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UNLOCKING CURATIVE POTENTIAL

JULY 2026

A NEW APPROACH TO 

Harnessing IL-2 to Fight Cancer



Late-stage

immuno-oncology 

cancer asset

Targeting

post -checkpoint

inhibitor progression

Blockbuster

potential  across lead 

indications of melanoma

and NSCLC

Lifecycle expansion 

possible in bladder, 

head and neck, renal

and other cancers

and earlier lines

Imneskibart Opportunity
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High Unmet Need
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PATIENT POPULATIONS FOR LEAD INDICATIONS

ÅMelanoma and NSCLC patients progressing after 

anti-PD-1/PD-L1 therapy

Å Limited durable treatment options

Å Large, biomarker-agnostic populations



Compelling Commercial Opportunity
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~$1.5B peak annual revenue: 2L melanoma

~$3.7B peak annual revenue: 2L NSCLC

>$5B combined global annual revenue potential

in the first two indications 

Substantial upside in bladder, head and neck, renal cell

carcinoma and other cancer types, as well as in earlier lines



Differentiated Clinical Strategy
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PHASE 2 COHORTS

With and without checkpoint combination

Demonstrating activity independent of checkpoint inhibitor,

as well as IO -resensitization
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Strategic Fit for a Larger Partner

Extends lifecycle of PD-1/PD-L1 franchises

Enables I-O rechallenge strategies

Combination potential with other oncology 

approaches such as ADCs, T cell engaging 

bispecifics, CAR-T therapy, radiopharma, 

chemotherapy



Aulosô lead compound is imneskibart , a human IgG antibody created by 

leveraging an AI platform

Clinical data show:

ÅPreliminary data from Phase 2 in 2L melanoma demonstrate OS and PFS 

that are superior  to recently approved product (Amtagvi® TIL therapy).

ÅBest -in-class  safety profile ï the drug is better tolerated than any other 

IL-2-based treatment or checkpoint inhibitors (CPIs).

ÅMultiple complete responses observed already in patients who failed

on prior CPIs.

ÅDeep and durable responses in multiple types of cancer , including 

melanoma, NSCLC, bladder, head and neck, RCC.

ÅStandard IgG PK, CMC and production.

Potential to begin pivotal 

trial(s) in 2026, with 

approval(s) in 2028

Blockbuster potential: 

Peak revenue in first two 

indications, 2L melanoma 

and 2L NSCLC, exceed

$5 billion; many additional 

indications, lines of therapy 

and combinations possible

Targeting IL-2 in Immuno-Oncology ï
Multi-Indication, Blockbuster Potential

JULY 20267



Aulos Accurately Predicted the Current Inadequacies of the IL-2 Competitive 
Landscape, and AU-007 Uniquely Solves the Challenge of Immune Activation
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Based on observations of preclinical and clinical data, we predicted in late 2021 that 

next generation IL-2 agents would have limited efficacy and bempeg would fail broadly.  

Our data-driven predictions have repeatedly proved correct over the last four years. 

WHY?

Next generation IL -2 agents:

Have only been able to achieve very low IL-2 equivalent 

blood concentrations.

Do not prevent the negative feedback loop to 

immunosuppressive Tregs, resulting in Treg expansion .

Have demonstrated no or limited single-agent clinical

activity, and weak or worse combination activity. 

Fusion proteins often generate anti-drug antibodies and

have short half lives.







Imneskibart Joins Class of Successful Cytokine-Binding 
Antibodies 



Cytokine-Binding Antibodies Represent Some of the Most Successful 
Immune-Modulating Drugs
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Imneskibart mAb Mechanism of Action Unlike Any Other IL-2 Therapy
in Development
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Closer Look At Why Imneskibartôs MOA Is Unique
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Treg cells
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imneskibart, the 
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Competitors Cannot Contain the Negative Feedback Loop to 
Tregs, While Imneskibart Turns It Into a Positive Feedback Loop



Exogenous IL-2 Therapies, Even ñNon-Alphaò Therapies, Lead to 
Production of Endogenous IL-2 by Activated Effector Cells
Drives expansion of immunosuppressive regulatory T cells via a negative feedback loop
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Fold Change in Peripheral Blood Tregs of Imneskibart vs. Competitorsô Products in 
Development; Likely Accounts for Competing Productsô Limited Durability of Responses
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Effector 

cells
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Imneskibart Uniquely Tips Balance Toward Immune Activation, Away From 
Immune Suppression by Blocking Negative Feedback Loop to Tregs
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Imneskibart mAb prevents 

newly secreted IL-2 from 

binding to Tregs
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therapeutic in 

development does this
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Rapidly Advancing Clinical Development of Imneskibart



ÅObjective tumor reductions observed in heavily pretreated IO-refractory patients. 

