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Summary | Molecure on the path of continued growth  

o Major milestone achieved: 
30 patients randomized 
enabling the 1st interim 
analysis (as planned)

o Accelerating patient 
enrolment in the KITE study
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OATD-01 (in Phase 2 clinical development)

o Remarkable increase in serum 
arginine (pharmacodynamic 
target) compared with baseline

o Escalating the dose towards PAD 
(or MTD): a more dynamic dose 
escalation ongoing, currently at 
40 mg/day

OATD-02 (in Phase 1 clinical development)

Preclinical programs
o 27M PLN grant to develop a state-

of-the-art AI drug discovery 
platform through 2029

o Consortium with Institute of 
Organic Chemistry Polish Academy 
of Sciences

AI Grant

o Polana Therapeutics – subsidiary 
company focused on early stage 
programs
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Molecure | Current pipeline

*Clinical Study Report
4

CSR*
CSR*

Current status 2026 estimate

Molecular
Target Indications

Target
Validation
Hit-to-lead

Lead
Optimization

In Vivo
POC

Clinical Candidate
Selection

Preclinical
Development

Regulatory
Process Phase I Phase II

OATD-01Sarcoidosis, MASH, 
IPF, other ILDs OATD-01OATD-01

CHIT1 
(Incl. 2ND GENERATION)

Interim analyses

CSR*

PROTEIN TARGETS

CSR*
OATD-02
ARG1/ARG2

USP7

ImmunoOncology

ImmunoOncology

OATD-02 CSR*

USP21 Cancer Metabolism

Program temporarily 
suspended
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OATD-01: Phase 2 clinical study
in pulmonary sarcoidosis
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Results 
and CSR*

H2 2027FDA and MHRA
approvals

Jul-Nov
2023

FPFV* (UK)

Mar 2024

EU approval

May 2024

FPFV* (US/EU)

Q4 2024

First Interim 
Analysis

Q2 2026

LPLV* 
(planned)

H1 2027

OATD-01 | KITE study: Footprint & progress

May 2025

Change in study
protocol

30 Patients
Randomized

Q1 2026

o Major milestone achieved: 30+ patients randomized for 
the 1st interim analysis

o Study active in the US, EU, UK, and Norway

o 20+ sites activated

o Further ongoing activities to boost patient recruitment

Current status

11.03.2026
*FPFV = First Patient First Visit; LPLV = Last Patient Last Visit; CSR = Clinical Study Report



OATD-01 | KITE: Boosting patient enrolment
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Study awareness & recognition
European Respiratory Congress (2024, 2025), 

national pulmonology conferences (Greece: 2024, 
2025): WASOG Task Force (India, 2024; US, 2025)
Scientific publication on OATD-01 and KITE study 

with sarcoidosis KOLs

Study protocol amendment
Modifications of in/ex criteria to ease patient 

recruitment & study procedures in mid-2025: fully 
implemented in all countries and clinical sites

Information campaign for patients
Extended collaboration with Foundation for 

Sarcoidosis Research (internet advertisements, 
newsletters to pulmonologists) and patient 

advocacy groups (incl. a webinar organised by one 
German site for patients, Nov 2025)

Onsite visits by Molecure medics 
& Patient Recruitment Lead

USA; Greece; Denmark, Norway; Germany); France; 
UK; Netherlands

Roundtable online meetings for site staff
Aug 2025 and Mar 2026: Online meetings for KITE 

study investigators and site staff to exchange 
experiences and best practices

Onsite expert seminars to encourage 
patient referrals

Feb 2025: Philadelphia/PA, with Temple University;
Jun 2025: London (UK) with King’s College

11.03.2026



OATD-02: A first-in-class dual 
arginase inhibitor for cancer 
indications

811.03.2026



OATD-02 | Key ad hoc PK/PD insights from the 40 mg/day dose level
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Increase in Plasma Arginine

Improved PK Stability with BID Dosing:
•The twice-daily regimen visibly reduces peak–trough variability compared 
with once-daily dosing, providing more consistent drug exposure

