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Disclaimer
These materials (the “Presentation”) have been provided to you by Marinomed Biotech AG together with its respective members, directors, officers, employees, 
advisers or agents (together “Marinomed”) in connection with a potential transaction relating to Marinomed’s asset Budesolv (the “Transaction”). The sole 
purpose of this Presentation is to assist recipients in deciding whether they wish to proceed with a further investigation of a possible negotiated Transaction 
with Marinomed. 

The information used in preparing these materials was obtained from own or public sources. No representation, warranty or undertaking, express or implied, is 
made and no responsibility is accepted by Marinomed as to or in relation to the accuracy or completeness or otherwise of this Presentation or as to the 
reasonableness of any other information made available in connection with the  Presentation (whether in writing or orally) to any interested party (or its 
advisers). Marinomed will not be liable for any direct, indirect or consequential loss or damage suffered by any person as a result of relying on any statement 
contained in these materials or any such other information.  None of these materials, the information contained in them or any other information supplied in 
connection with these materials will form the basis of any contract. Any recipient of this Presentation should seek advice from its own independent advisors for 
legal, tax, regulatory, financial or other matters.

This presentation does not constitute an offer or solicitation for the sale or purchase of securities, nor shall any securities of Marinomed be offered or sold. The 
distribution of these materials in certain jurisdictions may be restricted by law and, accordingly, recipients represent that they are able to receive these 
materials without contravention of any unfulfilled registration requirements or other legal restrictions in the jurisdiction in which they reside or conduct 
business.  By accepting these materials, the recipient agrees to be bound by the foregoing limitations. Nothing contained herein should be construed as tax, 
legal or accounting advice. 

This Presentation is being made available only to parties who have signed and returned a confidentiality Agreement (the “Confidentiality Agreement”) and 
recipients hereof agree they are bound by the Confidentiality Agreement in respect of all information contained herein. You agree, on behalf of yourself and 
your representatives subject to the terms of the Confidentiality Agreement, not to approach any director, officer, employee or other business relationship of 
Marinomed, without express permission and to keep any written or oral information contained herein or otherwise made available in connection with any 
further investigation on relation to the Transaction. This Presentation must not be copied, reproduced, distributed or passed to others at any time without the 
prior written consent of Marinomed.

This Presentation has been delivered to you for the sole purpose referred to above and upon the express understanding that you will use it only for such 
purpose. In furnishing this Presentation, Marinomed undertakes no obligation to provide the recipient with access to additional information or to update, 
amend or supplement this Presentation or the information contained herein or otherwise or correct any inaccuracies or omissions herein or otherwise, and 
reserve the right, without advance notice for any or no reason, to change the procedure for pursuing a Transaction or terminate the process at any time prior 
to signing any binding agreement for a Transaction.
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Publicly listed biopharmaceutical company in Austria
Marinomed at a glance

2006
Foundation

2008
Launch of Carragelose

2016
Invention of 
Marinosolv

2019
IPO and Marinosolv 
clinical validation

2021
Marinosolv deal and 
Solv4U launch

Therapeutic areas
VIROLOGY

Revenue-generating 
OTC portfolio 

IMMUNOLOGY

High-value 
products in late-
stage development

Solubilization technology 
partnerships for customers

2022
Deal with 
Procter & Gamble

Prime Market Segment of the Vienna Stock Exchange
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IP generation with lean organization & grow existing business
Business Model

RESEARCH & DEVELOPMENT SALE OF GOODS

Research & 
Innovation

Pre-clinical 
development

Early clinical 
development

Supply chain 
organization

Intellectual property High-value products

Revenue through license deals 
(upfront, milestones & royalties)

Revenue through 
sale of goods

OUTSOURCED
Late-stage clinical 

development; market access

OUTSOURCED
Manufacturing, 

distribution, marketing
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Solubilization of poorly water-soluble compounds and 
improving local onset of action
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Platforms & Therapeutic Areas

Universal blocking of viruses and allergens as well as 
moistening of mucosal tissues

VIROLOGY IMMUNOLOGY SOLV4U

Cough & 
cold portfolio
Viral respiratory 

infections

Allergy 
nasal spray

Mild allergic 
rhinitis

Eye drops
Dry, irritated eyes

Budesolv
Allergic rhinitis

Tacrosolv
Inflammatory eye 

diseases

Solv4U 
Technology 

partnerships
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Budesolv
 
The only low-dose intranasal, preservative 
free corticosteroid with strong symptom 
relief after first dose

