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manufacturing of omega-3 derived pharmaceuticals
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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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An Overview of What We Do

Global marketing partners

The only FDA and EU approved omega-3 derived pharma ceutical
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Omacor ® / Lovaza® / Zodin®

� Potent-Proven- Pure- Patented

� Safe and Efficacious
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Omacor / Lovaza’s blockbuster potential
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Therapeutic areas - HTG

Important markers:

­­­­ Total cholesterol

­­­­ LDL (“bad cholesterol”)

¯̄̄̄ HDL (“good cholesterol ”)

­­­­ triglycerides (HTG)

Heart disease

� Lovaza Indications and usage (US) - Very High Trigly cerides
- Omacor is indicated as an adjunct to diet to reduce triglyceride (TG) levels in adult patients with 

very high (= 500 mg/dL) triglyceride levels

� Omacor indications (EU)
- Post Myocardial Infarction: Adjuvant treatment in secondary prevention after myocardial infarction, 

in addition to other standard therapy (e.g. statins, antiplatelet medicinal products, betablockers, 
ACE inhibitors).

- Hypertriglyceridaemia: Endogenous hypertriglyceridaemia as a supplement to diet when dietary 
measures alone are insufficient to produce an adequate response 
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Mixed Dyslipidemia Combination
Therapy – OM6  (Phase III)

� Objective: Efficacy and safety of Omacor in  
combination with simvastatin for HTG 200-499 
mg/dL patients

� Study:  8 week treatment (with 8 weeks run-in), 254 
patients split into two groups:
- Omacor 4g and simvastatin 40mg
- Placebo and simvastatin 40mg

� Primary endpoint: Change in non-HDL-C from 
baseline

� Secondary endpoint: Change from baseline in TG 
and cholesterol fractions (VLDL-C, LDL-C)

� Status: Completed, published 2007. Included in 
FDA label

Reference: Clinical Therapeutics, 2007:  7:207
Sponsor: Reliant Pharmaceuticals
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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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GISSI Prevenzione Results

Source: Marchioli R et al. Circulation 2002;105:1897-1903
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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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Growth in all markets:

Omacor/Lovaza end-user sales (at 31 June 2008)

IMS sales, 8 major markets
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NRx:

YTD growth NRx volume up 39,8% compared 

to the same period LY

TRx:

YTD growth TRx volume up 40,0% compared 

to the same period LY

Omacor/Lovaza: Sales development since launch
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Lovaza:

Growth in Market share (YTD): 

29,3 %Market share - NRx 
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Lovaza:

Growth in Market share (YTD): 

31,8%
Market share - TRx 
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Growth in all markets:

Omacor/Lovaza January-June 2008

Q2 2007
(Values in NOK mill)RoW

3.1
1.3%

USA
116.5
49.5% 

Europe
115.9
49.2%

Q2 2008
(Values in NOK mill)

Europe
 137.4
43.4%

USA
175.5
55.5%

RoW
3.4

1.1%



Research & development



10 September 2008 17

Diversified pipeline of clinical programmes 
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� GISSI Heart Failure Study
- the GISSI Group study begins analysis of data in June 
- expected to present at the European Society of Cardiology meeting in Munich September 2008
- primary endpoints of the study are all-cause death and all-cause death or cardiovascular 

hospitalisation

� Atrial Fibrillation
- investigates the efficacy and safety of Lovaza/Omacor in the prevention of atrial fibrillation 

relapse in patients with identified atrial fibrillation. 
- the study is progressing well and is expected to report in 2009

� Alginate capsule technology
- the development programme is proceeding according to plan
- clinical trial with alginate capsules is expected to commence in 2009

� Fixed-dose combination program
- several initiatives are ongoing regarding fixed-dose combination with statins
- clinical trial a fixed-dose combination formulation will be initiated in 2008 

Good progress in R&D activities
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Alginate project:
� Pronova license and 

development agreement with 
FMC Corporation to develop 
products using a novel 
capsule technology

