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Disclaimer

By attending the meeting where this presentation is made, or by reading the presentation slides, you 

agree to be bound by the following limitations.

This document has been prepared by ThromboGenics NV (the "Company") and is being supplied to 

you solely for your information and use by you at the Company presentation. This document and its 

contents are confidential and may not be further distributed or passed on to any other person or 

published or reproduced, in whole or in part, by any medium or in any form for any purpose. All the 

numerical data provided in this document are derived from ThromboGenics’ consolidated financial 

statements as per 31 December 2008 or otherwise publicly available.

No representation or warranty expressed or implied is or will be made as to, and no reliance should 

be placed on, the fairness, accuracy, completeness or correctness of the information or opinions 

contained herein. The information set out herein may be subject to updating, completion, revision, 

verification and amendment and such information may change materially. The Company is under no 

obligation to update or keep current the information contained in this document or the presentation 

to which it relates and any opinions expressed in it are subject to change without notice. None of the 

Company or any of its affiliates, its advisors or representatives shall have any liability whatsoever (in 

negligence or otherwise) for any loss whatsoever arising from any use of this document or its 

contents or otherwise arising in connection with this document.

This is not an offer of any securities for sale.
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Corporate Snapshot

 Listing: Euronext Brussels

 Ticker: THR

 Market Capitalisation: €406m (1)

 Employees: 55

 Locations: Belgium, Ireland, US

Note:

(1) Per stock price of €15.38 as of 2 November 2009
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ThromboGenics Today

 Developing novel biopharmaceuticals in three core areas

– Ophthalmology

– Cancer

– Vascular disease

 Lead product Microplasmin currently in Phase III

– Unique approach for back of the eye disease

– Positive Phase II results

– Entered Phase III in January 2009

– Data from 2 Phase III pivotal trials expected by mid-2010 and
H2 2010

 Attractive mid-stage pipeline of potential blockbusters

– Anti-PlGF MAb partnered with Roche (Phase Ib/II in 2010)

– Anti-Factor VIII MAb as a treatment for DVT and atrial fibrillation 
(Phase II ongoing)

 Experienced team with strong track record in R&D and 
commercialisation
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Experienced Management Team

Patrik De Haes, M.D. - Chief Executive Officer

 Over 20 years of experience in the global health care industry, covering 
product development, marketing and general management

 Previous affiliations: Head of the Global Insulin Infusion business at Roche, 
CEO of Disetronic Medical Systems Inc, and Sandoz Pharma

Chris Buyse - Chief Financial Officer

 Over 20 years experience in international company finance and in running and 
establishing best financial practice 

 Previous affiliations: CFO of the Belgian biotechnology company CropDesign, 
Finance Director of WorldCom/MCI Belux, CFO and interim CEO of Keyware 
Technologies

Stuart Laermer, M.Sc., M.B.A. - Chief Business Officer(1)

 Over 20 years of global experience in the commercialisation of novel 
technologies

 Previous affiliations: V.P., Business Development of Physiome Sciences and 
Synthon Chiragenics, Director, Business Development at Roche (Roferon®), 
Director, Biotechnology at Fisher Scientific

Steve Pakola, M.D. - Chief Medical Officer(1)

 15 years in pharma/biotech clinical development

 Previous affiliations: Associate Director, Cardiovascular Clinical Research, at 
Boehringer-Ingelheim Pharmaceuticals, senior-level clinical development 
positions at Quintiles Cardiovascular Therapeutics and Organon, Inc. 

Note:
(1)  Based in the US



Microplasmin for
back of the eye diseases

Unique approach for

major retinal indications
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Microplasmin – Our Lead Candidate

 Single, back of the eye injection of a protein fragment 

– Catalytic domain of a serine protease (28kd)

 Potential to alter the treatment paradigm in a broad range 
of back of the eye diseases

 Pivotal Phase III program for non-surgical resolution of 
vitreomacular adhesion ongoing

– At present this condition can only be treated via 
invasive eye surgery (vitrectomy) 

 Potential applications in other major eye diseases where 
adhesion plays a major role 