7

Marinomed Biotech AG
Hovengasse 25

2100 Korneuburg, Austria

Erich Durchschlag
s. Business Development Mgr.
+43 676 3253005
erich.durchschlag@marinomed.com

mailto:erich.durchschlag@marinomed.com
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Executive summary: Budesolv
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Innovative opportunity with strong USP to challenge the total allergic rhinitis market

Business model
• Classical license deal 

with downpayment, 
milestones and 
royalties

• Patent protected until 
2043

Market opportunity
• Fast growing (~4,5% 

CAGR) allergy market 
of currently US$11,4bn1 

• Strong USP over 
marketed competitors

Safety
• Safety demonstrated in 

local tolerability studies
• Safety shown in clinical 

phase III

Budesolv
• Fast and strong efficacy after first dose
• Strongly reduced dose (~16% of originator)
• Preservative-free formulation
• Marinosolv technology-based innovation
• Sustainable and reduced wastewater pollution

Regulatory path
• Hybrid application in EU
• 505(b)(2) in the US

Line extension
• Chronic rhinosinusitis
• Allergic asthma
• Preservative-free 

combination products 
with anti-histamines 

Clinical phase III
• Superior symptom 

relief after first dose 
over comparator

• Non-inferiority vs
comparator after 
8 days of treatment

1 CHC Yearbook 2023, Nicolas Hall
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Marinosolv® platform technology

Formulation technology Capabilities / improvements

• Solubilization of poorly water-soluble compounds

• Significantly increases bioavailability

• Allows dose reduction & faster onset of action

• Reduces pharmaceutical compounds in wastewater

• Clinically validated & patent protected

• Suitable for sensitive tissues such as eyes and nose

Marinosolv: High potential platform technology providing unique capabilities
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Budesolv nasal spray
The only nasal spray providing solubilized corticosteroid 

• Highly increased bioavailability

• Fast onset of action after first dose

• Low dose application (~16% of originator)

• Preservative - free formulation

• Easy to use  - no shaking, high-precision dosing

• Manufacturing - Aseptic large scale production

BudesolvCompetitors

Marinosolv allows a complete dissolution of Budesonide with significant benefits over suspension

Benefits of the solution



© Marinomed Biotech AG 11

IgE/allergen (FcεRI) complex binding to mast cells causes release of histamines 
and pro-inflammatory cytokines

Pathophysiology of Allergic Rhinitis (AR)

Block Histamine release 
with Anti-histamines

Block inflammatory 
processes with Steroids 

e.g. Budesonide

Allergic reaction 
triggered by IgE plus 

allergen complex

Antihistamines and corticosteroids are SoC to treat allergic rhinitis

https://www.google.at/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=2ahUKEwjixLXLw9XdAhXG3KQKHVJTBY0QjRx6BAgBEAU&url=https://www.researchgate.net/figure/Mast-cell-activation-in-response-to-viral-infection-Mast-cells-are-classically-known-for_fig1_277780530&psig=AOvVaw0PHcQE-xyRh5t57vwS6Hk0&ust=1537943333432448
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Allergic Rhinitis market

Source: Coherent Market Insights: Allergic Rhinitis Treatment Market 2023-2030; 12/2022

Allergic rhinitis market expected to grow from 11.44 to 15.35 bn US$ by 2030 (CAGR 4.3%) mainly through 
antihistamines and corticosteroids

2023 2029

11.4bn US$

15.4bn US$

4.7
3.0

1.2 Antihistamines

Decongestants

Corticosteroids

Immunotherapy

Others

7.74.8

1.3

2023 2030

Overall growth of global  allergic rhinitis market

+4.0bn US$

Highest growth for antihistamines & corticosteroids

Huge market potential for innovative drugs in a growing market
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Available treatments are safe & convenient but lack 
fast symptom relief  paired with high efficacy

Antihistamines Corticosteroids Immunotherapy

Effectiveness

Onset of action

Patient
Convenience

Side effects

Price $ $ $$$$

Range of therapies available, but high unmet medical need remains

The unmet medical need in allergic rhinitis

Marketed steroid drugs have slow onset of action

Antihistamines are less efficacious

Combination of therapies causes cumulative side effects

Immunotherapy is complicated and expensive

Allergic rhinitis is still underdiagnosed & undertreated

There is a growing need for steroids delivering fast 
efficacious & sustainable treatment