� Patented technology based 
upon alginate
- Polysaccharides based upon 

brown seaweed
� Key benefits of alginate 

capsules
- Gastro resistant, dissolves in 

the intestine and not in the 
stomach, which will give less 
“fish burps”

- Seamless, non sticky 
capsules with thinner shell 
wall, reducing the size of the 
capsules 

- Non animal 

� Concomitant therapy with 
simvastatin effective and 
data is included in US 
label

� Several initiatives are 
ongoing regarding fixed-
dose combination with 
statins

� Clinical trial a fixed-dose 
combination formulation 
will be initiated in 2008 

New formulations:

Fixed-dose combination program
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Prospective, Multicenter, Double blind, Randomized, Placebo controlled

Tavazzi L et al: Rationale and design of the GISSI heart failure trial: a large trial to assess the effects of n3-polyunsaturated acids and rosuvastatin in 
symptomatic congestive heart failure.  European Journal of Heart Failure 2004; 6: 635-641

GISSI Heart failure study
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Atrial fibrillation and omega 3: Overview

� Epidemiological evidence of reduced incidence of AF  with increased intake of EPA and 
DHA in 4815 elderly US adults

� GISSI-P showed 45% reduction in sudden death (which  might be caused by cardiac 
arrhythmia)

� Animal data have shown that treatment with omega-3 fatty acids prevented arrhythmias

� In humans it has been shown that preoperative treat ment with omega-3 fatty acids 
reduced the incidence of postoperative AF by more t han 50% in patients following CABG 
surgery 

Rationale

GCP study initiated to evaluate the efficacy & safe ty of Omacor in patients 
with recurrent, symptomatic AF

Mozzaffarian D Circulation 2004. GISSI-P Investigators, Lancet 1999. Pepe S, Circulation 2002. Calo L, J Am Coll Cardiol 2005. Leaf A, Circulation 2003. 
Christensen JH, Dan Med Bull 2003. Grimsgaard S, Am JClin Nutr, 1998. Mori TA, Curr Atheroscler Rep 2004.
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R&D  

Autoimmune / 
inflammation

Arthritis PsoriasisLupus IBD Asthma
Cystic
fibrosis

Diabetes

Fatty Liver

Metabolic 
disorders

ObesityOmega-3

Alzheimer’s

Dementia

Depression

Schizophrenia

ADHD

CNS

Stroke

A substantial amount of pharmacological and clinical data the last 15-20 years show 
a wide spectrum of biological effects for w-3 PUFAs

HTG
Mixed 

Dyslipidemia
CHF AtherosclerosisPost-MI AF Hypertension

Cardiovascular
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Lipid derived pharmaceuticals

� New drug concept with novel structural features
� Based on unique experience within the lipid area
� Biological targets selected from targets proven to be a ffected by 

natural omega-3 polyunsaturated acids
� Huge potential within major disease areas
� Covered by a broad patent portfolio
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R&D  

� Has identified lipid compounds with enhanced biolog ical activity
compared to natural PUFAs in relation to lipid lowerin g effects,
insulin sensitivity and weight reduction

� Has synthesized numerous new lipid  substances

� Is in actively screening these substances (in vitro and in vivo)

� Has identified a new drug candidate: PRB-2

� PRB-2 has been tested in a toxicology program, analys is phase 
ongoing according to plan

� Also working with identification of backup candidat es



Financials
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Revenue growth, 2004-2007

CAGR: 54%
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EBITDA growth 2004-2007

CAGR: 62%

IPO bonus: NOK 16 mill.



10 September 2008 33

Q2 2008:

Pronova BioPharma’s strongest quarter

33
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End-user sales:

Block-buster potential re-confirmed

Source: IMS
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Condensed consolidated income statement-Q2 2008

1.1 - 30.06 1.1 - 30.06 Year ended 

(All amounts in NOK mill.) Q2 2008 Q2 2007 2008 2007 2007

Total revenues and income 316.3 235.5 575.2 487.4 1 014.4

Gross profit 249.8 192.1 456.1 385.8 812.0
Gross margin 79.0 % 81.6 % 79.3 % 79.2 % 80.1 %
Operating expenses (98.7) (69.8) (183.4) (142.0) (309.0)