ÅMultiple complete responses, including durable responses >2 years. 

ÅActivity observed across melanoma, NSCLC, bladder, RCC, head and neck. 

ÅFavorable safety profile relative to historical IL-2 therapies. 

ÅEarly signals of activity both with and without a checkpoint inhibitor.

Summary of Clinical Program

JULY 202620



Phase 1 Dose Escalation
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Enrollment complete

Dosing began late Q2 2022

Aldesleukin is administered subcutaneously,

at much lower doses and much less frequently than the approved 

regimen (600,000 IU/kg every 8 hours for 14 administrations)

of intravenously administered aldesleukin.

1A:  Imneskibart  Q2W 

Monotherapy

imneskibart 12 mg/kg

3+3

imneskibart 9 mg/kg

3+3

imneskibart 4.5 mg/kg

3+3

imneskibart 1.5 mg/kg

3+3 

imneskibart 0.5 mg/kg                    

1+2 

imneskibart 4.5 or 9 mg/kg         

IL-2 x1 270K IU/kg

3+3 

imneskibart 4.5 or 9 mg/kg

IL-2 x1 135K IU/kg

3+3 

imneskibart 4.5 mg/kg            

IL-2 x1 45K IU/kg

3+3 

imneskibart 4.5 mg/kg 

IL-2 x1 15K IU/kg

1+2 

1B:  Imneskibart  Q2W 

+  IL-2 Loading Dose
imneskibart 9 mg/kg          

IL-2 270K IU/kg Q2W

3+3

imneskibart 4.5 mg/kg          

IL-2 135K IU/kg Q2W

3+3

imneskibart 4.5 mg/kg          

IL-2 45K IU/kg Q2W

3+3 

imneskibart 4.5 mg/kg

IL-2 15K IU/kg Q2W

1+2 

1C:  Imneskibart  Q2W +      

IL-2 Q2W

imneskibart 12 mg/kg          

IL-2 270K IU/kg Q2W

3+3



Enrolling Phase 2 Expansion Cohorts in Post-CPI Failed Melanoma, and 
Post-CPI +/- Chemo Failed, PD-L1 Positive Non-Small Cell Lung Cancer

JULY 202622

Imneskibart  Phase 1 Dose Escalation
19 different solid tumor types 

Completed without dose-limiting toxicity

Phase 2 Expansion Cohorts
Melanoma, Non-Small Cell Lung Cancer (NSCLC), Renal Cell 

Carcinoma (RCC)2

RP2D imneskibart + SC aldesleukin

(N=~20)

2L melanoma and 2/3L RCC

Avelumab + RP2D imneskibart + SC aldesleukin 

(N=~20)

2L PD-L1+ NSCLC

Nivolumab + RP2D imneskibart + SC aldesleukin 

(N=~20)

2L melanoma

RP2D imneskibart + SC aldesleukin

(N=~10)

2L PD-L1+ NSCLC

1Boost IL-2 dosing on Day 1 of each Cycle (Q8W) allowed if tumor volume unchanged or increasing
2Initially enrolled RCC but enrollment has paused 

Recommended Phase 2 Dose 

(RP2D)

9 mg/kg imneskibart IV Q2W

+

One 135K IU/kg SC aldesleukin 

loading dose1

(NOTE: In the absence of 

imneskibart, this low dose level of 

aldesleukin would be immune 

suppressing as most of it would 

be consumed by Tregs.)



