g 6 months 139 -9.9% 201 +14%

Nestel 2002 2.8g 7 weeks 176 -32% 176 +3.8%
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Multiple Studies Demonstrate that EPA is LDL Neutral

Study author 
and year

EPA 
treatment

Treatment 
duration

Baseline TG Change in 
TG

Baseline 
LDL mg/dl

Change in LDL

Kurabayashi 
2000 1800 48 weeks 136 -13.8% 165 -5.88%

Yamashita 1995 1800 8 weeks 161 -24.8% 139.5 -4.66%

Ando 1999 1800
3 months

260 -42.1% 144 -15.72%

Mori 2000 4000 6 weeks 179 -18.4% 172 0.00%

Grimsgaard 
1997 4000 7 weeks 109 -12.2% 158 -1.97%

Woodman 
2002 4000 6 weeks 119 -17.1% 104 0.75%
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Ethyl-EPA and Cardiovascular Risk Prevention
Expanded Indication Potential for AMR101 Supported by JELIS Study(a)

 1.8 g ethyl-EPA dose/day

 Randomized open label, blinded 

endpoint analysis

 >18,000 Japanese patients studied

 All administered statins

 Primary and secondary prevention

 4-5 year follow-up

Long-term study (JELIS) in low and 
high risk patients showed positive 
effects of ethyl-EPA as Epadel on 
reducing major coronary events

(a) Mitsuhiro Yokoyama, Hideki Origasa, Masunori Matsuzaki, Yuji Matsuzawa, Yasushi Saito, Yuichi Ishikawa, Shinichi Oikawa, Jun Sasaki, Hitoshi Hishida, Hiroshige Itakura, Toru Kita, Akira Kitabatake, 
Noriaki Nakaya, Toshiie Sakata, Kazuyuki Shimada, Kunio Shirato, for the Japan EPA lipid intervention study (JELIS) Investigators. Lancet 2007; 369: 1090-98.

Years

(19)% 
(p=0.011)
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Clinical 
Commercial

IP

The Plan
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AMR101 Targets Multiple Clinical Needs

First indication: Reducing hypertriglyceridemia

Population: Patients with very high triglycerides (>500 mg/dL)

Prescription Omega-о ŎƻƳǇŜǘƛǘƛƻƴΥ [ŀōŜƭ ǎƛƳƛƭŀǊ ǘƻ D{YΩǎ [ƻǾŀȊŀΤ ϤϷмōƴ ǊŜǾŜƴǳŜǎ

Second indication: Reducing hypertriglyceridemia in patients 
with mixed dyslipidemia

Population: Patients with high triglycerides (>200 mg/dL to 
<500 mg/dL)

Prescription Omega-3 competition:  None approved in U.S.

Potential Follow-on indication:  Prevention of 
cardiovascular events 

Population: Patients with cardiovascular risk 
factors

Omega-3 competition: None approved in U.S.  
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Phase 3 Program:  Concurrently Run Pivotal Trials
Data Available 2011

MARINE TRIAL ANCHOR TRIAL 

Size: ~240 patients ~650 patients

Population: Patients with very high triglycerides 
όҗрлл ƳƎκŘ[ύ 

Patients with mixed dyslipidemia (high
ǘǊƛƎƭȅŎŜǊƛŘŜǎ җнлл ƳƎκŘ[ ŀƴŘ ғрлл ƳƎκŘ[ ƻƴ 
statin therapy)

Multi-center: North and Central America, 
Europe, India, South Africa

United States

Duration: 12 week treatment period 
(after 6-8 week run-in period)

Same

Dose: 2 g and 4 g of AMR101 per day Same

Control: Placebo-controlled, double-blind Same

Primary 
endpoint: Reduction in triglyceride levels Same 

Follow-on: Patients are offered a 40 week 

open-label extension period 

(Results not required for NDA) 

Phase 3b follow-on outcome study is to be 
commenced prior to NDA                                                        
(Results not required for NDA) 
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 Closed US$70M equity financing to fund Company through Phase 3 trials 

● Investors included Abingworth, Fountain, Orbimed and Sofinnova

 Shifted focus exclusively to cardiovascular opportunities

● CRO engaged to help manage Phase 3 trials

● Spending minimized for non-cardiovascular development

● Centralize operations

 Enrolment commenced for both Phase 3 studies 

 Newly constructed Board and management team

● Strong pharma heritage (biotech and large pharma)

