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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 
� Revenues of NOK 1 301.5 million FY 2008/ 

NOK 1 251 million 30.09 2009
� EBITDA of NOK 603 million (46.3%) FY 2008 

/ NOK 592 million (47.3 %) 30.09 2009
� 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 b ought a fish oil processing 

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

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

- The patent was issued and received coverage in 26 c ountries. 

- 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
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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 registration of Omacor and Lovaza for the HTG i n the US

- Launch in the US 
- Strategic move by new owners: Consumer and industri al 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 Oslo Stock Excha nge

- Herkules Capital (prev. Ferd Private Equity) holds 5 0.0 per cent of the shares
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Omacor / Lovaza vs. Dietary supplements

Clinical Trials

Approvals

Patents

Purity

Disease Management

Reimbursement

Omega-3 dietary supplements  Omacor/Lovaza

��� � Highly purified��� � Less pure 1

��� � Limited

��� � Not as a pharmaceutical

��� � Extensive efficacy & safety data

��� � FDA and EU approved

��� � No composition patents ��� � Patent protected

��� � Self prescribed ��� � Physician prescribed

��� � None ��� � Reimbursed

Composition ��� � Optimal, >90% omega-3��� � Varied, 30-60% omega-3

Potent – Pure – Proven – Patented – Prescription Pharma ceutical
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Omacor - Life saving therapy

� Objective: Omacor cardiac mortality

� Study: 3.5 year treatment duration, 11,324 post-
MI patients, split into four groups: 

� Primary endpoint: Hard endpoint of 3.5 years. 
Cumulative rate of all-cause death, non-fatal MI 
and non-fatal stroke

� Status: Published1999, approved in EU

Source: Marchioli R et al. Eur Heart J Suppl 2001;3(Suppl D):D85-D97; Marchioli R 
et al. Circulation 2002;105:1897-1903
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Global presence
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Seven major markets:

Breakdown of dyslipidemic population
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Patients treated with Omacor/Lovaza
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End-user sales by August 2009:

Substantial volume growth in all markets

3 November 2009
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19 November, 2009

IMS sales, 8 major markets
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Revenues and other income
Pharma business 2004-2008
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Strong and profitable revenue growth 

+59%

+51%

+51%

+28%

Strong EBITDA margin during the whole period
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Revenues by geography:

Increased sales income in all geographical segments
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The strong operational performance continues
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Income statement:

Revenues up 21 per cent from Q3 2008
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Accumulated

NOK million 1 014.4 1 301.5 1 251.7

3 November 2009
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Income statement:

EBITDA per Q3 2009 in line with total 2008 level
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NOK million 503.1 603.0 592.7
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Financial position:

Total assets at 30 September
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Total equity

Current assets Non Current assets
Current liability Non current liability

Total equity

NOK million 4185.0 4998.8 4185.0 4998.8 
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Cash flow statement:

Strong operational cash flow
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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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Pronova markets  - pending launches
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Investing in capacity to meet demand 

Actual volumes Future potential capacity
Estimated

volume
Design 
capacity

Investments  in Sandefjord plant 2004-2008: Approxi mately NOK 800 million

Investments in new plant Kalundborg 2008-2010: Appr oximately NOK 1 900 million

to 1600
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Kalundborg completed in less than 2 years 

� Economies of scale and positive 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



Operational review
Research and development



2626

Potential for Omega-3 derived pharmaceuticals

Clinical data

Cardiovascular

PhIII pipeline indicationsApproved indications

Alzheimer’s

Autoimmune / 
inflammation

Dementia

Depression

Schizophrenia

ADHD

Diabetes

Arthritis PsoriasisLupus IBD Asthma
Cystic
fibrosis

Metabolic 
disorders

CNS
(behaviour)

Obesity
Omega-3

Fatty Liver

HTG Mixed 
Dyslipidemia

CHF AtherosclerosisPost-MI AF Hypertension

Stroke
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Programme highlights
� VITAL 

- letter of intent was signed in September for the VITAL study
- largest primary prevention trial preformed
- first patient in Q1 2010

� GISSI-HF study
- encouraging subgroups results presented at the ESC 2009 in Barcelona 
- Omacor/Seacor significantly reduced death or hospitalization for ventricular arrhythmias
- Pronova expects to conclude in Q1 2010 on utilization of the HF-data

� Fixed dose combination
- 1 g Omacor and 20 mg simvastatin tested in bioequivalence studies with promising 

results
- Sigma-Tau (Defiante) consulted regulatory agencies in Europe with positive feedback
- expected launch of the product in 2010/2011

� OM8 AFib
- Expected to close late 2009
- 550 patients, 24 week treatment period

� Alginate capsule technology
- preparing for clinical trials in 2009/2010
- expected regulatory filing late 2010

� PRB programme
- R&D initiatives on several PRB candidates have increased 
- preparing to advance into clinical Phase I during 2010

3 November 2009
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Four (O)Mega trials with Omacor ®/Lovaza™

� VITAL

� GISSI Risk & Prevention

� ORIGIN

� ASCEND 

Included 55 000 
patients



Operational review
Intellectual property
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� IBSA's application  for marketing authorisation of a ge neric 
product in Italy has been rejected by AIFA
- the decision has been appealed

� Litigation processes against ANDA filers progressing a ccording to 
agreed schedule 
- Against Teva Pharmaceuticals USA , Inc., PAR Pharmaceutical, Inc. USA 

and Apotex Inc. at the States District Court for the District of Delaware 
- Preliminary process for discovery is initiated
- parities have agreed on time schedule which set the trial at March/April 2011
- 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 Jap an 

� No generic entrance to date in Europe post patent expir y

30

Intellectual property update

3 November 2009



Outlook
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Revenue outlook

� Contractual price adjustments to some major partner s will 
impact 2010 revenues

� Revenues per shipped volumes in 2010 is expected to  be in the 
range 0.95 - 1.00 during 2010 

� Negative impact partly offset by reduced material c osts

32

3 November 2009
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Outlook

� Production on track to meet the target of 1550 - 1600  tonnes for 2009
- 80-100 tonnes inventory by year-end

� Well positioned to utilise growth potential
- double capacity with Kalundborg coming on stream
- increasing end-user demand in all markets

� Partner demand expected to be around 1 800 – 2 000 tonn es in 2010
- dependent on potential generic competition in Europe and developments in end-user 

sales

� Focus to increase future market potential
- continued growth in existing markets
- successful launches in new markets
- development of new indications
- new formulations and new products 

33

3 November 2009
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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


