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OREXO ς COMPANY OVERVIEW 
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ÁFounded in 1995, as Diabact 

ÁFirst product: Breath test Diabact UBT approved 2000  

ÁPublicly quoted on Nasdaq-OMX in November 2005 

ÁExpertise in drug delivery  

ÁAcquired drug discovery company Biolipox 2007, arachidonic acid 
excellence. Inflammation, pain, asthma COPD 

ÁLocated in Uppsala, Sweden 

ÁGMP facility, Pilot scale 

Á108 employees, 75% in R&D, regulatory, preclinical, clinical, commercial and 
QA/QC 

ÁNew strategy launched in August 2010, proprietary pipeline 



 

Á Delivered success: 4 products on market 
Abstral®, 9ŘƭǳŀǊϰ, Heliprobe System® and 
Diabact®, producing royalties and sales 

OREXO ς REDUCED RISK WITH SIGNIFICANT UPSIDE 

1) Ortho-McNeil-Janssen Pharmaceuticals/Janssen Pharmaceutica, operating arms of Johnson & Johnson 

Á Three proprietary clinical stage programs with 
substantial commercial value, presenting 
opportunity for forward integration into one 
of the major territories with own commercial 
operations 

 

Á Revenue-generating R&D partnerships with 
OMJ1), Boehringer Ingelheim, Kyowa Kirin, 
Novartis and Meda 
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IMPLEMENTATION OF NEW 
STRATEGY 



STRATEGIC DIRECTION 

Financial Assets Proprietary Pipeline 

Income from 
 

Á Partnerships: 
ÁAbstral® 
Á9ŘƭǳŀǊϰ 
ÁOX-MPI 
ÁOX17 
ÁOX-CLI /ESI 
ÁOX-NLA 

Á Technology/NPD 
Á Business Development 

Will finance 
 

Á New programs: 
ÁOX219 
ÁOX51 
ÁOX27 

Á Future programs: 
ÁOX New A  
ÁOX New B 

Specialty Pharma 

To generate 
 

Á Sustained profitability 
ÁOwn sales income 
ÁRoyalties 
ÁMilestones 

Á Developed pipeline 
ÁProprietary portfolio 
ÁNew programs 
ÁPartnered programs  
 

 

New business model: 
ÁContinue successful development of valuable new drug formulations 
ÁCommercialize with own sales and marketing infrastructure in EU or US 
ÁPartnering in other territories where no infrastructure is developed 
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PROPRIETARY PIPELINE 



PROPRIETARY PIPELINE OVERVIEW 
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OX27 ωImproved product for rapid onset fentanyl treatment of breakthrough 
cancer pain targeting at potential USD 1bn+ market 

ωSuccessful outcome from the first Phase I PK study 

ωRegulatory filing projected for 2015 

ωNovel sublingual tablet formulation, targeting at acute intense pain episodes 

ωUntapped market estimated at around USD 1bn 

ωRegulatory filing projected for 2013 

ωTreatment of opioid dependence 

ωAimed at a USD 1.4bn market with limited competition 

ω505 (b)(2) route for the US possible ς pivotal study next major step 

ωRegulatory filing projected for 2013 

OX51 

OX219 



Unmet need: 

ÁImproved onset/offset to individual 
breakthrough pain episodes 

US/EU market size: 

ÁEstimated market at USD 1bn+ 

Market segments:  

ÁRapid Onset fentanyls e.g. Fentora, 
Abstral®, Instanyl, Actiq  

ÁImmediate release morphine and 

oxycodone 

OX27 Advantages: 

ÁOptimal onset/offset of action 

ÁPain relief within 5-10 minutes 

ÁBroader dosing window between 
efficacy and respiratory depression 

ÁMore frequent dosing possible 

Á Improved quality of life 

Current stage: 

ÁSuccessful outcome following 
completion of the first Phase I  
PK study announced in June 2011 

OX27 ςTREATMENT OF BREAKTHROUGH CANCER PAIN 

Page 9 



OX51 ς DESIGNED TO ADDRESS ACUTE INTENSE PAIN 
EPISODES  

Unmet need: 
ÁShort diagnostic, elective and therapeutic 

procedures are often not adequately treated, 
although can be very painful 

ÁProcedures include biopsies, scoping, bone-
marrow and joint aspirations etc. 

