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This document and the information contained within it (unless explicitly stated otherwise) have been prepared by SDS Optic S.A. (the “Issuer”) exclusively for informational purposes. For the purposes 
of this notice, the term “Presentation” shall refer to and include the following: the subsequent slides, the oral delivery of the slides by the Issuer or any representative acting on behalf of the Issuer, any 
question-and-answer session following the oral delivery, printed copies of this document, as well as any materials provided during or in connection with the presentation (collectively referred to as the 
“Presentation”). By participating in the meeting during which the Presentation is delivered, or by reviewing the Presentation, you are considered to have (i) agreed to all of the restrictions and commitments 
outlined below, and (ii) confirmed your understanding of the legal and regulatory consequences associated with the misuse, unauthorized disclosure, or improper distribution of the Presentation.
 
The content of this Presentation may not be copied, shared, or distributed in any form, either fully or partially, to any other party without the Issuer’s prior written approval. This Presentation does not claim 
to include all the information a recipient might need to evaluate the Issuer or its securities. It has been prepared by the Issuer using information it possesses and sources deemed reliable. Where applicable, 
the industry, market, and competitive position data included in this Presentation have been sourced from official or third-party providers. However, the accuracy or completeness of such data cannot be 
assured.
 
This presentation does not provide a full or exhaustive financial or commercial analysis of the Issuer, nor does it fully or comprehensively reflect its situation or future prospects. While the Issuer has 
prepared this presentation with reasonable care, there may be certain inconsistencies or omissions. Therefore, anyone considering making an investment decision involving securities issued by the Issuer is 
advised to rely solely on information disclosed through official communications (e.g., current or periodic reports) in compliance with applicable legal and regulatory requirements.
 
This Presentation may include certain forward-looking statements, forecasts, estimates, projections, and opinions (“Forward-looking Statements”). Forward-looking Statements, by their nature, involve both 
known and unknown risks, uncertainties, assumptions, and other factors, as they pertain to future events and rely on circumstances that may or may not be within the Issuer’s control. No assurances are or 
will be given that any Forward-looking Statements will materialize or be accurate. Actual outcomes and performance in the future could differ significantly from the Forward-looking Statements. Likewise, no 
assurance is provided that the assumptions outlined in this Presentation, which may underpin the Forward-looking Statements, are reasonable. The recipient acknowledges that circumstances may evolve, 
rendering the information in this Presentation outdated. The assumptions contained herein do not represent profit forecasts or profit estimates.
 
The information provided in this Presentation is not guaranteed to be complete or reliable, and no assurances or warranties are made regarding its accuracy or comprehensiveness. The Issuer, along with 
its directors, managers, advisers, or their representatives, accepts no responsibility for any liabilities that may arise from the use of this Presentation. Additionally, nothing in this document should be 
interpreted as a commitment or representation on behalf of the Issuer, its directors, managers, shareholders, subsidiaries, advisers, or their representatives. The data contained within this Presentation 
reflects the situation as of the date it was prepared and may not be revised, updated, or amended to reflect subsequent events or developments.
 
This Presentation does not represent or form part of, nor should it be interpreted as, an offer to sell, issue, or solicit an offer to purchase, subscribe to, or acquire the Issuer or its securities. It also does not 
serve as an inducement to engage in investment activities in any jurisdiction where such an offer, solicitation, inducement, or sale would be considered unlawful without proper registration, exemption, or 
qualification under applicable securities laws. Neither any portion of this Presentation nor its distribution should serve as the foundation for, or be relied upon in connection with, any contract, obligation, 
or investment decision. Additionally, this Presentation is not intended for publication, release, or distribution in any jurisdiction where doing so would breach the applicable laws of that jurisdiction, nor 
should it be transported or shared within such jurisdictions.

