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Disclaimer:

THIS PRESENTATION HAS BEEN PREPARED BY PRONOVA BIOPHARMA ASA (THE ”COMPANY”) 
EXCLUSIVELY FOR INFORMATION PURPOSES. THIS PRESENTATION HAS NOT BEEN REVIEWED OR 
REGISTERED WITH ANY PUBLIC AUTHORITY OR STOCK EXCHANGE. THE DISTRIBUTION OF THIS 
PRESENTATION AND ANY OFFERING, SUBSCRIPTION, PURCHASE OR SALE OF SECURITIES ISSUED 
BY THE COMPANY IN CERTAIN JURISDICTIONS IS RESTRICTED BY LAW.  POTENTIAL INVESTORS 
ARE REQUIRED BY THE COMPANY TO INFORM THEMSELVES ABOUT AND TO COMPLY WITH ALL 
APPLICABLE LAWS AND REGULATIONS IN FORCE IN ANY JURISDICTION IN WHICH IT INVESTS AND 
MUST OBTAIN ANY CONSENT, APPROVAL OR PERMISSION REQUIRED UNDER THE LAWS AND 
REGULATIONS IN FORCE IN SUCH JURISDICTION.  THE COMPANY SHALL NOT HAVE ANY 
RESPONSIBILITY OR LIABILITY FOR THESE OBLIGATIONS. THIS PRESENTATION DOES NOT 
CONSTITUTE AN OFFER TO SELL OR A SOLICITATION OF AN OFFER TO BUY ANY SECURITIES IN 
ANY JURISDICTION TO ANY PERSON TO WHOM IT IS UNLAWFUL TO MAKE SUCH AN OFFER OR 
SOLICITATION IN SUCH JURISDICTION.
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OUR POSITION

• Health and vitality through derivatives of nature

• Global leader – positioned for further growth

• Unique omega-3 product
and technology



4

OMACOR®/LOVAZA™:

• First and only EU and FDA 
approved omega-3 derived 
prescription drug 

• Unique qualities
� Pure, natural and efficacious

� Benign side effects

• Lifesaving effect
� Widely commercialised 

pharmaceutical product for treatment 
of HTG and Post-MI

DEAR TO THE HEART
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• 1 200 000 000 capsules consumed 
annually 

• 1 400 000 heart patients on 
prescription

• Widely commercialised 

� 56 countries

• Approved medical indications:

� Hypertriglyceridemia

� Mixed dyslipidemia (label inclusion)

� Post myocardial infarction

� Heart failure (applied for
label inclusion)

A GLOBAL SUCCESS

1 capsule of 1 000 mg consists of:

• Eicosapentaen (EPA) etylester 463 mg

• Docosahexaen (DHA) etylester 375 mg

• a-tocoferol 4 mg
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STRONG TRACK RECORD
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• Maintaining profitability and cash flow

• Successful cost efficiency programme

• Approaching ruling in US patent litigation 

• Continued focus and progress in growth initiatives

HIGHLIGHTS Q2 2011
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CASH FLOW Q2 2011

FREE CASH FLOW 
NOK million
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TECHNOLOGY



10

COMPLEX MANUFACTURING PROCESS
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STATE OF THE ART MANUFACTURING

KALUNDBORG, DENMARK SANDEFJORD, NORWAY
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MARKET
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A PARTNERSHIP MODEL

Marketing partners

Crude fish oil
(30% total omega-3 

concentration)

K85EE
(48% EPA / 36%DHA)

Proprietary and patented 
manufacturing process steps

Global marketsOmacor / Lovaza
(Omega-3 90% EE)
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A BLOCKBUSTER PRODUCT

Source: IMS
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END USER SALES IN 8 MAJOR MARKETS:

10 PER CENT GROWTH IN H1 

Source: IMS
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END USER SALES IN 8 MAJOR MARKETS:

CONTINUED MARKET GROWTH IN 2011

Source: IMS
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ATTRACTIVE PARTNER NETWORK
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INTELLECTUAL 
PROPERTY
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• Patented protected product and 
technology