Preclinical safety margin preserved:
•At 40 mg/day, human exposure retains a ~4-5x margin relative to the rat 
NOAEL (the most sensitive preclinical species)

Evidence of target engagement:
•Two patients out of four analyzed demonstrated pharmacodynamic 
responses with increases in plasma arginine exceeding 3-fold the baseline 
values at peak on Day 15 of treatment
•In these responders, twice-daily dosing maintained ~2-fold elevations in 
arginine across most of the dosing interval
•Pharmacologically Active Dose has been defined as a dose (at or below the 
monotherapy Maximum Tolerated Dose) at which at least half of the patients 
enrolled attain the target of plasma arginine ≥ 3-fold increase of plasma 
arginine from baseline

11.03.2026

Note: This is an ad hoc working analysis, beyond study 
protocol evaluations planned
The 40 mg/d treatment group remains ongoing
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1st dose level group
Min. 1 patient

2nd dose level group 
 Min. 3 patients

2.5 mg/day

5
mg/day

10 
mg/day

20
mg/day

• Colorectal (M)

• Renal (M)
• Colorectal (M)
• Pancreatic (M)

3rd dose level group
Min. 3 patients

4th dose level group
Min. 3 patients 40 

mg/day

80
mg/day

5th dose level group
Min. 3 patients

6th dose level group
Min. 3 patients

• Colorectal (F)
• Renal (M)
• Renal (M)
• Colorectal (F)

• Pancreatic (F)
• Colorectal (M)
• Colorectal (M)
• Colorectal (M)
• Colorectal (F)
• Ovarian (F)

WE ARE HERE

o After each dose level completed, the decision on 
next step is taken by Sponsor under 
recommendation by Safety Review Committee

• Protocol amendment 
to modify dose 
escalation to 40 
mg/day and 80 mg/day 
fully approved, 
including the rollover 
study

• 40 mg/day group 
currently enrolling

• One patient dosed at 
40 mg/day pending 
before escalating to 80 
mg/d

OATD-02 | First-in-Human study: Executing the more dynamic 
dose escalation

• Ovarian (F)
• Renal (M)
• Ovarian (F)
• Pancreatic (F)

11.03.2026



Reduced & focused 
pre-clinical pipeline 
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Preclinical programs

Protein targets

o USP21 – early lead compound, an indirect STAT3 inhibitor, developed for lung and breast
cancers

o USP7 – final advanced lead compound heading into clinical development for Diffuse large B-
cell lymphoma (DLBCL)

11.03.2026 12



Polana Therapeutics

A subsidiary company dedicated to early-stage
and discovery work

An agile environment for discovery to thrive

Offers more flexibility in accessing high risk capital
required for the early stage research

Allows a full focus on clinical development at
Molecure

Zbigniew Zasłona
Chief Executive Officer

11.03.2026 13



AI Grant

Non-Dilutive Capital Fueling Growth: Secured a 27M PLN 
grant (Molecure share) to develop a state-of-the-art AI 
drug discovery platform through 2029.

Radical Efficiency: Designed to slash "Hit-to-Lead" 
timelines, significantly lowering R&D costs while increasing 
the probability of clinical success.

Scalable Business Model: Strategic shift toward a Platform-
as-a-Service (PaaS) model, creating high-margin revenue 
streams through global biopharma partnerships.

Accelerating Pipeline Value through the 51M PLN "SMART Path" Initiative

Senior Scientist AI Lead

Arkadiusz Sitek, Ph.D., is an Assistant Professor 
of Radiology at Harvard Medical School and an 
Investigator at Massachusetts General Hospital, 
where he specializes in medical physics and 
clinical informatics. His research focuses on the 
application of artificial intelligence and Bayesian 
statistics to enhance medical imaging and clinical 
decision support systems in generative AI models

Consortium with:

11.03.2026 14



Finance
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Financial results
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102  Employees

16,4 m PLN cash
as of 31.12.2025

53  by 31.12.2025

RUNWAY: ~mid 2026

11.03.2026



Changes in cash
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Budget and financing

R&D and G&A expenses ~81 m PLN 
Current perspective for 2026-2027

Discovery and preclinical 
 programs (AI Project)

55 m PLNClinical phase programs

16 m PLN

General, administrative & BD 
expenses 10 m PLN 

Financing of Molecure’s strategic plans:

Own cash reserves

Non-dilutive grants

Revenues from at least one partnering transaction 
and financing from capital markets 

Molecure intends to use four possible sources of financing its activites: transaction revenues such as up-front 
payment(s) from one or more licensing agreements, grants and subsidies, share issue (SPO) and/or debt instruments.

