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DISCLAIMERS AND FORWARD-LOOKING STATEMENTS

MUST READ

This presentation is confidential and for your information only and is not intended to be distributed to or reviewed by anyone other than you. This presentation has been prepared by Sernova and 
is being supplied to you on a confidential basis for information purposes only and neither this presentation nor any part of it may be taken away, reproduced or redistributed, passed on, or the 
contents otherwise divulged, directly or indirectly, to any other person or published in whole or in part for any purpose without the prior written consent of Sernova. Forward-Looking Statements

This presentation contains, and our officers and representatives may from time to time make, forward-looking statements within the meaning of applicable Canadian and US securities laws. 
Forward-looking statements in this presentation are statements that are not historical facts and are generally, but not always, identified by the word “expects”, “plans”, “anticipates”, 
“believes”, “intends”, “estimates”, “projects”, “potential” and similar expressions, or that events or conditions “will”, “would”, “may”, “could” or “should” occur. Forward-looking statements 
include (but are not limited to) statements about subsequent clinical activity, including our pipeline, enrolment of patients and continuing results therefrom, and the potential benefits, safety and 
efficacy of the Cell Pouch , Cell Pouch System  and related technologies for various indications, including type 1 diabetes (T1D), as well as the size of potential market opportunities.
Forward-looking statements are not a guarantee of future performance and are based upon a number of assumptions of management at the date the statements are made. While Sernova 
considers these assumptions to be reasonable, these assumptions are inherently subject to significant scientific, business, economic, competitive, market and social uncertainties and 
contingencies. Additionally, there are known and unknown risk factors that could cause Sernova’s actual results, performance or achievements to be materially different from any future results, 
performance or achievements expressed or implied by the forward-looking statements contained in this presentation. Results in early-stage clinical trials may not be indicative of full results or 
results from later stage or larger scale clinical trials and do not ensure regulatory approval. Readers should not place undue reliance on these statements, or the scientific data presented and 
should refer to the related risk factors and assumptions identified in Sernova’s continuous disclosure filed on sedarplus.ca. Except as required by applicable law, Sernova expressly disclaims any 
intention or obligation to update or revise any forward-looking statements whether as a result of new information, future events or otherwise. 

Market and Industry Data
This presentation includes market and industry data that has been obtained from third party sources, including industry publications. In some cases, such information has been used in 
estimating potential addressable markets. Sernova believes that the industry data is accurate and that the estimates and assumptions are reasonable, but there is no assurance as to the 
accuracy or completeness of this data. Although the data is believed to be reliable, Sernova has not independently verified any of the data from third party sources referred to in this 
presentation. References in this presentation to research reports or to articles and publications should be not construed as depicting the complete findings of the entire referenced report or 
article.

Not an Offer
This presentation does not constitute an offer to sell, or a solicitation of an offer to purchase, securities of Sernova. This presentation does not constitute, and should not be construed as, a 
prospectus, advertisement or public offering of securities.



MERGER AIMS TO CREATE A DIFFERENTIATED APPROACH TO T1D CELL THERAPY

OUR MISSION:
Working toward a potential functional cure for Type 1 Diabetes by 
uniting:

1. Stem Cell–Derived Islets 
• SR-02, allogeneic insulin producing cells (IND cleared April 

2026)
• SR-03, gene-edited, immune-evading insulin producing cells 

(IND-enabling studies; preclinical)

2. An Implantable & Retrievable Medical Device Studied in Phase 
1/2
• Cell Pouch , investigational device, Phase 1/2 completed 

(Open IND)
• Primary and secondary endpoints met

3. Advanced Immune Management: 
• Co-stimulatory blockers as part of immune tailoring strategy 

and including standard of care

• Merger agreement executed

• Closing in November

• Patient recruitment  Q4

• Phase 1/2 SR-02 study (NCT07581197): Q1 2027 

dosing 

• H1-2027 data readout

• SR-03 advance to IND approval in  H2 2027

• Nasdaq readiness by year-end IPO Q1 2027

UPCOMIMG  MILESTONES



Published research indicates roughly 1 in 10 

people with T1D die of severe hypoglycemia¹
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1. https://pmc.ncbi.nlm.nih.gov/articles/PMC3425013/

2. https://www.healthline.com/health/type-1-diabetes-life-expectancy

3. AACE conference April 2026

WHAT IS THE PROBLEM? 
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Pump and CGN