EBITDA 151.1 122.3 272.7 243.8 503.0
EBITDA% 47.8 % 51.9 % 47.4 % 50.0 % 49.6 %

Depreciation property, plant and equipment (20.3) (13.7) (38.3) (26.7) (58.5)
Amortisation intangible assets (23.8) (39.6) (47.6) (79.1) (158.1)

EBIT 106.9 69.1 186.8 137.9 286.3

Net financial items 3.2 (8.5) (18.1) (16.0) (84.4)

Profit before tax 110.1 60.5 168.7 121.9 202.0

NET PROFIT FOR THE PERIOD 78.9 43.5 122.3 87.6 143.4

EPS (in NOK), basic and diluted 0.26                   0.15                   0.41                   0.30                   0.45                   
Average number of shares   (1 000's) 300 833 232 658 300 833 226 565 256 949



Production
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Unique and Complex Manufacturing 
Process Technology

� Automated highly complex 
production process 
- Unique process steps
- Proprietary know-how 

� Capacity increased to 
1,200 tonnes (annualised) 
in 2007 (cGMP) at 
Sandefjord, Norway

� New facility in Kalundborg, 
Denmark under 
development

Significant barriers to entry
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Kalundborg:

Progress as planned 

� Kalundborg project on time – on budget
- Mechanical completion of plant Q3 2009 
- Approximately 90% of expected procurement cost committed

� 24 new employees in the quarter
- All new hires undertakes an extensive training programme both in

Sandefjord and  Kalundborg

� The construction process continues on time 
- All main buildings constructed
- Critical equipment secured at the plant

� First commercial shipment of API Q1 2010

� Potential of in-sourcing intermediaries to Sandefjord  from 
Kalundborg in Q4 2009
- to secure a volume of 1 300 tonnes in 2009 and potentially achieve further 

volume growth in 2009

On track to double capacity in 2010
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Progressing according to plan in Kalundborg

� Capital expenditure according to plan
� Time-line according to plan

Estimated employee ramp-up
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The Kalundborg site per 31.07.2008

Building A - Administration

Building P - Tank Farm

Building D – Urea Compl.

Building G – Warehouse

Building J – Energy

Building C – Distillation

Building I – WasteWater
Treatment Plant Temp.Laboratories

KTT – Crude Oil Tanks
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Production volumes to meet future demand
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Illustrative sales

Drivers for Growth 

� PIII GISSI HF data
� PIII Atrial Fibrillation data
� Start of PIII studies for fixed dose 

combination
� Preclinical toxicology – PRB 

� Launch fixed dose 
combinations

� PIII Diabetes data

� Japan launch
� Alginate Capsule

Source: Pronova

Future events support excellent growth profile
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Comprehensive Patent Estate for Omacor

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

� LOVAZA™ qualifies for 5 years of exclusive marketing und er � 314.108(b)(2).
- US data exclusivity November 10,  2004 – November 10,  2009 
- Potential ANDA filing earliest November  10 ,2008

� Potential add-on data exclusivity for new indications- a nd formulations
- New indications planned for heart failure, atrial fibrillation, etc.

� New patented indications, capsule and combination for mulation under development
- Clinical trials to support registration

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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� On track to meet full-year production target of 1 200 tonnes in 2008
� Kalundborg on time and on budget

- previously announced acceleration of project will impact 2008 EBITDA margin 
- total estimated CAPEX unchanged
- target of first shipment unchanged and expected in Q1 2010  

� Important life-cycle and extension programmes expected in 2008 
- OM8Afib (atrial fibrillation)
- OM9L (concomitant treatment of Omacor/Lovaza with atorvastatin) clinical 

trials

� Continued strong sales growth expected
- driven by the US and the investment from GSK

� Strong demand for Omacor/Lovaza expected to continue to drive end-
user sales

� In-sourcing of intermediaries in Q3 and Q4 2009

� Revised estimate of total annual production volumes is 1400 – 1500 
tonnes of API in 2009. 

Outlook


