
Next Generation Antibody Therapies against Cancer  



Pioneer in Antibody Development 

 Focus on human antibodies to treat cancer and on 

immuno-oncology 

 Pre-clinical and early clinical portfolio with focus on 

Hematological Cancers 

 Our offering in the Antibody market is differentiated 

through a strong focus and high competence in Biology – 

focus on treating diseases and not solely using target 

models 

F.I.R.S.T ™  - our unique discovery platform 

 Strong patent protection  

 Possibilities to create “biobetters” as well as to identify 

novel targets and create new antibody drugs based on 

patient material  

Cash flow from partnering deals to finance 

ongoing proprietary programs 
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BioInvent (BINV) at a glance 
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Our Priorities 

 Scientific Leadership in Antibody Development in Oncology and 
Immunology 

 A Patient Centric and Performance Based Corporate Culture 
 Efficient allocation of resources – Integrated teams and disciplines 
 Build value through: 

• A world-class oncology MAB pipeline  
- Focus on immuno-oncology  
- Orphan drug/breakthrough therapy opportunities 
- Balanced risk (add follow-on biologics to development)  
• Build revenue through high end fee for service:  
    - Patented MAB discovery technology (F.I.R.S.T®)      
    - Proprietary in vivo/in vitro screening capabilities  
    - Validated fully humanised MAB library (nCoDeR®)  
    - CMC capabilities  

 



 

 Interest in immuno-oncology totally dominates oncology as demonstrated 

most recently at ASCO in May 2014 

 $1.3 billion committed to fund 78 clinical trials enrolling 19,000 cancer 

patients 

 BMS opened up the immuno-oncolgy field with launch of Yervoy, currently 

selling more than $1B p.a. and growing rapidly  

 The current leaders in the clinical field are BMS, Merck, Roche and AZ  

 AZ argued against Pfizer bid by highlighting value in their immuno-

oncology development portfolio  

 Immunology and oncology are core areas of expertise in BioInvent  

 BioInvent’s  antibody candidate BI-1206 against non-hodgkin lymphoma 

works through an immuno-mediating mechanism 

 BioInvent´s early stage T-reg and TAM (Tumour Associated Macrophages) 

programs are at the heart of  immuno-oncology and have triggered 

significant interest from leading companies  
 

 

Focus on Immuno-Oncology 
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 Hematological cancers has become one 

of the largest market segments in the 

pharmaceutical industry 

 The key growth drivers are 

antibody products 

 Largest drugs are Rituxan/MabThera 

(USD 7,5 bn) and Revlimid (USD 4.3bn) 

 Unmet medical needs remain 

 Significant investment in area by 

several major pharma companies 

 Increased interest in early 

licensing deals 

 
 

$ bln 

Focus on blood cell cancer 
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Sales of hematological cancer therapies 
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Warren J et al. J Clinical Oncology April 18 2013 
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Positive prospects for antibody therapeutics 

 The Oncology/Immunology area offers significant unmet medical need 
 mAbs have overall higher approval success rates in clinical development 

than NCEs (new chemical entities) 
 24% for humanised antibodes vs 5% on small molecules* 

 The FDA has implemented Fast Track and Expedited Review pathways to 
faciliate development and registration processes for companies 
developing drugs for significant unmet needs in different disease areas, 
as a complement to the orphan drug designation route 
 
 
 
 

*Reichert, Nature Biotechnol. 23, 1073-78 (2005) 
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Fast track vs Breakthrough Therapy 

Fast Track 

Drugs for serious conditions – expedited 

dev and review 

Access to FDA to discuss CDP 

More frequent written fb from FDA 

Eligility for Accelerated approval and 

Priority review if relevant criteria are met 

Rolling review 

 

Breakthrough Therapy 

Drugs for serious conditions – 

expedited dev and review 

Preliminary clinical evidence 

indicates that the drug may offer 

substational improvement over 

available therapy on a clinically 

significant endpoint 

Five antibodies with the designation 

as of Nov, 2013 (obinutuzumab/CL, 

ofatumumab/CLL, lambrolizumab/Adv 

melanoma, Bimagrumab/sporatic incl 

body myositis, datatumumab (MM) 

 

Our targeted indications offer potential for Breakthrough Therapy and/or Fast 
track designation due to significant unmet medical needs.  



Two antibody discovery routes at BioInvent 
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Traditional antibody discovery 

Panning to isolate pools of antibodies 
against a predefined target 

Screening of soluble scFv/Fab 

DNA sequencing and 
IgG production 

In vitro testing 
of IgG  

In vivo  

 

Isolation of therapeutic antibodies 
against a predefined target 

F.I.R.S.TTM  discovery 

Differential cell panning to isolate pools 
of antibodies 

Screening of soluble scFv/Fab 

DNA sequencing and IgG 
production 

Phenotypic 
screening of IgG  

Target ID 

In vivo  

 

Combined discovery of therapeutic 
antibodies and disease-related 

targets/epitopes  

Conversion to IgG → Patient 
materials 



F.I.R.S.T®   - Patented antibody and target discovery tool 

 

• Use of patient cells mimics true disease biology, likely to lead to higher rate 
of clinical success  

 

• Successful internal discovery engine at BioInvent for several years - 
international launch to pharma/biotech industry in 2014 to generate revenue 
and strategic relationships 

 

n-CoDeR®  

 