– Diabetic retinopathy

– AMD (age-related macular degeneration)
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Overview of Vitrectomy

 Cost: >$5,000

 Inconvenience, including

– Anaesthesia

– Head-down positioning for multiple 
days (100%)

 Morbidity

– Post-operative irritation or pain (100%)

– Cataract (virtually 100% of natural lens 
patients)

– Other complications including bleeding, 
glaucoma



Microplasmin in Action

 Microplasmin is a naturally occurring enzyme that acts by dissolving the links 
between the retina (back of the eye) and the vitreous (the thick, transparent 
jelly-like substance in the centre of the eye) – a linkage which is implicated in 
a range of important eye diseases

10
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Encouraging Results to Date in Multiple 
Controlled Clinical Studies

MIVI-I MIVI-III MIVI- IIT MIVI-II (DME)

Clinical Phase IIa Phase IIb Phase IIa Phase IIa

Objectives Safety and efficacy (PVD 

induction with reduced 

suction)

Safety and efficacy in 

vitrectomy setting

Safety and efficacy in 

vitreomacular adhesion

Safety and efficacy in  
DME / Diabetic 
Retinopathy

Patients 60 125 60 51

Protocol - open label

- dose ranging

- exposure time

- multi centre in EU

- randomised, 
placebo controlled

- dose ranging

- multi centre in US

- sham injection
controlled

- dose ranging

- exposure time

- sham injection
controlled

- dose ranging

- exposure time

Results  Successfully completed

Clear evidence of 

PVD induction

Successfully completed

Vitrectomy prevented in 

approx 30% of 125 µg 

dose patients within 7 

days

All 4 cohorts completed:

Resolution of adhesion 

in approx 40% of 

patients within 28 days 

of 125 µg dose

Preliminary results 

available. Well tolerated 

in DME population and 

evidence of biologic 

activity even in 

advanced DR/DME 

population



Macular Hole Closure
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Optical Coherence Tomography (OCT) of Microplasmin treated patients

Case Study



Phase II Results Read Out

 Successful Phase II clinical results 

 Able to resolve the underlying indication in between 30% 

and 40% of patients without the need for a vitrectomy

 Reduced suction when vitrectomy is necessary

 Most effective dose of Microplasmin studied (one injection 

of 125 μg)

13



Phase III Program – MIVI-TRUST

 Microplasmin’s initial indication– non-surgical 
treatment of focal vitreomacular adhesion

 MIVI-TRUST Phase III Program consists of two trials: 

- One US trial (TG-MV-006) – fully enrolled at 326 patients

- One European / US trial (TG-MV-007) – enrolling 320 
patients

 Total of 640 patients across approximately 40 centres in 
the US and 40 centres in Europe and US

 125 μg dose of Microplasmin is being used

14

(Microplasmin for IntraVitreous Injection-Traction Release 
without Surgical Treatment)



Phase III – Clear Primary End Point

 Non surgical resolution of focal vitreomacular 
adhesion – one month post-injection

 Attractions of this end point

- Easy to measure using OCT (Optical Coherence 
Tomography)

- Physical / anatomical

- Consistent with our successful Phase II clinical studies

- Allows us to target multiple eye disease opportunities

 Secondary end points include assessment of vision

- Clear benefits to vision seen in Phase II studies with 
Microplasmin

15



Microplasmin Timeline to Market

Timing Event

2H 2010 Completion of Phase III clinical 
program in vitreomacular 
adhesion

2H 2011 FDA and EMEA submission expected

2H 2012 Approval anticipated 

2009-2010 Phase II trials for additional 
indications to commence shortly

ThromboGenics plans to market Microplasmin in 
both North America and Europe using its own 

commercial organisation

16



Commercialisation Strategy

 ThromboGenics intends to build a commercial team 

to launch Microplasmin

 US and European markets could be accessed by a 

50 person strong sales force

 Key prescriber populations to target

- Surgical retina specialists

- Medical retina specialists

 Sr. Marketing Specialist identified

 Commercial manufacturing partner in place

17



Microplasmin – Target Prescriber 
Population

1) Surgical Retina Specialists

 Currently carry out vitrectomies – know the condition

 Access to most of the patients at present

 Microplasmin can make a vitrectomy easier and in certain 
patients unnecessary 

 Attractions of Microplasmin clear to retinal surgeons

 Provide both clinical and economic benefits to the surgeon 

2) Medical Retina Specialists 

 Microplasmin could become a single shot office procedure

 Allow these group of physicians to treat more patients

- Previously had to refer all patients to retinal surgeons

 Experienced in type of procedure needed with 
Microplasmin 
- Lucentis delivered in the same way