Compared to all other intranasal steroids on the market, only Budesolv shows immediate onset of 
action with strong symptom relief

Medical need in Allergic Rhinitis (AR)
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Primary endpoint: Non-inferiority
Budesolv clinically equivalent to the originator on day 8 in phase 3 study

Reduction of TNSS* for Budesolv non-inferior vs. originator and superior over placebo

Treatment Mean SD Median N

Budesolv 10 4.98 2.57 4.47 75
Rhinocort 
Aqua 64 5.05 2.75 4.82 75

Placebo 7.48 2.80 7.47 75
Budesolv 10

Rhinocort aqua 64

Placebo

4.5 5.0 8.05.5 6.0 6.5 7.0 7.5

TNSS* Scores day 8 (n=75)

*TNSS = total nasal symptom score (runny nose, itchy nose, 
congestion, sneezing)
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Significant reduction of allergic symptoms after the first dose of Budesolv compared 
to marketed product
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Key secondary endpoint: Fast onset of action TNSS*
Budesolv superior over originator on day 1 in phase 3 study

Significant reduction of TNSS after the first dose of Budesolv
compared to marketed product

-1.5

-1

-0.5

0

0.5

0 30 60 90 120 150 180 210 240

TN
SS

min

TNSS onset day 1

Budesolv Placebo Rhinocort
5.6

5.8

6
6.2

6.4

6.6

6.8

7

7.2

7.4

7.6

Budesolv Placebo Rhinocort

TN
SS

TNSS before and after 
treatment

Budesolv is the first intranasal corticosteroid with immediate symptome relief after the first dose

*TNSS = total nasal symptom score (runny nose, itchy nose, congestion, sneezing)
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Budesolv positioning with strong USP(s) & high market potential
Budesolv:

Clear
Solution

Competitor:

Suspension Budesolv Positioning

Bioavailability
(tissue permeation)

high low High bioavailability at low dose

Onset of action hours 5-8 days First in class fast acting nasal spray

Applied daily dose Max. 40 µg
(~ 16% of originator) Max 256 µg

Less side effects (pediatrics!)
less wastewater contamination

Preservatives none always
Improved local tolerability
higher patient acceptance

Exclusivity LOE not before 2043 ! Already generic Huge market potential in total AR

Pipeline opportunities
Asthma
COPD
Chronic sinusitis

none Potential pipeline for new indications
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Path to launch formulation and marketing authorization
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Clinical Phase 3 
formulation not stable 

enough

• Removal of Dexpanthenol
• Eliminate ascorbic acid 

• Metal free production
• Oxygen-sealed packaging
• APF pump

CIinical Phase 3 formulation 
insufficient stability at RT Further road towards MA

Solutions to improve 
manufacturing process and 

formulation

EU hybrid MA US 505 (b)(2)

• Stable formulation at RT

• Stability tests ongoing

• Scientific Advice meetings with 
competent authorities

• Additional clinical data
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Timeline to obtain MA in EU & US

Clinical 
phase 3 

study

Q4 2023

Filing:

FDA 505 (b)(2)
Human PK study to 
prove bioequivalence

+18 months +18 months

Improvements 
to formulation 
and stability

Scientific 
advice 

Meeting
AGES 

11.12.2023

Pre-IND 
Meeting 

(FDA)

Dossier MA & 
launch

+24 months +18 months

Phase 3 chamber challenge study to 
prove clinical efficacy

Filing:

EU hybrid (DCP)
DossierStudy 

funding

AGES advised Plan EU

Scenarios US (tbd)

MA & 
launch

MA & 
launch

Filing:

FDA 505 (b)(2)
Dossier

+6 months

Fall-back scenario:
Phase 3 chamber challenge study to 
prove clinical efficacy
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Budesolv
 
First low-dose intranasal corticosteroid 
with immediate relief after initial dose
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Marinomed Biotech AG
Hovengasse 25

2100 Korneuburg, Austria

Erich Durchschlag
s. Business Development Mgr.
+43 676 3253005
erich.durchschlag@marinomed.com

mailto:erich.durchschlag@marinomed.com
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