Clinical Update: Melanoma Patients



Clear Activity in Melanoma With Loading Dose Schedule of IL-2, Phase 1 and 2;
Cohort Receiving Doublet of Imneskibart + SC IL-2 But No Nivolumab Anti-PD-1
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BEST RESPONSE IN THE TARGET LESIONS

OF MELANOMA PATIENTS1

PERCENTAGE CHANGE OVER TIME VS. BASELINE

IN THE TARGET LESIONS OF MELANOMA PATIENTS1

Imneskibart + Aldesleukin Loading Dose (n=14)

Time since treatment initiation (months)

Given the ability to slow or reverse tumor growth with boost IL-2, we have implemented boost IL-2 every 8 weeks (Q8W) until at least RECIST PR (-30% 
reduction) is achieved. We may evaluate every 8-week IL-2 dosing in future trials. The Q2W IL-2 was too frequent in Phase 1.
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1 Patients with BRAF/MEK mutations were eligible if not treated with prior BRAF/MEK inhibitor

2 Patients who progressed on prior doublet checkpoint inhibitors: anti-CTLA-4 + anti-PD-1 and/or anti-PD-1 + anti-LAG-3
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100% Shrinkage Beginning at 16 Weeks in the Large Volume Target Lesion of a
Melanoma Patient Who Had Previously Progressed Through Prior Anti-PD-1 + Anti-CTLA-4 Therapy

Å 70-year-old man with large-volume metastatic disease in the retroperitoneum.

Å The patient progressed on prior combination anti-PD-1 and anti-CTLA-4 treatment in December 2023.

Å January 2024, the patient received imneskibart (9 mg/kg) + one 135K IU/kg IL-2 dose.

Å The 100% tumor shrinkage continues through Cycle 7, 20+ months on treatment.

16-WEEK CT SCAN8-WEEK CT SCANBASELINE CT SCAN

JULY 202625



24-WEEK SCAN: -40%16-WEEK SCAN: -25%8-WEEK SCAN: -14%BASELINE SCAN

Tumor Shrinkage in the Target Lesions of a Patient Whose Melanoma Progressed 
Through Prior Anti-PD-1 + Anti-CTLA-4 Therapy (Reached -48% by Week 48)

Liver Lesions

Portacaval Lymph Node

Å62-year-old man with progression in the liver, December 2022.

ÅFebruary 2023, initial Q2W imneskibart (4.5 mg/kg) dose + one (and only) 15K IU/kg aldesleukin dose administered.

Å Initial portacaval LN growth with necrotic center followed by stabilization may represent pseudo-progression.
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Clear Activity in Melanoma Patients Who Progressed on Prior Doublet CPI Therapy
Treated With Triplet of Nivolumab + Imneskibart + Low-Dose, SC IL-2

z

Given the ability to slow or reverse tumor growth with boost IL-2, we have implemented boost IL-2 every 8 weeks (Q8W) until at least RECIST PR (-30% 
reduction) is achieved. We may evaluate every 8-week IL-2 dosing in future trials. The Q2W IL-2 was too frequent in Phase 1.

BEST RESPONSE IN THE TARGET LESIONS

OF MELANOMA* PATIENTS
PERCENTAGE CHANGE OVER TIME VS. BASELINE IN THE 

TARGET LESIONS OF MELANOMA* PATIENTS
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Nivolumab + Imneskibart + Aldesleukin Loading Dose (n=12)
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Continues Trial

Boost IL-2 Dose:  Low-Dose, SC

Nivolumab + Imneskibart + Aldesleukin Loading Dose (n=12)

Continues Trial

In Follow-up Not 
Receiving Treatment

In Follow-up Not 
Receiving Treatment

*Patients with BRAF/MEK mutations were eligible if not treated with prior BRAF/MEK inhibitor 



77% Reduction at 8 Months in Target Lesions That Previously Progressed 
Through Prior Anti-PD-1 + Anti-CTLA-4 Doublet Therapy
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8-MONTH CT SCANBASELINE CT SCAN Å 28-year-old man with 

melanoma metastatic to the 

mediastinal lymph nodes and 

lung. 

Å The patient received prior 

neoadjuvant and then 

adjuvant pembrolizumab 

followed by ipilimumab + 

nivolumab.

Å September 2025, the patient 

began treatment with the 

triplet of RP2D imneskibart + 

aldesleukin in combination 

with nivolumab 480 mg Q4W.

Å Confirmed partial response 

with 32%, 35%,  42% and 

77%  tumor size decrease at 

end of Cycles 1, 2, 3 and 4, 

respectively.

Bilateral Lung and Lymph Node Metastases

L Lower Lobe Lung Metastases L Lower Lobe Lung Metastases

Bilateral Lung and Lymph Node Metastases



8-MONTH CT SCANBASELINE CT SCAN

74% Reduction at 4 Months in Target Lesions That Previously Progressed 
Through Prior Anti-PD-1 + Anti-LAG-3 Doublet Therapy 

Å 69-year-old man with melanoma 

metastatic to the left upper lobe 

of the lung, L subcutaneous 

thorax. colon and peritoneum.