Donor Islet Transplant

https://www.healthline.com/health/type-1-diabetes-life-expectancy
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SR1423 CELL LINE HAS PANCREATIC IDENTITY 
BIAS, UNLIKE iPSC OR ESC 

Potent Islet Cells

• In vitro tests show high insulin secretion and 
glucose responsiveness

Developed For Organ Transplant Compatibility

• Blood type 0, Rh negative, common HLA profile

Streamlined Manufacturing

• No sorting or selection during manufacturing 
process

• Demonstrated genomic stability during extended 
culture

• Highly stable end-product simplifies distribution 
to point of care 

Proprietary Platform

• >45 granted patents, >45 pending

A HUMAN PANCREAS-DERIVED CELL LINE FOR ISLET MANUFACTURING
ADVANTAGES OF BETANOVA SR-02 & SR-03 STEM CELLS



BETANOVA SR-02

• Stimulation of SR-02 beta cells with 
glucose induced biphasic influx of calcium 
that correlated with insulin secretion

• Independent testing showed glucose-
linked calcium influx & insulin secretion.

• Potency similar to human donor islets

THIRD PARTY ASSESSMENT OF GLUCOSE RESPONSIVENESS (Data on File)

Data on file - Seraxis 

Data on file - Seraxis 
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Rats (50,000 IEQ)

SR-02 implant (N=10)

Sham (N=6)

PRECLINICAL ANIMAL DATA
Nonfasting Blood Glucose By Site and Dose

Immunocompromised Mice 
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Nonfasting blood glucose by site and dose

immunocompromised mice

Fat pad, 5,000 iEQ (n=6)

Fat pad, 2,500 iEQ (n=11)

Kidney, 5,000 iEQ (n=7)

Kidney, 2,500 iEQ (n=6)

Control, diabetic (n=11)

Control, non-diabetic (n=31)

Nonfasting Blood Glucose, Omental Implant
Immunocompromised rats (n=9)

Rats (50,000 IEQ)

Somatostatin
C-peptide
Glucagon

C-Peptide
CHGA
Pdx1
DNA

Manufactured Islets 
Low Magnification 

 

Glucagon
Insulin
DNA Single Islet Stained For Pancreas 

Hormones
High Magnification

Graft at Explant, Mouse Fat Pad

Graft at Explant, Rat Omentum

SR-02 PRE-CLINICAL CELL VALIDATION

All data on file - Seraxis 



REDUCING IMMUNE SUPPRESSION (Investigational)

Beta cells 
(SR-02)

HLA1

Strategy #2 (IND-enabling studies)

• Use modern immune-suppression to minimize 
burden, promote maximum tolerance 
• Co-stimulatory blockers or others

• Wean immune suppression therapy to low levels   

Rationale
• Strong clinical evidence 

in Co-stimulatory blockers 
and other related trials

Strategy #1 (IND cleared by FDA to begin study)

Beta cells
(SR-03)

Rationale

• Preclinical data to date
• Gene edited to avoid rejection
• Unique gene editing strategy



• Loss-of-function strategy eliminates determinants of 
organ rejection while maintaining long-term durability

• Rodents with humanized immune systems implanted 
with SR-02 formed antibodies against the graft.

• Rodents implanted with SR-03 did not form 
antibodies.

NO DETECTABLE ANTIBODIES OBSERVED

SR-03 IS GENE-EDITED TO AVOID IMMUNE TARGETING

SR-03 IMMUNE EVADING CELLS

In pre-clinical development

SR-02
- IgG  IgM  Nucleus
- Antibodies formed against 

cells

SR-03
- GENE-EDITED FROM SR-02 
- No antibodies against cells
- Graft invisible to immune 
system

All data on file - Seraxis 



HIGH-PURITY, HIGH-POTENCY ISLETS (Preclinical)

- High-compatibility, single-donor source
- Type O, Rh- with common HLA profile
- Established cGMP master cell bank 

MANUFACTURING
- No sorting or selection required to achieve high purity
- Hundreds of manufacturing runs completed
- Designed to be stable and quality-controlled for shipment 

to point of care (commercial-scale shipping logistics not 
yet validated)

