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The information in this presentation does not constitute personal investment 
advice. The presentation is not intended to be comprehensive or provide all 
information required by investors to make an informed decision on any 
investment in Imugene Limited (Company). In preparing this presentation, the 
Company did not take into account the investment objectives, financial 
situation and particular needs of any particular investor.

Further advice should be obtained from a professional investment adviser 
before taking any action on any information dealt with in the presentation. 
Those acting upon any information without advice do so entirely at their own 
risk.

Whilst this presentation is based on information from sources which are 
considered reliable, no representation or warranty, express or implied, is made 
or given by or on behalf of the Company, any of its directors, or any other 
person about the accuracy, completeness or fairness of the information or 
opinions contained in this presentation. No responsibility or liability is accepted 
by any of them for that information or those opinions or for any errors, 
omissions, misstatements (negligent or otherwise) or for any communication 
written or otherwise, contained or referred to in this presentation.

Neither the Company nor any of its directors, officers, employees, advisers, 
associated persons or subsidiaries are liable for any direct, indirect or 
consequential loss or damage suffered by any person as a result of relying upon 
any statement in this presentation or any document supplied with this 
presentation, or by any future communications in connection with those 
documents and all of those losses and damages are expressly disclaimed.

Any opinions expressed reflect the Company’s position at the date of this 
presentation and are subject to change

International offer restrictions - This document does not constitute an offer to 
sell, or a solicitation of an offer to buy, securities in the United States or any 
other jurisdiction in which it would be unlawful. In particular, the New Shares 
have not been, and will not be, registered under the US Securities Act of 1933 
and may not be offered or sold in the United States except in transactions 
exempt from, or not subject to, the registration requirements of the US 
Securities Act and applicable US state securities laws. The distribution of this 
presentation in jurisdictions outside Australia may be restricted by law and any 
such restrictions should be observed. 

Disclaimer
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Advancing Allogeneic CAR T Cell Therapy for B-cell 
Malignances

Address areas of high 
and growing unmet 
medical need. Post-

autologous CART and 
other CART-naïve 

indications

Highly scalable one-to 
many therapeutic 

model offering 
broader patient 
access, quicker 

treatment initation
and streamlined 
manufacturing

FDA Fast Track 
Designation allows for 

greater FDA 
engagement and 

priority review. FDA 
support for 

registrational pathway 
received Nov 2025

Potential for First-in-
class allogeneic     

CAR T-cell therapy in a 
$2b+ market 
opportunity
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Manufactured with Proprietary ARCUS Gene Editing

Targeted Insertion of a CAR Gene into the TCRα Locus:

• I-Crel: Nature’s editing system, evolved for highly precise, versatile gene editing

• ARCUS: I-CreI engineered to target desired genetic sites

• Robust, “one-step” allogeneic CAR T cell manufacturing process in which the CAR transgene is inserted 

directly into the TRAC gene encoding the T Cell Receptor-α constant region.  

• This knocks out the TCR while knocking in the CAR.

• The process uses a non-integrating AAV vector rather than a lentivirus or retrovirusKEY ADVANTAGES

Non-integrating vector minimizes off-target editing; natural “off switch”Safety

Small size permits both LNP and AAV deliveryEase of delivery

Efficient knock-in or knockoutControl of edits

More than 50 issued U.S. and foreign patentsProprietary 
technology

One-step process relies on AAV vector that contributes to azer-cel’s good safety profile and minimizes the 
risk of cancer transformation associated with lentiviral vectors
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Azer-cel Global Ph 1/1b Study
Enrolling at 10 sites in the US and 5 sites in Australia

202720262024-20252020-2023
Q4Q3Q2Q1Q4Q3Q2Q1

DOSE 
ESCALATION

• RP2D = 500M cells
• Optimal LD 

regimen Identified 
(Aug/Cy)

CART-Relapsed Cohort
• DLBCL, HGBCL, Transformed 

iNHL
• Aug/Cy (N =12)
• Aug/Cy + SC IL-2 (n = ~25)

CART-Naive Cohort
• Aug/Cy + SC IL-2 (n = 20)
• DLBCL, FL, CLL/SLL, MZL, WM, PCNSL