Å The patient received prior 

ipilimumab, nivolumab + 

relatlimab, TIL therapy, and 

talimogene laherparepvec (T-

VEC) therapy.

Å December 2025, the patient 

began treatment with the RP2D 

imneskibart + aldesleukin in 

combination with nivolumab 480 

mg Q4W.

Å Confirmed partial response with 

36% and 74% tumor size 

decrease at end of Cycles 1 and 

2, respectively.

JULY 202629

L Thorax Subcutaneous Metastases

L Upper Lobe Lung  Metastasis L Upper Lobe Lung  Metastasis

L Thorax Subcutaneous Metastases



Clinical Update: NSCLC Patients



z

Post Checkpoint Inhibitor +/- Chemotherapy Failed NSCLC: 
Early Evidence of Activity With Loading Dose Schedule of IL-2 in Phase 2
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BEST RESPONSE IN NSCLC PATIENTS IN PHASE 1 AND 2 WITH

IMNESKIBART Q2W + SINGLE SC LOADING DOSE OF IL-2

PERCENTAGE CHANGE OVER TIME VS. BASELINE IN NSCLC 

PATIENTS IN PHASE 1 AND 2 WITH IMNESKIBART

Q2W + SINGLE SC LOADING DOSE OF IL-2

2 Patients Imneskibart  + IL-2  /  9 Patients Avelumab + Imneskibart  

+ IL-2  
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Avelumab Offers Both Checkpoint Inhibition and Direct Tumor Cell Killing by NK Cells 
Due to Antibody-Dependent Cellular Cytotoxicity; Imneskibart Increases NKs & CD8s

JULY 202632

NK cell

Tumor cell

Activated T cell

PD-L1 PD-L1MHC

Avelumab

Blocking and reactivation

of T cells

PD-1

PD-1

TCR

Imneskibart drives 

the NK cell count up 

~200%, potentially 

leading to enhanced 

ADCC-based killing 

with avelumab.



8-WEEK CT SCANS: -43% Decrease

Å68-year-old woman with NSCLC 

(adenocarcinoma) with tumor lesions 

in lung, adrenal and bone.

ÅThe patient progressed on prior anti-

PD-1 + carboplatin + pemetrexed 

and docetaxel + gemcitabine.

ÅJuly 2025, the patient began 

treatment with the RP2D imneskibart 

+ aldesleukin in combination with 

avelumab 800 mg Q2W.

Å43% decrease in target lesion size 

noted at end of Cycle 1, after 

receiving 8 weeks of therapy; patient 

continues in Cycle 2.

43% Tumor Reduction at 8 Weeks in the Pulmonary Target Lesions in a NSCLC 
Patient Who Previously Progressed Through Prior Anti-PD-1 + Chemotherapy
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BASELINE CT SCANS



Other Tumor Types
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RENAL CELL CARCINOMA, LOADING DOSE IL-2

Activity Seen in Late-Line Treatment (Median 4 Prior Lines) of Renal Cell 
Carcinoma, ORR Currently at 21% Without a Checkpoint Inhibitor

JULY 202635
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Patients With Target Tumor Reduction Other Than Melanoma, NSCLC
and RCC; Two Durable, Ongoing Complete Responses Achieved in Phase 1

JULY 202636

1Head and neck nasopharyngeal histology
2Patient with non-target lesion disease only with highly metabolically active tumors at baseline on PET scan that became negative at Cycle 7 (14M on study)
3Patient continues on study therapy

Tumor 

Dose/Regimen 
Imneskibart 

(mg/kg)

Dose/Regimen 
Aldesleukin

(IU/kg)

Best  Response 
on Prior CPI

Number of Prior 
Cancer Regimens 

Best Objective 
Response 

(% Decrease)

Time on 
Treatment 

(Months)

HNSCC1 4.5 Q2W 45K Q2W PR (anti -PD-1) 4 -100% (Confirmed CR ) 32+3

CRC  (MSS) 9.0 Q2W 135K Q2W Not applicable 3 -27% 3.3

Bladder 4.5 Q2W 45K loading dose PD (anti -PD-L1) 1
Confirmed metabolic CR 2 

and ctDNA negative
36+3

Bladder  4.5 Q2W 270K loading dose PD (anti -PD-1) 4 -13% 4.7



March 2024 PET ScansApril 2023 Baseline PET Scans

Å 67-year-old man progressed on 

anti-PD-L1 (avelumab) treatment 

March 2023. 

