
The global leader in omega-3 derived life saving therapies
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Pronova BioPharma in brief

� A pharmaceutical company
- First and only EU and FDA approved omega-3 derived 

prescription drug
� Widely commercialised product

- Omacor®/Lovaza™
� Strong license and distribution partners

serving fast-growing global markets 
� Complex manufacturing process 
� Broad and extensive patent portfolio 
� Diverse product pipeline 
� Revenues of NOK 1 301.5 million FY 2008/ NOK 814 

mill ion H1 2009
� EBITDA of NOK 603 million (46.3%) FY 2008 / NOK 

385 mill ion (47.3 %) 1H 2009
� Around 315 employees
� Robust and profitable growth, driven by high 

demand
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Pronova BioPharma – where did it start?

Patented and commercialised by Norsk Hydro
- Norsk Hydro started to focus on bio-chemicals and bought a fish oi l processing 

factory to  develop omega-3 f ish-oil  containing EPA and DHA. 

- Filed for  patent protec tion in the UK for  product composition and therapeutic use 
of the act ive pharmaceutical ingredient.

- The patent was issued and received coverage in 26 countries . 

- European approval for HTG indicat ion and launch in the Italian  market

- GISSI Prevenzione Post-MI s tudy published, fo llowed by European approval for 
Post MI indicat ion
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Pronova BioPharma – where did it start?

Global leadership enabled by Ferd PE
- Norsk Hydro started to focus on bio-chemicals and bought a fish oil processing factory to 

develop omega-3 fish-oil containing EPA and DHA. 

- Filed for patent protection in the UK for product composition and therapeutic use of the 
active pharmaceutical ingredient.

- The patent was issued and received coverage in 26 countries. 

- European approval for HTG indication and launch in the Italian market

- GISSI Prevenzione Post-MI study published, followed by European approval for Post MI 
indication. 

- Ferd Private Equity acquired  Pronova BioPharma
- FDA registrat ion of Omacor and Lovaza for the HTG in the US

- Launch in the US 
- Strategic move by new owners: Consumer and industrial brands sold, to cultivate 

a pure pharmaceutical company

- Launch in several European markets (France, Spain, Greece) and in  Korea

- Listing of the company’s shares at Os lo Stock Exchange

- Herkules Capital (prev . Ferd Pr ivate Equity) holds 50.0 per cent of  the shares
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Revenues and other income
Pharma business 2004-2008
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Strong and profi table revenue growth 

+59%

+51%

+51%

+28%

Strong EBITDA margin during the whole period
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Global presence
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End-user sales H1:

Substantial volume growth in all  markets

Year 
Launched: 2005 200520052002 20052006 20031994
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Blockbuster status – almost there
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Revenues by geography:

Increased revenues in all geographical segments
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1H 2009:

Record growth
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Consolidated statement of financial position:

Total assets at 30 June

� Increased PPE of NOK 1 605.7 mil lion due to investment in  Kalundborg and 
optimisat ions in Sandefjord 

� Slight decrease in  inventory, decreased stock of raw materials offset by increased 
stock of f inished goods

� Trade and other receivables down as a result of  working capital management
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Consolidated statement of financial position:

Equity and l iabilities at 30 June

� Equity increased by NOK 259.3 mil lion, posit ively impacted by net profi t, 
negatively impacted by hedge accounting

� The value of the group’s  hedging programme has decreased as the USD/NOK 
has increased

� Financing of the Kalundborg plant increased borrowings by NOK 961 mil lion



The growth strategy continues
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The growth strategy continues 
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Investing in further market demand

Further strengthening our focus on

� Continued growth in existing markets

� Successful launches in new markets

� New indications

� New formulations 

� New products
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� Total prescriptions 
(TRx)
- Q2 volume growth of 38% 

(year-on-year) 

� New prescriptions 
(NRx)
- Q2 volume growth of 37% 

(year-on-year) 

Prescription growth in the US market:

Growth supported by continued upward trend

Source: IMS Health (2009)
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US market:
Lovaza market share TRx at 30 June 2009

Source: IMS Health (2009)
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Seven major markets:

Breakdown of dysl ipidemic population
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Patients treated with Omacor/Lovaza

776 277
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Pronova markets  - pending launches
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Future growth potential:
New markets with submitted marketing approvals

Country
Application 
submitted Launch

Australia � Pending
China Pending Pending
Mexico � Pending
Morocco � Pending
Pakistan � Pending
Saudi Arabia � Pending
South Africa � Pending
Tunisia � Pending
Turkey � Pending
Venezuela � Pending
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Investing in capacity to meet demand 
Actual volumes Future potential capacity

Estimated
volume

Design 
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Investments  in  Sandefjord p lant 2004-2008: Approximately NOK 800 million

Investments in new plant Kalundborg 2008-2010: Approximately NOK 1 900 mill ion

to 1600
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Substantial growth in all  regions

Screening/ basic design 

new site

Board decision
KalOmega
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Kalundborg completed in less than 2 years 

� Economies of scale and posit ive impact 
on EBITDA margin:

� Kalundborg
- 1 200 tonnes design production capacity
- 110 employees

� Sandefjord
- 1 200 tonnes design production capacity 
- 210 employees in Norway

24



Research and devlopment
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Diversified pipeline of R&D programmes 
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Research & Development

� Team of 20 highly qualified FTEs with cross 
functional skills and expertise

� Life cycle management/extension
- New indications
- New formulations

� Development of new omega-3 derived 
pharmaceuticals focused on:
- Cardiovascular
- Metabolic 
- Chronic inflammation

� Internal expertise in chemical synthesis, 
process optimisation, industrial up-scaling 
- Building new lab and pilot-plant in Sandefjord 

� Global R&D network utilising academia, 
CROs and partner network
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Potential for Omega-3 derived pharmaceuticals

Clinical data

Cardiovascular

PhIII pipeline indicationsApproved indications

Alzheimer’s

Auto immune / 
inflammation

Dementia

Depression

Schizophrenia

ADHD

Diabetes

Arthritis PsoriasisLupus IBD Asthma
Cystic
fibrosis

Metabolic 
disorders

CNS
(behaviour)

Obesity
Omega-3

Fatt y L iver

HTG Mixed 
Dysl ipidemia

CHF AtherosclerosisPost-MI AF Hypertension

Stroke
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Four (O)Mega trials with Omacor®/Lovaza™

� GISSI Risk & Prevention

� ORIGIN

� ASCEND 

� VITAL

Included 55 000 
patients
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� Sponsor: Italian 
consortium including 
Mario Negri Institute

� High risk patients (no MI)

� Trial performed by 
cardiologists and general
practitioners 

� 600 centers, Italy

� Primary endpoint: 
- CV mortality + CV hospitalization for non-

fatal event

� Secondary endpoint: 
- Single components of the primary endpoint
- Arrhythmic coronary events

Multicenter, comparative, Double blind, Randomized, placebo controlled

The GISSI Risk and Prevention Study
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The ASCEND study

� A Study of Cardiovascular Events in 
Diabetes patients

� Sponsored by British Heart  
Foundation, supported by Solvay

� Patients > 40 years
� Diabetes type I or II

� No occlusive arterial disease

� Event driven
� Expected to close 2012-2015

� Primary endpoint
- Serious vascular events (non-fatal MI, non fatal stroke, 

vascular death)

� Secondary endpoint
- Serious vascular events, revascularisations, hemorrhage

Multicenter, Randomized 2x2 factorial, placebo controlled
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The ORIGIN study

� Sponsored by Sanofi Aventis, 
supported by Pronova BioPharma

� Patients with early diabetes, or 
impaired glucose tolerance

� High risk (prior MI, stroke CABG, 
ischemia)

� 600 centers, globally

� Primary endpoint Omacor
- Cardiovascular death

� Secondary endpoint Omacor: 
- Major vascular events
- All cause mortality

- Sudden unexpected death, non-sudden 
arrhythmic death, unwitnessed death or 
resuscitated cardiac arrest Multicenter, International, Randomized 2x2 factorial, placebo controlled
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The VITAL study
� Largest primary prevention trial ever studying the effect of Omega-3 FA/ 

Vitamin D 

� 20 000 “ normal” subjects will be randomized 

� Factorial design

� 5-year study

� Study population
- Men >60 years
- Women >65 years

� PI Prof JoAnn Manson and Dr Julie Buring, Women and Brighams Hospital, 
Harvard Medical School

� Funded by 
- National Institutes of Health 
- National Cancer Institute
- National Heart Lung and Blood Institute
- Pronova BioPharma 
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The VITAL study

� Primary endpoint composite of:   
- Myocardial infarction 
- Stroke 
- Cancer

� Secondary endpoint Omacor:  
- Composite primary endpoint + 

revascularization
- Individually MI, stroke, revascularization, 

cancer mortality

� Additional analysis will be performed 
with regards to
- Cognitive function status
- Eye disorders 
- Depression
- Development of Diabetes Mellitus
- Inflammatory status
- Bone disorders
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Intel lectual property update
� Nullity action in Milan 

- Hearing is re-scheduled to late October 2009 

� Pronova filed lawsuits in Q2
- Against Teva Pharmaceuticals USA , Inc., PAR Pharmaceutical, Inc. 

USA and Apotex Inc. at the States District Court for the District of 
Delaware 

- Scheduling conference 11 August 2009
- Preliminary process for discovery is initiated
- Strong confidence in our US patents

� Patent protection in current markets 
- In USA to April 2017
- In Europe to August 2009

- Exception: France, October 2010

- In Korea to 2014

� 8 years of marketing exclusivity (post launch) in Japan 
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Key drivers for future growth

� Expand Pronova BioPharma’s current markets
- Improve market share growth and efforts in all markets
- Develop partnerships further and explore co-marketing opportunities 

� Optimise life cycle management of Omacor/Lovaza
- Indications or label expansions
- Re-formulation of existing active pharmaceutical ingredient

� Prepare for generic competition in Europe
- Preserve brand awareness
- Maximise existing partnerships

� Develop and launch in new high growth markets 
- Japan
- Markets with pending marketing authorisations

Maximizing untapped potential