Concurrent BTKi Cohort*
• Aug/Cy + SC IL-2 + BTKi (n = 20)
• BTKi refractory
• DLBC, FL, CLL/SLL, MZL, WM, PCNSL, MCL

*Protocol amendment currently under review at sites

FDA Type C Meeting (Nov 
2025)
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High response rates with durability in heavily 
pre-treated CART-relapsed patients

Median duration of CR is not reached

Heavily Pre-treated Population
• Median of 4 lines of prior therapy (56% Primary refractory to 1L therapy)
• Duration of response to prior auto-CART ≤6 mo in 61% of patients
• 44% (n = 8) received prior CD20 x CD3 T-cell engager after auto-CART
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Patient Case Study: Cancer Free for 22+ months

Baseline

Tumor Tumor-free

• 47 year old female, first diagnosed with high-grade B-cell lymphoma (HGBCL), stage IV in July 2022.
• Prior to azer-cel, patient failed 4 prior lines of therapy: R-CHOP; R-DHAP, Yescarta, and prednisone
• Good initial response to Yescarta (CR) but short duration of response (relapsed ~7 months later)
• Response: CR @ D28. Remains in CR at greater than 22 months and ongoing

Day 365
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Robust CAR T-cell Expansion in CAR T relapsed 
patients 
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Sustained MRD negativity in complete responders
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Manageable safety profile with no new safety signals
No Evidence of GvHD or Gr. ≥3 CRS

Safety Evaluable population (n = 18)
Both Gr. ≥3 ICANS events (n = 2) were Gr. 3. No Gr. 4 or 5 ICANS events have 
been observed to date.

72%

17%
11%
6%

50%

33%

17%

Grade ≥ 3Any 
GradeAdverse Event, n (%)

14 (78)18 (100)Any

3 (22)6 (33)Serious

04 (22)Cardiac Disorders

18 (100)18 (100)Neutropenia

7 (39)18 (100)Anemia

9 (50)18 (100)Thrombocytopenia
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• FDA Type C Meeting held in Nov 2025

• FDA alignment on the following:

• Recommended Ph. 2 Regimen (Aug/Cy conditioning, azer-cel dose of 500M cells, low-dose SC IL-2)

• 3L+ DLBCL patient population (CAR T-naïve, as well as CAR T-exposed)

• Single randomized Ph. 3 trial with dual endpoints to potentially achieve accelerated and full approval 
with 1 clinical trial

• Comparator arm 

• Endpoints (ORR with durability for accelerated approval, PFS for conversion to full approval)

• CMC plans for registrational readiness

Successful FDA Type C Meeting
Establishing a Registrational Path in 3L+ DLBCL
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Cohort 2: CAR-T naïve patients show strong 
overall response rate of 83%
Azer-cel 83% Overall Response Rate (N=6) in several indications

Overall Response Rate 
(ORR)NEvaluable 

patientsDate of Release

5 (83%)
5/66CAR-T Naïve 

LymphomasOctober Update

RESULTS
• 83% Overall Response Rate (ORR) in six evaluable heavily pretreated CAR-T naïve patients (5/6 responders, with results 

from the sixth patient pending) 
• 50% Complete Response (CR) rate (3/6 patients) 
• Enrolling across multiple CD19+ B-cell malignancies including DLBCL, FL, CLL/SLL, MZL, WM and PCNSL
• Enrolment progressing significantly faster than the CAR-T relapsed DLBCL cohort, supporting a potential expedited 

clinical path

CR rate assessment requires longer patient follow-up: for approved, autologous CD19 
CAR-T products, the average time to best response is 2-3 months with some patients 
taking up to 6 months to achieve their best response

KEY TAKEAWAYS
• No approved CAR-T therapies in several of these 

indications
• Clear opportunity to expand into high-value niche 

populations
• Expands the potential registrational pathway
• Potential for single arm pivotal study with low number of 

patients for Fast to Market

Cohort 2: Evaluates azer-cel in CAR-T naïve patients 
across rare and niche lymphomas
Cohort 2: Evaluates azer-cel in CAR-T naïve patients 
across rare and niche lymphomas
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BTKi’s AS A Pharmacological “gene editing” TOOL

• Ph. 2 TARMAC trial of Ibrutinib + CTL019 (research version of Kymriah) in R/R MCL6