ÁNeed for oral treatment 

US/EU market size: 
ÁEstimated at around USD 1bn : ~ 130 million 

procedures per year in EU & US 

Competition:  
ÁNo current therapy 

OX51 Advantages: 
Á Oral preventive treatment 

Á Very effective pain relief in moderate 
to severe pain 

Á Fast onset of action, with little residual 
effects following completion of 
procedure 

Á High responder rate 

Current stage: 
Á Successful Phase I PK study outcome 

announced March 2011 

Á Positive regulator interactions 
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OX219 ς TREATMENT OF OPIOID DEPENDENCE  

Unmet need: 
Á> 2 million persons opioid dependent, of which 

many do not have access to therapy = growing 
market potential 

Characteristics 
ÁSublingual buprenorphine/naloxone 

combination therapy for illegal and Rx opioid 
dependence therapy 

US/EU market size: 
ÁGlobal market USD 1.4bn 

ÁUSD 1bn in US: 600,000 patients treated by 
19,000 physicians 

Competition:  
ÁMarket dominated by Suboxone® (Reckitt 

Benckiser, sales USD 1.2bn) 

ÁBDSI has buccal patch product in development 

OX219 Advantages: 
Á Much faster disintegration 

Á Better taste 

Á Smaller tablet 

Á Improved bioavailability (less drug load 
in society) 

Á High patient preference 

Current stage: 
Á Successful Phase I PK study outcome 

announced December 2010 

Á Positive FDA meeting confirming 
requirements for approval via  
505 (b)(2) application 
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COMMERCIALISED PRODUCTS 
& OUTLICENSED PROGRAMS 



PARTNERED PROGRAMS AND POTENTIAL VALUES 

 

Á Looking for novel chemical entities with efficacy against promising targets in respiratory 
inflammatory disease including asthma and COPD 

Á Research funding received from J&J supports Orexo R&D efforts on this program 

Á Net cost is de minimis including upfront received June 2010 
 

 

Á Developing preclinical candidate drug for inflammatory pain, with blockbuster potential 

Á Drug development candidate selected late 2010. First clinical PK study projected for 
2012 

Á BI covers all cost on this program going forward 

 

Á Formulation work on new combination therapy for GI disorder based on OX17 program 

Value: USD 585m 
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Value: EUR 250m 

Value: Undisclosed 

http://www.janssenpharmaceutica.be/index_N.asp
http://www.boehringer-ingelheim.se/index.jsp


THE ABSTRAL® SUCCESS STORY 

Launch by country: 

ÁSweden Aug 2008, as first country => Abstral® today ROO  
(Rapid Onset Opioids) market leader 

ÁEU 5 Jan 2009 ς Sept 2010 => Abstral® drives the ROO market 
expansion 

ÁUS April 2011 => Abstral® first in class REMS program 

ÁCanada June 2011 => Abstral® potentially first in class  

 

Future approvals: 

Á2nd half 2011, Russia, Turkey, Israel 

ÁJapan 

New momentum; ProStrakan ς Kyowa Hakko Kirin 
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EU SALES OF ABSTRAL UP 66% IN FIRST HALF 2011 

Royalties up 56% to MSEK 30.4 in 
6M 2011 

Product sales up 66% 6M 2011  

Market share continue to increase 

Sales in Sweden: 

- Up 69% to MSEK 6.1 

- hǊŜȄƻΩǎ ǎƘŀǊŜ ƻŦ tǊƻ{ǘǊŀƪŀƴ 
!.Ωǎ ǎŀƭŜǎ ǳǇ ну҈ ǘƻ a{9Y тΦс 

  

Invoiced sales in number of tablets from our 
partner ProStrakan Group plc to wholesalers. 
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ABSTRAL® IN NORTH AMERICA 

ƀUS introduction in April 

ƀUS annual market value for fast-acting fentanyl products is $550m* 

ƀThe first product to be approved in the US with the FDA-mandated 
class REMS (Risk Evaluation and Mitigation Strategy) for 
transmucosal immediate release fentanyl products 

ƀFully effective in-market launch when a common REMS system is 
fully implemented to all rapid onset fentanyl products - estimated 
to be in place during the Q1 of 2012.  