FORWARD LOOKING STATEMENTS
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HEADQUARTERS AND R&D CENTER

• inPROBE® sensors production
• Optoelectronics and molecular R&D
• Monoclonal antibodies lab production
• Virus diagnostic device platform development

PHILADELPHIA LABORATORY

• Novel proteins and biomarkers development for cancer 
and eye research programs

• Protein cloning, expression and purification
• Protein characterization – properties and specificity

LUBLIN, POLAND PHILADELPHIA, USA
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Software

• First photonic real-time immunoassay system, utilizing 
molecular biology, chemistry, and biomedical engineering

• Real-time detection of HER2 biomarker and potentionally 
also other proteins, antibodies and peptides, including 
other cancer biomarkers

• Potential point-of-care diagnostic aid to support and 
reduce the time to diagnosis

inPROBE® DIAGNOSTIC TECHNOLOGY
For both in-vivo and in-vitro applications

• Novel analyzer with photonic sensor probe consisting 
of 4 microprobes for biomarker detection in tissue and 
liquid samples

• Each microprobe tip covered with monoclonal antibodies 
(mAbs) for HER2 or other chosen target detection
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inPROBE® Dx OVERVIEW – BREAST CANCER

Step 2
Insertion of the probe

into the tumor

Step 1
Pre-procedure

calibration

Step 3
Post-procedure

rinsing

The testing process 
involves repeatedly 
transmitting a light beam, 
whose wavelength is 
analyzed by a proprietary 
algorithm integrated with 
a ML component

Software

IN
 VIVO

Breast 
cancer
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inPROBE® CLINICAL STUDY (PoC)

Open label, multicenter, single arm, Clinical Investigation of inPROBE® for the 
assessment of HER2 receptor expression in breast cancer completed March 2023

Overall Study Design

Surgery

up to 24 hrs

Study population

• 18 women with high risk 
breast cancer

• Age between 
18 and 75 years old

• ECOG: 0 to 1

• Presence of breast cancer 
confirmed by core needle 
biopsy with a specified 
HER2 receptor status at 
the time of exam

Primary endpoint

Determination of the range of HER2 receptor concentrations using 
inPROBE that correspond to the HER2 receptor status 
(positive/negative) determined by IHC/FISH (diagnostic standard).

Key secondary endpoints

Comparison of HER2 receptor concentrations detected using the 
inPROBE probe located in the tumor and its immediate 
surroundings (second probe) in HER2-positive patients.

The occurrence of incidents involving damage, failure, or breakage 
of inPROBE during the diagnostic procedure, leading to AE/SAE.

HER2
negative

12 patients

HER2
positive

6 patients

Patient
consent

placed in 
the proximity 
of tumor

inserted
into tumor

inPROBE® test
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inPROBE® CLINICAL STUDY (PoC)
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12 patients
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inPROBE® CLINICAL STUDY (PoC) – PART II

• Part II diagnostic efficacy study previously planned 
to include 192 patients

• We intend to adapt the Clinical Trial Protocol to 
focus also on HER2–low patients

• The final study design to be consulted with US FDA

• We are responding to the needs of the current 
global trend in HER2-low and HER2-ultralow 
detection

• Further inPROBE® calibration vs. HER2 levels is 
planned to be performed
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• inPROBE® recorded a positive signal for HER2 in tested 
peritoneal lavage samples

• Assessment of HER2 expression in peritoneal lavage (PL) 
in gastric cancer (GC) patients is feasible and may be an 
effective method of increasing the identification rate for 
potential target therapy among selected patients

• inPROBE® technology presents an opportunity for HER2 
determination in vitro during diagnostic laparoscopy in 
GC patients

• HER2 is an established predictive and prognostic 
biomarker in GC patients, assessed by 
immunohistochemistry (IHC) in tumor cells

inPROBE® CASE REPORT GASTRIC CANCER
EORTC-NCI-AACR (2024)
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inPROBE® Dx OVERVIEW – GASTRIC CANCER

Step 2
Placing the probe

in peritoneal lavage sample

Step 1
Pre-procedure 

calibration

The testing process 
involves repeatedly 
transmitting a light 
beam, whose wave-
length is analyzed 
by a proprietary 
algorithm integrated 
with a ML component

Software

Step 3
Post-procedure

rinsing

peritoneal
lavage

Gastric cancer

IN
 VITRO
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HER2 OVEREXPRESSING CANCERS

HER2
Expressing

cancers

Breast
Other solid

tumors

Ampullary

Salivary
Gland

Bladder

Pancreatic

Endometrial

Ovarian

NSCLC

Colorectal

Biliary

Gastro
-esophageal

HER2-expressing cancers are a group of 
aggressive tumors often associated with faster 
progression and a poorer prognosis.