● Significant track records of success in global product development and value creation

● Strong regulatory and academic links

Summary of Recent Accomplishments
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Partner for commercialization

Multiple partner discussions ongoing

Phase 3b trials to be funded by partner

● Multiple combination and expanded label 

opportunities

Priority being given to U.S. launch

● Markets outside U.S. to be prioritized by partner

AMR101: Commercialization Strategy
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AMR101: Intellectual Property Position 

 Patents protecting Lovaza do not hinder our freedom to operate

● Different active ingredients

 Barriers to entry for future competitors

● Patents granted and pending

– One EPA-related composition patent granted (expiration 2021)

– Multiple patent applications filed or in preparation based upon novel findings

» One published application (US20080200547)

– Patenting strategy encompasses compositions, formulations, indications and 
combinations

– Seeking IP protection through 2030

 Regulatory path also seeks U.S. exclusivity protection

– Pursuing new chemical entity (NCE) designation for AMR101

– NCE designation provides 5 years of exclusivity post-approval with potential extensions

 Expertise

– Amarin has significant expertise in lipid science and the application thereof
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The Company and Financials
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Experienced Management Team

Experience 
(years)

Declan Doogan, M.D.ςInterim CEO
•Former SVP and Head of WW Development, Pfizer Global Research & Development
•Visiting Professorships Harvard, Glasgow and Kitasato (Tokyo) Universities

>30

John TheroςCFO
•Former CFO of multiple emerging growth companies, including ViaCell and Abiomed

>25

Paresh Soni, M.D., Ph.D.ςSVP and Head of Development
•Former senior roles in clinical development and academic research, Pfizer 

>20

Stuart Sedlack ςVP Business Development 
• ABN Amro Bank, Alba, Novartis and Elan Corporations

Rene Braeckman, Ph.D.ςVP, Head of Development Operations 
•Clinical operations, project mgmt., Valeant, Abbott, Chiron, Ceptyr, Pan Pacific

>20

>25

George Grandolfi, Ph.D.ςVP, Head of CMC
•Chemistry, manufacturing & controls, BI, Dupont Merck, Cephalon & Alkermes

>20

Peggy Berry - VP, Head of Regulatory Affairs & Pharmacovigilance

•Industry and agency regulatory experience, multiple pharma companies & FDA

>20

Jonathan Rowe Ph.D. - Head of IP and Portfolio Strategy

•Phase IIIB-IV CV development, medical commercial strategy. Kaye Scholer,  Pfizer

>15
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Board of Directors

Name
Investor 
Affiliation

Member of 
!ƳŀǊƛƴΩǎ .ƻŀǊŘ

Since

Joseph Zakrzewski* None 2010

Joseph Anderson PhD Abingworth 2009

Lars Ekman MD PhD None 2008

Carl Gordon PhD Orbimed Advisors 2008

James Healy MD PhD Sofinnova Ventures 2008

Thomas Lynch None 2000

Manus Rogan PhD Fountain Healthcare 
Partners

2009

Jan van Heek None 2010

* Executive Chairman effective 1/1/10 former COO Reliant Pharmaceuticals
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Capitalization Summary (post-vп Ψлф tǊƛǾŀǘŜ tƭŀŎŜƳŜƴǘύ

Cash (12/31/09) $52M

Debt None

Common stock and equivalent shares
1
:

Common shares 98.8M

Options 7.8M (average exercise price of $2.71)

Warrants 41.2M (average exercise price of $1.75)

Total if all exercised 147.8M

Top shareholders: %
1

Abingworth 18.0

Sofinnova 10.7

Orbimed 10.4

1Ownership amounts and shares as last reported in January 2010
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Lead product AMR 101 (ethyl EPA) for elevated triglycerides

● Addressing multi-billion dollar market opportunity

● Best-in-class positioning with follow-on indication opportunities

Phase 3 program enrollment commenced and funded through 

NDA

● SPA agreements in place 

● Clear path to regulatory approval

● Known clinical profile positions AMR101 for success in the market

Experienced management team

● Entirely focused on cardiovascular opportunities

Significant upcoming milestones

● Trial enrolment updates, trial data, NDA filing, commercial partnership

Amarin: Positioned for near term success