ƀCanada introduction in June 

ƀCanada among the top-10 global pharma markets 

*(Source: Wolter Kluwers, August 2010. MAT). Page 17 



ABSTRAL® ς NEW MOMENTUM; PROSTRAKAN ς  
KYOWA HAKKO KIRIN 

USA: 

Royalty on sales 23% - 28%  

Sales milestones USD 25m 

 

China - sales and dev.  
milestones USD 4.75m 

 
Israel 

Middle East and  
Africa (64 countries) 

Asia Pacific 
(11 countries) 

Japan: 

Tiered single digit royalty 

Approval milestone USD 2.25m 
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Europe: 

Royalty on sales 25% - 30% 

Sales milestones EUR 19.9m 

Russia / CIS 



KIBION ASSUMES LEADING POSITION WITH WAT 

ÅLeading manufacturer of IRIS instruments and substrates Wagner Analysen Technik 
(WAT) acquired in July 

- Client base with 600 installed instruments 

- Sales of MEUR 1.1 

ÅKibion becomes complete solutions provider of both diagnostic breath tests and 
instruments 

ÅPurchase price MEUR 1.4  

- Clearly defined sales targets may trigger additional consideration 

ÅAcquisition readies Kibion for next strategic phase 

- Significant opportunities for growth in cross-selling to new customer base 

- Larger platform gives stronger incentives for new product development 

- Strengthening of board with new independent directors 
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INCREASED REVENUES  DRIVEN BY ABSTRAL ROYALTY 

MSEK Q211 Q210 6M 
2011 

6M 
2010 2010 

Abstral - royalty 19.6 11.0 33.6 19.5 42.2 

Edluar - royalty 0.6 0.0 1.3 0.0 1.3 

ProStrakan AB J/V 50 % 4.0 3.0 7.6 5.9 12.3 

Diabact® UBT / Heliprobe® 10.6 9.8 19.3 19.7 39.9 

Total revenues from products 
launched  34.8 23.8 61.8 45.1 95.7  

Partner-financed R&D costs 9.4 3.1 16.6 11.9 33.8 

License revenues for dev. projects 10.9 2.1 18.3 8.4 81.1 

Other 0.1 0.1 0.0 0.1 -0.1 

Total 55.2 29.1 96.7 65.5 210.5 
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FINANCIAL INFORMATION, 
MANAGEMENT AND THE SHARE 
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MSEK 6M 2011 6M 2010 FY 2010 

Net revenue 96.7 65.5 210.5 

Costs of goods sold -13.3 -13.3 -26.3 

Gross profit 83.3 52.2 184.2 

Selling expenses -23.6 -16.2 -35.2 

Administrative expenses -25.9 -19.3 -46.8 

Research and development costs -95.4 -78.1 -186.9 

Other operating income and expenses 1.4 2.7 3.0 

Operating loss* -60.2 -58.7 -81.7 

Net financial items -5.0 -4.2 -7.5 

Loss after financial items -65.2 -62.9 -89.2 

Tax 0.0 0.0 0.0 

Net loss for the period -65.2 -62.9 -89.2 

* Includes costs of MSEK 1.4 for employee stock options for the period January-June 2011 (MSEK 1.8 

January to June 2010). 

P&L IN SUMMARY 



LAUNCHED PRODUCTS GROWING SOURCE OF REVENUES 

MSEK 6M 2011 6M 2010 FY 2010 

Net revenue          96.7 65.5 210.5 
- Launched products 61.8 45.1 95.7 
- Licensing revenues for 
development projects 18.3 8.4 81.1 
- Partnered financed R&D 16.6 11.9 33.8 
Gross profit 83.3 52.2 184.2 

Net loss -65.2 -62.9 -89.2 

Cash flow from operating activities -31,2 11.2 -43.0 
Cash flow after financing activities 106.5 104.3 48.8 
Liquid funds 242.5 190.9 135.8 
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EXPERIENCED MANAGEMENT TEAM AND BOARD 

Håkan Åström, Chairman 

ÁChairman since 2003 

ÁChairman of Affibody Holding AB, Ferrosan A/S, Sanos Bioscience 

A/S and TopoTarget A/S, and Board member of Karolinska 

Institutet. Former Chairman of Biovitrum AB 

Raymond G. Hill 

ÁVisiting Professor at Bristol, Surrey, Imperial and Strathclyde 

Universities 

ÁPresident and Chairman of the Council of Trustees of the British 

Pharmacological Society. Board member of the Swiss companies 

Addex and Covagen and of Lectus in the UK 

Kjell Strandberg 

ÁProfessor in pharmacotherapeutics and Chairman of and CEO of 

Kjell Strandberg Consulting and Board member of Innate 

Pharmaceuticals and Foundation for Pharmaceutical Medicine 

 