• F.I.R.S.T®  selects pools of drug candiates from n-CoDeR® anitbody library – 
clinically validated, fully human library containing more 10 billion antibodies. 
Partnered with Bayer, Servier, Xoma and three large Japanese pharma 
companies who all paid milestones/library fees in 2013    
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Proprietary Programs 
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- Antibodies for Life -  



BI-505 to treat Multiple Myeloma 
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Description 

Mode of action 
 Utilises tumour associated macrophages to confer anti-MM activity 

and forces cancer cells into “suicide mode”   

Market opportunity 
 Estimated prevalence c 200000 in western economies.1 

 MM market expected to develop from $4.4bn to over $7bn by 20212 

 Orphan Drug Designation in Europe and US 

Strategic positioning 

 Excellent safety profile should enable access to broad range of MM 

patients and offers ample ways going forward  

 Mono- or combination therapy in early stage MM patients or 

Combination therapy in relapsed MM or in patients refractory to 

SoC 

Status 

 Phase I study showed advantageous safety profile, and 24 % of 

patients on extended therapy had stable disease for at least 2 

months 

 Study in asymptomatic multiple myeloma initiated April 2013 

 

 

 Fully human antibody isolated based on functional properties 

 Novel and unexpected mechanism enables targeting ICAM-1 in MM 

  

 

1.CRC & NIH SEER Figures,, 2.Decision Resources 2 October 2012 
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BI-505: Combination therapy data 

RPMI-8226 subcutaneous MM model 

Tumor growth until day 60 Survival over 220 days 

U266 disseminated MM model 

The combination of BI-505 

and Revlimid or Velcade 

significantly enhances the 

therapeutic effect in both 

models 



BI-505, summary 

• Potent in vivo anti-tumor effects in models for MM 
 

• Advantageous safety profile in phase I study 
 

• Good combination effects with Revlemid and Velcade in preclinical 
studies in vitro and in vivo,  

 
• 2014 business goal to partner and, following this, commence phase 2 

combination trial 
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Description 

Mode of action 

 As a monotherapy: antibody-dependent cellular cytotoxicity (ADCC) 

and other anti-tumour effects 

 In combination therapy: prolongation/enhancement of anti-CD20 

therapy (Rituxan®: Roche) by preventing target internalization 

Market opportunity 

 

 Relapsed/refractory CLL alone represents a >$600 million market 

opportunity (EU27 and US) and >$1.8 billion, if adopted as first-line 

therapy1 

 

 

Status 
 All rights retained by BioInvent 

 Toxicology studies expected to be initiated 2014 

 NHL/CLL targeted as first indication 

 Fully human antibody anti-CD32b antagonistic antibody 

 CD32b is overexpressed in a variety of B-cell malignancies  

 

BI-1206 in Non-Hodgkin’s Lymphoma 

1. Company estimates, based on  total treatment populations of  12,600  and  36, 000 for relapsed /refractory  and  first –line patient  each year, 
respectively. 



BI-1206 Summary  

• Developed for combination therapy with standard of care of rituximab-poor 

responding Non Hodgkin Lymphomas 

– CD32b biomarker for patients to treat 

 

• Prevents removal of type I CD20 antibody from B cell surface unleashes full 
antitumor activity of type I anti-CD20 mAbs against CD20- poor-responding and 
resistant lymphomas (CLL, MCL) 

 

• Anti-CD32b/anti-CD20 combo extends beyond new Type II CD20 mAb 

 

• Potential utility in additional combination regimens (e.g. anti-CD38) and indications 

 

• 2014 business goal to partner and commence phase 1 trial early 2015 

 

 



 Rights to ADC-1013 sold back to Alligator in May-14  

• BioInvent will receive an undisclosed sum for its 

rights to ADC-1013 

 

• Funds and internal resources can now be focused  

on developing BioInvent’s stategic pipeline 
 

 

 

 

 

 

 



 
 

Proven track record in partnering and deal making 
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Klinik Und Poliklinik  
für Kinderheilkunde 

http://www.mt-pharma.co.jp/e/index.php


A more self-financed business model 

 Reduced cost level 2013 to less than 50% of 2012 

 Operating costs Jan.-Dec. 101 (246) MSEK 
 

 Increased revenues from external drug projects as the projects 
move forward in development 

 

 Increased focus on new business 
 

 Cost of basic operation financed by revenues from partners 
 

 Liquid funds pro forma 31 March 2014: 99 MSEK 
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Net sales 

Sales and administrative costs 

Research and development costs  

Operating profit/loss 

Profit/loss from financial investments 

Profit/loss for the period 

Liquid funds 

     Jan.-Dec. 

 2013 
SEK mln 

82 

 -30 
 -71 

-19 

 1,1 

 -18 

65 

  

19 

43 

 -39 
 -207 

-191 

3,2 

 -188 

100 

     Jan.-Dec. 

 2012 

 Decrease in external 
costs 2013 due to a 
more extensive clinical 
programme in 2012 

 

 Lower personnel costs 

Financial summary 2013 vs 2012  

Other operating revenues and costs  0,5  12 

 -101  -246 



2014 Key Business Objectives 

• Create necessary conditions and secure commercial agreements 
to achieve cost coverage of operational running costs and 
preclinical R&D  
 

• BI-505: secure partner and, following this, commence phase 2 
combination trial 
 

• BI-1206: secure partner and commence phase 1 trial late 
2014/early 2015 
 

• Launch a new clinical orphan drug project with potential for fast 
track/breakthrough status in the U.S. 
 
 
 
 


