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This presentation contains forward -looking statements which involve risks and uncertainty factors. 

These statements are not based on historical facts but relate to the Companyõs future activities and 

performance. They include statements about future strategies and anticipated benefits of these 

strategies.

These statements are subject to risks and uncertainties. Actual results may differ substantially from 

those stated in any forward -looking statement. This is due to a number of factors, including the 

possibility that Orion may decide not to implement these strategies and the possibility that the 

anticipated benefits of implemented strategies are not achieved. Orion assumes no obligation to update 

or revise any information included in this presentation.
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Disclaimer
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Focus areas of OrionõsR&D

ÅCNS

ÅOncology

ÅRespiratory
(Easyhaler® 
product family )

Proprietary Products

Orion utilises the 
R&D of proprietary
products to develop
new medicines for 
animals.  

Animal Health

ÅAPIsto Orionõs
proprietary
products

ÅGeneric APIs

ÅContract
development for 
pharmaceutical 
companies

Fermion
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Together we can achieve more in R&D

Collaboration with partners

Target 

identification

and validation

8 24 mo.

Hit to Lead

generation

12 24 mo.

Lead 

optimisation

18 36 mo.

Candidate

selection, 

preclinical

development
12 24 mo.

Phase I

12 14 mo.

Phase II

12 36 mo.

Phase III

18 48 mo.

Late stage 

development
Early developmentResearch

Collaboration with partners
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Several academic and other collaborations both in early and 

late phase of development
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Building the R&D future success

2016 2017 2018 2019 2020 2021 2022 2023 2024 2025 2026

Innovation system

Competence base

Therapy area work

Darolutamide

ODM-104

ODM-109

ODM-208

ODM-203

ROADMAP

Bringing treatments to patients addressingunmet needs also in 

the future require capability to discover and develop less

validated targets , new treatment concepts and increasing

collaboration with academic partners

ODM-207

2018

tiotropium



Orion: a company with the brain power 
and muscle of Big Pharma but with the 
agility of small biotech

Through internal work and partnering 
activities build and maintain a balanced 
pipeline that can deliver clinically 
meaningful differentiation/patient 
benefit long -term

Being a preferred partner for Big Pharma, 
Biotech and Academia

Making Orion capable of delivering novel 
proprietary small molecule therapeutics 
and biologics

Increase Orionõs visibility within the 
academic community and being capable 
of recruiting and retaining òthe best and 
the brightestó

Being a significant contributor to the 
global scientific community

Vision for the future
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Clinical development pipeline



Project Indication Phase Registration

Easyhaler®tiotropium COPD Bioequivalence study

Darolutamide 1) Prostate cancer (nmCRPC) I II III

Darolutamide 1) Prostate cancer (mHSPC) I II III

ODM-109 (oral levosimendan) ALS I II III

ODM-104 (more effective COMT inhibitor) Parkinsonõsdisease I II

ODM-203 (targeted FGFR+VEGFR inhibitor) Solid tumours I II

ODM-207 (BET protein inhibitor) Cancer I

ODM-208 (CYP11A1 inhibitor) Prostate cancer (CRPC) I

= Completed

= Ongoing

= Status changed

Orion's key clinical drug development projects 

9

1) In collaboration with Bayer

More information on R&D projects: 

https://www.orion.fi/en/rd/orion -rd/pipeline/ 
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Darolutamide
A novel second generation androgen receptor (AR) inhibitor 

for the treatment of prostate cancer

In collaboration with Bayer



Orion and Bayerõs phase III trial 

of darolutamide for non-

metastatic castration -resistant 

prostate cancer: Primary 

endpoint was met

ɻDarolutamide significantly extended metastasis -

free survival compared to placebo .

ɻThe full data will be presented at an upcoming 

scientific meeting. 

ɻBayer plans to discuss the data from the trial 

with health authorities regarding the submission 

for marketing authorization application. 

Darolutamide has been granted Fast Track 

designation by FDA.
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Financial impacts of 

darolutamide

ɻBayer covered the majority of the development 

costs and has the right to commercialize 

darolutamide globally. Orion has the option of 

co-promoting in Europe. Orion will manufacture 

the product.

ɻMilestone payments upon first commercial 

sales: EUR 45 million in USA, EUR 20 million in 

the EU and EUR 8 million in Japan.

ɻTiered royalties on product sales 

approximately 20%, including production 

revenue.

ɻPotential one -off payments if certain sales 

targets are met.
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Other late -phase 

clinical trials are also 

making progress

13

ɻODM-109/orally administered levosimendan
for ALS:

ð3-year REFALS trial started in the spring, 
recruitment progressing.

ðOrion conducts the Phase III trial on its own.

ɻODM-104 for Parkinson's disease:

ðPrimary endpoint of Phase II met in Q2/2018. 
The results are being analysed and Orion is 
looking for a possible partner. Decision -making 
will also consider investment opportunities in 
other R&D projects.

ɻDarolutamide for metastatic hormone -
sensitive prostate cancer: 

ðPhase III trial ARASENS in collaboration 
with Bayer ongoing.

ðPatient recruitment finalized.
The trial is expected to be completed
in 2022.
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