- Produced cell clusters with native 
distribution of pancreatic hormones

PANCREATIC DIFFERENTIATION 
BIAS

MANUFACTURING: SR-02 & SR-03 ALLOGENEIC STEM CELL LINE

All data on file - Seraxis 



CONFIDENTIAL

Overall Objectives
▪ Demonstrate safety & tolerability of Cell Pouch/Human                                                                      

Donor Islet transplantation
▪ Define islet release criteria predictive of clinical outcomes
▪ Establish optimal islet dose & concentration ranges 

Primary Endpoint
▪ Safety assessment following:

▪ Cell Pouch implantation
▪ Islet transplantation
▪ Long-term follow-up through 1 year
▪ Adverse events (AEs)/Cell Pouch/procedure-related safety

Secondary Endpoints
▪ Histologic evidence of islet survival/engraftment
▪ Reduction in:
 Severe hypoglycemic events
 HbA1c (>1% improvement)

COMPLETED - PHASE 1 / 2 CELL POUCH CADAVERIC CELL CLINICAL TRIAL

 PRIMARY AND SECONDARY 
ENDPOINTS MET (SEE NCT03513939)

Compared to historical cadaveric-islet 
literature—

not head-to-head; see ref.¹

Detailed supporting data presented herein

NCT: NCT03513939 1. Diabetes Care 2016;39:1230–1240 | DOI: 10.2337/dc15-1988

YEARS 30  
CUMULATIVE PATIENT SAFETY DATA
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Thin, Flexible Implant

Vascularized Tissue Environment

Cell Containment and Retrievability

Phase 1/2 Findings on Safety and Function 
(Investigational)

CELL POUCH PRE-IMPLANT BIO – HYBRID ORGAN POST REMOVAL 

Phase 1/ 2 clinical trial for Type 1 Diabetes complete

Made from biocompatible medical- grade surgical mesh 
designed to integrate naturally with body tissue

BETANOVA CELL POUCH  BIO-HYBRID ORGAN

IMPLANTATION PROCESS

Designed to remodel the implant site into a vascularized tissue 
environment for islet engraftment and function

Designed for long-term safety monitoring, with the ability to 
remove the device if necessary

4 – 6 WEEKS



INS
vWF

876532 41

▪ Positive immunofluorescent staining for Insulin, and Von Willebrand Factor (blood vessels), Glucagon & Somatostatin
▪ Rich vascularization of abundant insulin-producing cells and no evidence of detrimental fibrotic tissue

PHASE 1/ 2 TRIAL - ABUNDANT, VASCULARIZED, INSULIN-PRODUCING 
BETA CELLS THROUGHOUT CELL POUCH AFTER 5-YEARS

8 CHANNEL CELL POUCH TISSUE CHAMBERS:

Phase 1/ 2 clinical trial histology data on file - Sernova 



• FDA guidance ; a retrieval mechanism is preferable for stem 
cell-derived islet therapies¹·²·⁴
• Company believes a retrievable device is more likely to be 

required as a safety requirement
• Stem cell-derived and genetically modified cells are 

considered by the agency to incur heightened risk of 
genetic instability over time 

2. https://pmc.ncbi.nlm.nih.gov/articles/PMC10642112/#:~:text=Moreover%2C%20encapsulation%20devices%20offer%20the%20benefit%20of,for%20necessary%20adjustments%20or%20modifications%20as%20required.

1. https://www.fda.gov/vaccines-blood-biologics/consumers-biologics/important-patient-and-consumer-information-about-regenerative-medicine-therapies#:~:text=These%20regenerative%20medicine%20products%20have,such%20as%20hepatitis%20and%20HIV.

• The Cell Pouch  is a retrievable, biocompatible cell 
containment device that, in the Company's Phase 1/2 study, 
supported islet survival and function.³ Comparison to other 
device platforms has not been independently verified.

3. https://pmc.ncbi.nlm.nih.gov/articles/PMC11286215/#S15
4. https://www.breakthrought1d.org/?jdrf_topic=cell-therapies#:~:text=Autologous%20cells%20are%20those%20removed,are%20expected%20to%20be%20required.&text=Allogenic%20cells%20are%20those%20that,be%20generated%20at%20large%20scale.

FDA POSITION ON RETRIEVABILITY AND CONTAINMENT FOR 
STEM CELL- DERIVED ISLET THERAPY





Thank You

Inquiries?
Contact:

David Burke, V.P. Investor Relations

David.Burke@Sernova.com
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