While HER2 positivity can accelerate tumor 
growth, targeted therapies have significantly 
improved patient outcomes. Accurate 
assessment of HER2 status is essential for 
selecting optimal treatments and advancing 
precision medicine research.
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inPROBE® PRE-CLINICAL STUDY (PoC)
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inPROBE®

Tissue accumulation of TMAB was assessed in vivo using sensor dedicated for TMAB 
and the mouse xenograft model (SCID mice) of a human HER2+ cancer (SK-OV-3).

The device safety was confirmed on rats by probe insertion into the mammary glands.
After TMAB injection at 0.0, 0.5 or 5 mg/kg, 
measurements were performed inside 
tumor using inProbe sensor.
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TMAB – 0.5 mg/kg TMAB – 5 mg/kgPBS

inPROBE® AS A PLATFORM FOR CANCER BIOMARKERS 
DETECTION IN SITU

ESMO (2023), EORTC-NCI-AACR (2022)
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inPROBE signal measurements (a.u.) was recorded for the PBS 
solution of recombinant human ECD HER2-Fc chimeric protein 
within a concentration range of 1 pg-10 mg/ml.

PBS
HER2
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Calibration curve for HER2 detection

HER2 concentration [pg/mL]

y = 0.0537ln(x) + 0.3342
R² = 0.9197

inPROBE® PRE-CLINICAL STUDY (PoC)

ESMO (2023), EORTC-NCI-AACR (2022)

inPROBE® AS A PLATFORM FOR CANCER BIOMARKERS DETECTION IN LIQUID SAMPLES
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Antibody specificity

HER2- (MDA-MB-231) and HER2+ (SK-OV-3, BT-474) human cancer cells 
were observed under light microscope (Phase contrast) and stained with 
SDS proparietary anti-HER2 antibody followed by FITC secondary 
antibody (green) or FITC secondary antibody alone (Negative control).

Antibody sensitivity

ELISA on a plate with the immobilized recombinant ECD 
HER2-Fc chimeric protein was performed using the anti- HER2 
antibody further applied for inPROBE sensor.
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inPROBE® PRE-CLINICAL STUDY (PoC)

ESMO (2023), EORTC-NCI-AACR (2022)

inPROBE® ANTIBODY SPECIFICITY AND SENSITIVITY FOR HER2 BIOMARKER DETECTION
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PUBLICATIONS 2024-2025
HER2-low and HER2-ultra-low 2024-2025 updates
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SDS OPTIC POSTERS
Full texts available upon request
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Possible detection
• targeted proteins and ADCs
• cell membrane fragments
• vesicles and viruses

inPROBE® POTENTIAL FUTURE APPLICATIONS

Clinical needs
• disease risk for prognosis evaluation
• clinical diagnosis support
• therapeutic intervention monitoring

SOLUBLE BIOMARKERS DETECTION AND QUANTIFICATION (AFTER A SENSOR CALIBRATION)

In vitro (liquid samples)
• cerebrolspinal fluid
• blood
• urine
• saliva

In vivo (in situ)
Solid tumours biomarkers
eg. breast cancer (HER2)
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COMPETITIVE LANDSCAPE
inPROBE® is less-invasive, point-of-care and less expensive

Feature inPROBE® IHC ISH ELISA ForteBIO Octet®

Tissue Biopsy NO YES YES YES YES

Real time result YES NO NO NO NO

Location of test
In vivo in vitro point 

of care
In vitro – external 

laboratory
In vitro – external 

laboratory
In vitro – external 

laboratory
In vitro – external 

laboratory

Quantitative results YES NO NO/YES NO YES

Estimated investment 
needed (€k)

30 260 110 80 120

Core technology Photonics Biosensing Immunohistochemistry
Fluorescence/

Molecular Cytogenetic

Enzyme-linked 
Immunosorbent 

Assay
Photonics Biosensing

Current diagnostic standard
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COMPETITIVE LANDSCAPE (CONT.)
inPROBE® is less-invasive, point-of-care and less expensive

Feature inPROBE® Northern Blot
SAGE (Serial Analysis 
of Gene Expression)

MicroArray RT-PCR (qPCR)