18



Additional High-Value Indications

 Age-Related Macular Degeneration1 (AMD)

- Over 5 million patients worldwide have wet AMD, and
≥35% of wet AMD patients have focal vitreomacular 
adhesion

- Significant unmet medical need 

- Proof of concept study beginning in Q4 2009 

 Diabetic Retinopathy / Diabetic Macular Edema

- 17.9 million Americans have diagnosed diabetes mellitus(2)

- An estimated 4.1 million Americans are affected by diabetic 
retinopathy(2)

- Ongoing Phase II trial in diabetic retinopathy

Microplasmin’s unique mode of action has promise in 
additional indications that represent significant 
commercial opportunities:

19

Notes:
(1)   Vitreomacular Adhesion in Active and End-Stage Age-related Macular Degeneration, American Journal of Ophthalmology, Volume 148, Issue 1, July 2009, Pages 79-82.e2
(2)   CDC (Centres for Disease Control and Prevention), 2009



Microplasmin – Summary

 Encouraging results to date and strong potential to be a 
highly successful product 

 Large and growing market opportunity with limited 
competition

 Microplasmin is an excellent base for the development of an 
exciting ophthalmology franchise with expansion into 
additional indications with significant potential

 Clear targeted commercialisation strategy

 ThromboGenics can manage commercial resourcing needed 
to deliver success 

 Able to generate significant value for shareholders through 
retaining 100% of upside

20



Anti-PlGF (TB-403) – A Novel Anti-Cancer 
Monoclonal Antibody

Cancer selective anti-angiogenesis MAb 
partnered with Roche
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 Humanised monoclonal antibody which blocks and inhibits new 

blood vessel growth

– Highly selective in cancer tissue

 Inhibits PlGF (placental growth factor), a homologue 

of VEGF (vascular endothelial growth factor)

 Inhibition of VEGF: Avastin (Genentech/Roche), global sales of 

›US$4.4bn in 2008

 Worldwide exclusive license with Roche 

– €500m partnership

 Completing Phase Ib study in patients with advanced solid 

tumours 

– 23 patient, multicentre dose escalation safety study

 Additional trials to be initiated in 1H and 2H 2010(1)

TB-403 – Anti-PlGF MAb

Note:

(1) Per Roche 3Q 2009 financial results presentation, slide 74 



Roche Strategic Alliance for TB-403

 ThromboGenics and co-development partner BioInvent 

signed a strategic alliance deal with Roche for TB-403 in 

June 2008

- Local region co-promotion option retained

 Upfront payment of €50m

 Potential milestone payments of up to €450m, as well as 

double digit royalties on product sales

 Economics of deal shared 60/40 between 

ThromboGenics/BioInvent 

23



Anti-Factor VIII (TB-402) Monoclonal Antibody

Unique, long acting anti-coagulant
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 Fully human antibody against Factor VIII, an essential 

blood clotting factor, co-partnered with BioInvent 

 Long acting anti-coagulant for treatment and prevention

of thrombosis after orthopedic surgery 

 Possible prevention/treatment of DVT and treatment of 

atrial fibrillation

 Only partially inhibits coagulation: expected to lead to a 

lower risk of spontaneous bleeding – no monitoring 

needed

 Phase II in knee replacement patients started Feb 2009 

and recruitment recently completed

 Further potential partnering opportunity with discussions 

to begin Q4 2009 

TB-402 – Novel Long Acting Anti-Coagulant
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Inhibition of the Coagulation Cascade 
by TB-402
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TB-402 – Addressing a Real Clinical Need