1811.03.2026



19* A new service to enable small-molecule drug discovery targeting proteins and mRNA, 
using an artificial intelligence tools
** To be carried out jointly in consortium with MOC as consortium leader

Grants

Project submission Eligible costs 
[m PLN]

Funding 
[m PLN] Filing Status Decision Institution

New service with AI tool* 47 27** 03.25 Granted on 
26.09

USP7 12 7 06.25 Expected Q2 
2026

TOTAL 59 34

mRNA 52 33 05.23 under final  
closure

undisclosed target 6 6 06.24 not funded    US Dept.
   of Defence

undisclosed target 6 6 06.24 not funded    US Dept.
   of Defence

11.03.2026



Business Development 
and plans
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~90 
one-on-one 
meetings in 

2025
o Continued active engagement with a diverse set of potential pharma & biotech partners, 

KOLs (Key Opinion Leaders), and industry stakeholders to expand Molecure’s strategic 
network.

o Ongoing evaluation and pursuit of new out-licensing and co-development opportunities 
across core therapeutic areas, aligned with Molecure’s R&D priorities.

o Regular participation in key industry events, scientific congresses, and partnering forums 
to identify and advance collaborative discussions and untapped market opportunities.

Notes:

OATD-01: >60%

OATD-02: >14%

BD activities

11.03.2026



Molecure | Key milestones (2026/2027)

o Conclusion of revenue-generating collaboration and licensing agreements related to one of the clinical 
programs, with primary focus on OATD-01.

o Proof-of-Concept (PoC) study (KITE) in pulmonary sarcoidosis: an interim data analysis conducted by 
an independent (unblinded) Data Monitoring Committee after enroling (Q1 2026) and treating 30 
patients (Q2 2026), after which a recommendation will be presented regarding continuation of the 
study and a potential reassessment of the sample size.

o Dosing of the last patient is planned for the first half of 2027.

o Confirmation of the safety of OATD-02 and determination of the Pharmacologically Active Dose.

OATD-01

OATD-02

Partnering

2211.03.2026



Q&A
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Molecure SA (”MOC") and its Board and employees make no warranties or assurances regarding the accuracy or 
completeness of any representations or other materials contained herein. 

The information and data contained herein reflect the current conditions and assessments of the market situation as 
at the time of preparation of the document and are subject to change at any time. All predictions and forward-looking 
statements express current views, subjective judgments, predictions and assumptions about potential and uncertain 
future events and are subject to risk and uncertainty.

MOC and the Management Board indicate that there is a possibility of unexpected events (in particular unpredictable 
ones), so there is no guarantee that the situation will develop in accordance with the presented predictions. 

The document is provided for informational purposes only. MOC, its affiliates and its management and employees do 
not accept any liability for direct, indirect or any loss or damage that may arise in connection with the use of this 
document or the information or data contained therein.

Warsaw, March 11th, 2026

2411.03.2026


	Default Section
	Slide 1
	Slide 2
	Slide 3: Summary | Molecure on the path of continued growth  
	Slide 4
	Slide 5
	Slide 6
	Slide 7

	Untitled Section
	Slide 8
	Slide 9: OATD-02 | Key ad hoc PK/PD insights from the 40 mg/day dose level  
	Slide 10: OATD-02 | First-in-Human study: Executing the more dynamic dose escalation 
	Slide 11
	Slide 12: Preclinical programs
	Slide 13: Polana Therapeutics
	Slide 14: AI Grant
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21: BD activities
	Slide 22
	Slide 23
	Slide 24