Tissue Biopsy NO YES YES YES YES

Real time result YES NO NO NO NO

Location of test
In vivo in vitro point 

of care
In vitro – external 

laboratory
In vitro – external 

laboratory
In vitro – external 

laboratory
In vitro – external 

laboratory

Quantitative results YES NO NO NO YES

Estimated investment 
needed (€k)

30 X X X X

Core technology Photonics Biosensing
Hybridization of 
immobilized RNA

Transcriptomic
Chip binding / RNA 

isolated bath
Transcription
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SENIOR MANAGEMENT TEAM

Marcin Staniszewski
Co-Founder

CEO
Chief Technology Officer

Magdalena Staniszewska
Co-Founder

CSO
Head of Scientific Advisory Board
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SDS OPTIC FACILITY

• Own machine park valued at approximately $1M for 
the production of photonic components for inPROBE® 
biosensors

• Ability to scale up production from laboratory-scale to 
semi-industrial

• Full control of the quality of all production processes
• Planned production capacity of over 50,000 biosensors 

per year
• Confirmed compliance of process, technological, and 

manufacturing documentation audit by Orange (photonic 
division)

• Dedicated Clean Room production and quality control 
facility compliant with EN ISO 14644

• Monoclonal antibody production facility
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QMS CERTIFICATION

inPROBE® REGULATORY STATUS

• External audit by TÜV Nord in 2023, 2024 and 2025

• EN ISO 13485 Quality Management System (QMS) Certification 
Granted in 2023

• Plans for initiation of EU-MDR certification for HER2+ Breast 
Cancer 

• EU-MDR certification planned for 2027

• CE mark planned for 2027

• FDA consultation planned for 2025
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PHILIPS & CSEM / MEDPHAB
The Analyzer (detection device) industrialization and certification

• Scaling up from the clinical to the commercial prototype of the inPROBE® detection device 
(analyzer) and initiating medium-scale contract production

• Scaling up the project of optoelectronic and electronic elements of the analyzer

• Production (Philips) of a commercial prototype of the analyzer with comprehensive testing of its 
functional and systemic features

• Compliance with EU-MDR and EN ISO 13485 regulations

• Two optoelectronic system prototypes (System 1 & System 2) designed and tested, with quality set 
up and documentation preparations at PHILIPS – System SW 1 and System 2 Sprint

• 3D printed Housing design for System 1 (outer & inner) done with with elements and materials bill

• Risk analyses complianed with EU-MDR and EN ISO 14791 regulations

• Software designed according to EN 62304 and delivered



ANTIBODY 
MANUFACTURING 
SERVICES
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MONOCLONAL ANTIBODIES CAPABILITIES
for academic, biopharmaceutical and diagnostic entities

CUSTOM MONOCLONAL ANTIBODY SERVICES

Monoclonal antibodies discovery platform: hybridoma antibody production – up to 30 mg per month.

Hybridoma cell
recovery

Cell
adaptation

Cell
culture

Antibody
purification

Product
delivery
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HYBRIDOMA CELL CULTURE AND ANTIBODY PRODUCTION TIMELINE

• High purity
• Batch-to-batch reproducibility

MONOCLONAL ANTIBODIES CAPABILITIES
for academic, biopharmaceutical and diagnostic entities

Cell recovery
Cell recovery and 

counting

Cell adaptation
Cells adapted to 

serum-free or 
low-serum media

Fed-batch cell culture 
process development

Production and 
purification

Hybridoma cell culture 
at an appropriate scale 
Antibody purification 

by protein A/G

QC analysis
SDS-PAGE, ELISA
and UV analysis

Deliverables
Purified antibodies

CoA

1-2 days 2-4 weeks 5-8 weeks 3 days

• Low-serum or serum-free media
• Mycoplasma tested by PCR
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INVESTMENT & PARTNERING OPPORTUNITIES

€10 mln

EIB financing (venture 
debt for 2024-2028)

+€22 mln

raised for inPROBE® 
research & development

€4 mln

Highest ever 
Horizon2020 SME grant

€4 mln 

Publicly listed



THANK YOU

CONTACT

SDS Optic S.A.
Centrum ECOTECH-COMPLEX, Block A
ul. Głęboka 39
20-612 Lublin
Poland

email: office@sdsoptic.pl
www.sdsoptic.pl