− ORR: 85%, CR: 80%
• TRANSCEND-CLL 004: Liso-cel + Ibrutinib Cohort7

− N = 51 (DL2 expansion cohort): ORR 86%, CR/Cri: 45%

+BTKi

Skew T-cells to a more naïve-like 
state, enhancing CART 
proliferation and persistence1

Enhance metabolic 
fitness, increasing 
effector function1

Attenuate CART exhaustion2

Remodel TME to be less 
immunosuppressive2,3

1. Yao et al., ASH 2025c 2. Luo et al., Cytotherapy (2023), 3. Frost et al., ASH 2024, 4. Roschewski et al., Sci Immunol (2020) 5. Long et al., JCI (2017), 6. Minson et al., Blood 
(2024), 7. Wierda et al., ASH (2024)

Potential to  reduce 
CART-associated 

toxicity4

Reverse endogenous 
T-cell dysfunction5

azer-cel
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Total annual BTKi market1: USD ~$10-11.5B (2024-2025) and growing;
Forecast to grow to USD 13.1B in 2026

Combination with existing BTKi’s to increase  registrational and commercial opportunity

• BTK inhibitors are an established standard of care across multiple B-cell 
malignancies with >US$10bn in annual global sales

• Combining azer-cel with an approved BTKi has the potential to expand 
addressable patient populations beyond current CAR-T settings

• Leverages an existing commercial drug class with significant physician 
adoption

• BTKi are currently approved in Chronic Lymphocytic Leukemia/Small 
Lymphocytic Lymphoma (CLL/SLL), Waldenström macroglobulinemia 
(WM) and other B-cell malignancies and auto immune diseases

BTKi Market is Large and Growing

1Global market for BTKi: GlobalData 18 Jan 2024, the Business Research 
Company, February 2026 

Annual Revenue3rd Line2nd Line1st LineBTKi Drug

~$4-6BCLL, MCL1CLL, WM, MCL1Ibrutinib

~$1-2BMCL, CLL, MZL1CLL, MCLAcalabrutinib

~$1-2BFLCLL, MCL, MZLCLL, MCL1Zanubrutinib

Several hundred million, 
expandingCLL, MCLCLLCLL2Pirtobrutinib

1Recommended per NCCN Guidelines
2sBLA submission anticipated in 2026
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Manufacturing & Supply

• Scale-up and validation of 
registrational manufacturing

• Readiness for one-to-many 
allogeneic supply model

• Continue to align our CMC 
activity with FDA 

Clinical

• Continued enrollment and data 
maturation for:
• CAR-T naïve/ niche cohorts
• BTKi + azer-cel combination 

cohorts

• Additional data presentation at 
ASCO, EHA, ASH 2026

Business Development

• Partnering / out-licensing 
discussion for:
• Azer-cel (regional or 

indication-specific)
• BTKi combination strategy 

(major pharmaceutical 
blockbuster drug)

• onCARlytics collaboration 
execution (JW Therapeutics)

Regulatory

• Continued FDA engagement to 
support:
• Accelerated approval 

pathway
• Label expansion into additional 

niche indications

• Potential regulatory designations 
to de-risk development timeline

2026 Provides Opportunity to Progress Toward 
Registrational Strategy

Proposed Clinical Pathway: Azer-cel Allogeneic 
CD19 CAR-T

Phase 1b

2024+

• Continue advancement of azer-cel incorporating expansion into 
CAR-T naïve rare and niche indications

• Advance BTKi + azer-cel combination and CAR-T naïve lymphoma 
cohorts to support expanded Registrational Path 

• Leverage FDA-aligned single randomized study design

Phase 1

2020-
2023

2026 Execution

 
Lymphoma & 

Leukaemia
n=84

Auto CAR-T 
failed 

Lymphoma 
(3L+ DLBCL)

Auto CAR-T 
naïve/niche 
Indications 

(e.g. PCNSL)



Successful 
FDA Type C

End-of-Phase 
Meeting

Q4 
CY2025


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ASX : IMU
imugene.com

Connect with us on LinkedIn @Imugene Limited
Follow us on X (Twitter) @TeamImugene
Watch us on YouTube @ImugeneLimited