• But nothing attracts competition
like success

• Competitors entering the stage

• Barriers to entry

STRONG PATENT PORTFOLIO
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US

• First ANDA 

� Settlement with Apotex in the USA (March 2011) including supply agreement

� Trial ended 6 April 2011 but patent litigations against Teva and Par continue with post-trial briefs

� Ruling in Q4 2011 – Q2 2012

� Pronova BioPharma has chosen, at this time, not to assert patents against Endo awaiting a ruling in the first 
ANDA litigation

• Second ANDA

� Pronova BioPharma, Teva and Par mutually agree to dismiss the second ANDA litigation

� Lower legal costs from Q3 2011

EUROPE

• No generic entry 24 months post patent expiry

• Nullity action against post-MI use-patent in Germany

OTHER

• Preparing several enforcement actions in North America, Europe and Asia

PATENTS ARE CHALLENGED
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GROWTH INITIATIVES
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THE GROWTH STRATEGY CONTINUES
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DEVELOPING NEW COMPOUNDS 
• State-of-the-art expertise in chemistry, biochemistry and pharmacology 

of lipids

• Differentiated approach to search for lipid derived pharmaceuticals

� Developed from natural omega-3 fatty acids

� Designed to exhibit more specific and potent biological effects than their natural 
counterparts

� Retain their advantageous safety profile

• Lead compound is in the metabolic and cardiovascular disease areas

• Promising preclinical results from chronic inflammation disease area

GROWTH INITIATIVES:
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GROWTH INITIATIVES:

LIFE CYCLE AND R&D PROGRAMMES
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LEAD COMPUND TO ENTER PAHSE I 
TARGET PROFILE 

• Improve efficacy of omega-3 fatty 
acids 

• Targeting mixed dyslipidemia

• Similar or better than existing 
approved drugs with regards to

� Reduction of triglycerides

� Reduction of LDL and non-HDL cholesterol

� HDL increase 

• Better safety profile

PRC-4016

• New chemical entity is a derivative of 
omega-3 fatty acids 

• Full patent protection

• Shown to lower both TG and LDL-c and 
increase HDL-c in preclinical trials

• First patients expected to be dosed in Q3 
2011

• First results expected by Q1 2012

GROWTH INITIATIVES:
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GROWTH INITIATIVES:

NEW MARKETS
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NEW MARKETS
• On track for launch in Japan in 2013

� World’s second largest pharmaceutical market

• Geographical expansion into emerging markets continues

� Regulatory approval in Argentina and Macedonia in Q2 2011

� Launch in Venezuela in Q3 2011

• Expected regulatory approvals in 2011/2012

� Brazil

� India

� Hong Kong

� South Africa

� Malaysia
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GROWTH INITIATIVES:

• Randomized, double-blind, phase 3 clinical trial to 
evaluate the efficacy and safety of TAK-085 for patients 
with hypertriglyceridemia, in comparison with EPA

• Three arms, with approximately 200 subjects each

• 4g of TAK-085 was statistically superior to 1.8g of EPA, 
the recommended daily dose, in lowering the percent 
change from baseline in triglycerides at the end-of-
treatment (primary endpoint measured at 12 weeks)

• Both two grams of TAK-085 and 1.8g of EPA significantly 
reduced the same primary endpoint

• No statistically significant increase in LDL cholesterol

• TAK-085 was safe and well tolerated, with the safety 
profile comparable to EPA

SUCCESSFUL PHASE III TRIAL IN JAPAN
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• Positioned to benefit from long-term growth in existing markets

� GSK inventory reductions 

� Challenging global economic environment

� Awaiting trial ruling in the US 

• Anticipate profitable growth in 2011 and 2012

� Successful cost efficiency programme including yield improvements

• Continued focus on growth initiatives

� Expanding into new markets

� New compound to enter clinical phase in Q3 2011

OUTLOOK

Our main priorities remain increasing robustness and creating new sources of growth
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SUMMARY

• A global leader – superior qualities and qualifications 

• Robust franchise in a huge and growing market

• Attractive pipeline with potential for long term growth 

• Successful business model with high barriers to entry

• Committed to create future growth

• Focus on R&D, life cycle and new markets

Pronova BioPharma – a unique combination 
of strong growth and high margins
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Q & A