Staffan Lindstrand  

ÁPartner of HealthCap and Board member of Aerocrine AB, Biotage 

AB, HealthCap AB, NeuroNova AB, OxThera AB and XCounter AB 

Michael Shalmi 

ÁSenior partner of Novo A/S investment unit Novo Growth Equity 

ÁBefore he joined Novo A/S, he held various international leading 

positions within Novo Nordisk for fifteen years 

Bengt Samuelsson 

ÁProfessor at Karolinska Institutet. Received the Nobel Prize in 

Medicine in 1982 for his research on arachidonic acid 

ÁBoard member of Biotage AB, Cardoz AB, LTB4 Sweden and Nicox 

SA 

Anders Lundström, President and CEO 

ÁExtensive commercial experience from Biogen Idec, AstraZeneca, 

Janssen-Cilag and Bristol-Myers Squibb 

ÁNumerous leadership positions, most recently as Head of Biogen Idec 

Hemophilia Inc 

Thomas Lundqvist, Executive VP & Head of Pharmaceutical R&D 

ÁOne of Orexo´s founders. Director of the Company 1995 /2003 and its 

President 1997-2002 and between Dec 2003 and Apr 2004 

ÁPrior to joining Orexo, he held the position of President of NeoPharma 

Production AB. In addition, Mr. Lundqvist has over ten years of 

experience working at the Swedish Medical Products Agency 

Gunilla Ekström, SVP Head of Preclinical R&D / Project and Portfolio 

Management 

Á20 years experience of drug development, particularly the area of pain 

ÁHeld since year 2000 the position of Global Product Director at Astra Zeneca 

with responsibility for pain projects portfolio. Member of the Therapeutic 

Area Neuroscience Management Group at AstraZeneca since 2005. 

 
Anders Pettersson, SVP Head of Clinical R&D 

ÁOne of Orexo´s founders and board member from 1995 to 2001 

ÁHeld the position as Medical Director during 2001-2006, joined the 

company again in 2009 

Åsa Holmgren, SVP of Regulatory Affairs 

Á20 years experience in drug development and mainly international, 

strategic assignments within Regulatory Affairs 

ÁServed most recently as Senior Global Regulatory Affairs Director at 

AstraZeneca. Extensive experience from interactions with authorities in 

Europe, USA and Japan 

Management team Board of directors 
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Carl-Johan Blomberg, SVP and CFO 

ÁMany years extensive experience in Finance from various industries, 

such as engineering, electronics and pharmaceuticals. 

ÁHeld the position of CFO at Micronic Mydata, Financial Director positions 

within Alfa Laval, Procordia and Pharmacia & Upjohn. Board member of 

Pfizer Pension trust Sweden, Swedish Space Corporation and Alfa-Laval 

Pension trust.  



SHAREHOLDERS STRUCTURE AFTER SHARE ISSUE 

Shareholder  No of shares % of total 

Novo A/S 7 182 658 24.1 

HealthCap  5 632 971 18.9 

Arbejdsmarkedets Tillaegspension (ATP) 1 578 947 5.3 

Third Swedish National Pension Fund 1 176 798 3.9 

Rasjö, Staffan 1 087 120 3.6 

Fourth Swedish National Pension Fund 1 032 898 3.5 

Försäkringsaktiebolaget Avanza pension 811 314 2.7 

Abingworth 789 474 2.6 

Lundqvist, Thomas      495 250 1.7 

Others 10 063 510 33.7 

Total number of shares 29 850 940 100.0 
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SUMMARY 



OREXO ς A LOW-RISK COMPANY WITH SIGNIFICANT 
UPSIDE 

ÁFocus on advancing proprietary pipeline 

Á Known substances in a proven delivery platform 

ÁAccelerate top line growth 

Á KHK + ProStrakan ς strong partner in 3 major markets 

Á US launch provides major new opportunities for Abstral® 

ÁValue creation in J&J and BI partnerships 

ÁDelivery on expected newsflow 
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