 Anti-coagulant market is worth over US$5bn per annum 

globally

 Market pre-dominantly split between warfarin and 

heparin, which are widely acknowledged to have 

numerous drawbacks

 Current market development focused on oral agents, 

particularly Factor Xa inhibitors; however these still 

suffer from drawbacks, including frequent dosing, and 

they are not reversible

 TB-402 expected to have an important place in the 

market once approved

Set against this backdrop, TB-402ôs novel mode 

of action is highly compelling

27



28  Venous Thromboembolic Disease (Deep Vein Thrombosis & 
Pulmonary Embolism)

– Considered as a major health issue by US surgeon general(1)

– Incidence of 1 to 3 per 1,000 individuals per year

– High early mortality rate

– Risk factors for VTE is major orthopaedic surgery

 Atrial Fibrillation (AF)

– Risk factor for ischemic stroke

– Most common sustained arrhythmia observed in clinical 
practice. 

– Prevalence of AF is estimated at 0.4% of the general 
population and increases with age, rising to 8.8% in the group 
aged 80-89 years 

TB-402 – Significant Market Opportunity

Note:
(1)   “The Surgeon General’s Call to Action to Prevent Deep Vein Thrombosis and Pulmonary Embolism,” September 15, 2008, p.1.



Achieved and Upcoming Milestones
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Recent Milestones Achieved

Drug
Candidate       Timing Event

Microplasmin Q3 2008 Successful End of Phase II meeting with FDA 

Q1 2009 MIVI-TRUST Phase III trial program begun 

Q3 2009 Completed enrollment for US Phase III trial

TB-403 Q2 2008 Strategic alliance with Roche 

Q2 2008 Phase Ib cancer patient trial begun

Q1 2009 Completion of tech transfer to Roche

TB-402            Q2 2008 Completion of Phase I interaction studies

Q3 2008 Go-decision to proceed to Phase II

Q4 2009 Recruitment completed
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Anticipated Near Term Milestones 

TB-402 Q2 2010 Phase II clinical results expected

TB-403 Q4 2009 Phase Ib trial results expected 

Microplasmin Mid-2010 First Phase III results reported 

Drug
Candidate       Timing Event



Financial Profile
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 Strong balance sheet with cash position as of end of 

Sept. 2009 of €43.1m

Cash Position
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Our Current Shareholders updated December 2009



Conclusion and Investment Highlights
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Key Corporate Strategies

 Bring Microplasmin to Market

 Explore Microplasmin in additional indications

 Build commercial presence in ophthalmology

 Partner attractive pipeline assets  

 Develop additional clinical assets

 Explore strategic in-licensing opportunities in 

ophthalmology and oncology
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Diversified Pipeline of Proteins and MAbs

Drug Candidate Indication(s)

Clinical Development Status

Phase I Phase II Phase III

Microplasmin Vitreomacular adhesion

Microplasmin
Diabetic retinopathy (DR)

Age-related macular degeneration (AMD)

Anti-PlGF
(TB-403)

Cancer

Anti-factor VIII 
(TB-402)

Deep vein thrombosis
Atrial fibrillation

Microplasmin Stroke

Staphylokinase Acute myocardial infarction

Visual disorders Cancer Cardiovascular disease
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 Microplasmin offers the potential to transform the 

treatment of major retinal diseases – clinical data have 

been very encouraging

 Attractive product to build ThromboGenics ophthalmology 

franchise

 Roche partnership will allow us to capitalise on the 

significant potential of TB-403 in cancer

 TB-402 a further exciting antibody for out-licensing –

profile well suited for DVT prevention market  

 Experienced management focused on delivery and creating 

significant shareholder value 

Poised for Further Success
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 Unpartnered lead product, Microplasmin, in pivotal 
Phase III development

 Attractive mid-stage pipeline of potential blockbusters

– Strong partner in Roche

 Proven biotechnology and clinical development 
capabilities

 State of the art R&D facilities 

 Strong patent estate protecting key assets to 2020 
and beyond

 Experienced team with strong track record in R&D and 
commercialisation

Conclusion and Investment Highlights

ThromboGenics represents a compelling investment opportunity


