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The global leader in omega-3 derived life saving th erapies
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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.



2

November 2008 3

Strategic areas

The only FDA and EU approved omega-3 derived pharma ceutical
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Global licensees and marketing partners

Partner Geographic Territory 

GSK US 

Grupo Ferrer Spain, Germany, Portugal, Greece, Central South America 

Pierre Fabre Santé France, West/Central Africa 

Solvay UK, Canada, Australia, Eastern Europe, Greece, Middle 
East, Russia, China, India, South Africa  

Kuhnil Korea 

Takeda Japan 

SPA Italy 

 

>2 500 sales representatives
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Omacor ® / Lovaza® / Zodin®

Potent Proven Pure Patented

Operational review
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End-user sales 2008:

Substantial sales growth in all markets

Year launched: 2005 20052005 2002 20032004 20061994
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IMS sales, 8 major markets
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Global end-user sales at 31.12.2008:

Volume growth continues

Source: IMS
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Global end-user sales at 31.12.2008:

… as well as value growth 

Source: IMS

IMS sales, 8 major markets
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NRx:

YTD growth NRx volume up 46,6% compared 

to the same period LY

TRx:

YTD growth TRx volume up 48,7% compared 

to the same period LY

Omacor/Lovaza: Sales development since launch
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Prescription pick-up rate:
Lovaza, Niaspan and Tricor since launch
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Global Cardiovascular Drug Market >US$100bn

� An estimated 3.71² million 
people p/a in the seven major 
pharmaceutical markets suffer 
a myocardial infarction (MI), of 
which 1.11 million are in the 
five major European markets 
- Global prevalence expected to grow at 

CAGR of 4.5% (from 2005-11)1
- c.2 / 3 of MI patients survive for more 

than 24 hours2

Source 1: Datamonitor, 2005, Pronova
2: Business Insights, National Hospital 

Discharge data

Total cost of cardiovascular diseases in US & EU >U S$600bn

Breakdown of dyslipidemic population 
in the seven major markets 1

Overall dyslipidemia population (267m)

Patients diagnosed (103m) of which 80m are drug tre ated

High 
Triglycerides

22.6m

Mixed 
dyslipidemia 

29.7m

Other 
4.6m

High 
Cholesterol

45.3m
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Post MI – GISSI Prevenzione (Phase III)

� 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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Diversified pipeline of R&D programmes 
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GISSI-HF:
Omacor reduced mortality by 9 per cent (relative risk-reduction)

*Cox proportional hazards model, adjusted for:  hospitalization for HF in the previous year, aortic stenosis, prior 
revascularization and history of paroxistical AF (p<0.1)

Number of all-cause death Number of all-cause death and 
hospitalisations
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OM9L:

Efficacy and safety of Omacor/Lovaza 
in concomitant with 10 mg atorvastatin (change from baseline)
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Alginate project:

Status development

� Preclinical studies are ongoing
� Pilot plant to be set up Q1/Q2-09
� Clinical study is planned to be undertaken in 2009 / 

2010
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Patent situation
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Patent Estate for Omacor/Lovaza

1990 1997 2004 2009 2010 2023

8 years marketing exclusivity 
from granting of marketing 
authorisation

Aug. 2018

Aug. 2009

20101Europe

Japan

US

Omacor 
composition 

patents

1997

Manufacturing 
patents

20233
1997

2018

201221997South
Korea

2014

2014

1998 2009

Source: Pronova
Notes: 
1 In France and Austria the patent expires in October 2010 
2   South Korean patent extension may be possible for a further 2 years until 2014
3   First manufacturing patent until 2014, last patent granted until 2023 in Australia and Japan, pending elsewhere
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Intellectual Property update

� Nullity action in Milan 
- Hearing scheduled in May 2009 
- Court decision expected late H1 / early H2 2009

� Lovaza™ qualifies for 5 years of exclusive marketing  under  
314.108(b)(2) 
- To date, two ANDA applications with Paragraph IV notification has been filed 

by 

Financials
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Q4 2008:

Continued growth

23
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(All amounts in NOK mill.) Q4 2008 Q4 2007 FY 2008 FY 2007

Total revenues and income 363.0 269.4 1 301.5 1 014.4

Gross margin 75.7 % 82.3 % 77.3 % 80.1 %
Operating expenses (123.7) (99.7) (403.0) (309.0)

EBITDA 151.2 122.1 603.0 503.0
EBITDA% 41.7 % 45.3 % 46.3 % 49.6 %

EBIT 108.4 66.6 431.6 286.3

Net financial items 102.4 (28.8) 37.3 (84.4)

Condensed consolidated income statement

� Total revenue increased in the quarter by 34.8 per cent due to increased 
production volume, royalties as a result of end-use r demand and positive 
currency effects

� EBITDA increases by 23.9 per cent to NOK 151.2 mill ion. Negatively impacted by  
increased operating expenses in Denmark and one-off s of approximately 15 
million
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Borrowings:

Facilities and conditions

� Payable interest rate is set by NIBOR plus applicab le margin 

� Margin is determined by net borrowings / EBITDA 

� The group holds interests swaps for 38 per cent of total borrowings at average 
NIBOR of 5.35 %

1
 Pronova BioPharma ASA and Pronova Biopharma Norge AS

2 Pronova BioPharma Danmark A/S

(All amounts in NOK mill.)
Total 

Borrowings 
Borrowings Norway1               1 180 
Financing Kalundborg2               1 050 
Total borrowings as per 31.12.08               2 230 

(All amounts in NOK mill.)
Financing 

Kalundborg
Total facility               1 500 
Utilization as per 31.12.08               1 050 
Remaining facility as per 31.12.08                  450 

(All amounts in NOK mill.)
Financing 

Working Capital
Total facility                       125 
Utilization as per 31.12.08                          -   
Remaining facility as per 31.12.08                       125 

Production
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The Kalundborg site per primo Sept. 2008

Building A - AdministrationBuilding P - Tank Farm

Building D – Urea Compl.

Building G – Warehouse

Building J – Energy Building C – Distillation

Building I – WasteWater
Treatment Plant
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Kalundborg:

Mechanical Completion accomplished 

� Mechanical completion in January 2009
- Engineering
- Construction of all buildings
- Installation of all equipment
- Testing ongoing

� Qualification and validation Q3 2009 
- Operation qualification
- Process qualification
- Automation software 
- Process validation

� Regulatory filing in Q4 2009
- EU
- US

� Expect to produce intermediate products in late H1 2009

� Intermediate products securing 1 500 produced tonne s in 2009
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Production of 
intermediates

Installation of equipment

Regulatory filing

Testing / PQ / PV

Engineering

Building Construction

Kalundborg:

Progress time-line 

H1 2008 H2 2008 H1 2009 H2 2009 H1 2010

Commercial shipments

� Mechanical Completion
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Kalundborg:

Investments in increased efficiency 

Expected investment profile 
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� Overruns of NOK 200 million 

� Focus on accelerated completion
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Outlook
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� Q1 2009: Approximately 80 tonnes sent to capsulatio n 

to service the EU market

� 2009 production target of approximately 1 500 tonne s 

due to acceleration

- Production of intermediate products at the Kalundborg plant by 

end of H1 2009

- Third party in-sourcing to have effect from H2 2009

� Partner demand expected to exceed production 

capacity in 2009

Outlook