Å April 2023, initial imneskibart (4.5 

mg/kg) + one 45K IU/kg IL-2 dose. 

The patient has non-measurable 

disease (2 non-target lesions): 

bladder wall thickening and small 

pelvic lymph node. Both lesions 

PET positive at baseline.

Å March 2024, PET imagining 

negative and bladder thickening 

hard to define on CT scan. 

Considered a metabolic CR.

Å Patient continues on treatment for 

nearly three years.

Å No evidence of cancer by ctDNA.

Metabolic CR in Bladder Cancer Patient: Arm B in Phase 1 Escalation

Pelvic Lymph Node 

Bladder Wall Thickening

Pelvic Lymph Node 

Bladder Wall Thickening
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Safety and Tolerability



Adverse Event Summary in Phase 1 and 2: Mild and Tolerable Profile
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Low Rate of Drug -Related SAEs and Grade 3/4 AEs Most Drug -Related AEs Tolerable and Easily Managed 

Safety Summary

Event (n, %)

Imneskibart + 

IL-21 

N=77

Avelumab 

Combo

N=11

Nivolumab 

Combo

N=5

Any AE 72 (93) 11 (100) 5 (100)

Drug-Related AEs 63 (82) 7 (64) 3 (60)

Drug -Related SAEs 5 (6) 2 (18) 1 (20)

CRS 3 0 1

Infusion-related reaction 1 0 0

Pyrexia 1 1 0

Adrenal insufficiency 0 1 0

Injection site rash 1 0 0

Drug -Related Grade 3 or 4 AEs 11 (15) 2 (18) 0

Lymphopenia 6 1 0

CRS 1 1 0

Anemia 2 0 0

Lipase elevation 1 0 0

Neutropenia 1 0 0

Maculopapular rash 1 0 0

Hypertension 0 1 0

Autoimmune encephalitis 1 0 0

Drug-Related Adverse Events in > 10% of Patients

Adverse

Event (n, %)

Imneskibart +    

IL-21

N=77

Avelumab 

Combo2 
N=11

Nivolumab 

Combo2

N=5

Pyrexia 19 (25) 2 (18) 0

Fatigue 17 (22) 2 (18) 0

Chills 16 (21) 4 (36) 1 (20)

Infusion-related reaction 11 (14) 2 (18) 0

Nausea 10 (13) 2 (18) 1 (20)

Injection site reaction 9 (12) 0 2 (40)

CRS 7 (9) 1 (9) 2 (40)

Anemia 6 (8) 2 (18) 0

Diarrhea 2 (2) 2 (18) 0

Hypotension 1 (1) 2 (18) 0

Fall 0 0 1 (20)

Dermatitis acneiform 0 0 1 (20)

1Imneskibart Q2W + IL-2 loading dose or IL-2 Q2W  
2Imneskibart Q2W + IL-2 loading dose + CPI



Update on Pharmacodynamic Data:
Importance of Treg Decreases in Emerging Efficacy Profile



Percent Change in Tregs:
Imneskibart + Single SC Aldesleukin Loading Dose

JULY 202641

Day 1 through Day 3 omitted as all peripheral lymphocytes decrease over these days. This is considered an effect

of IL -2 causing a brief redistribution of lymphocytes out of the peripheral blood.



Percent Change in CD8 Cells:
Imneskibart + Single SC Aldesleukin Loading Dose
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Day 1 through Day 3 omitted as all peripheral lymphocytes decrease over these days. This is considered an effect

of IL -2 causing a brief redistribution of lymphocytes out of the peripheral blood.

Day



CD8/Treg Ratio Fold Change Normalized to Baseline:
Imneskibart + Single SC Aldesleukin Loading Dose

JULY 202643

Day 1 through Day 3 omitted as all peripheral lymphocytes decrease over these days. This is considered an effect

of IL -2 causing a brief redistribution of lymphocytes out of the peripheral blood.

Day



Higher Peripheral Blood CD8/Treg Ratio Associated With Better Efficacy
vs. Low CD8/Treg Ratio 

JULY 202644

Melanoma Patients

Progression -Free Survival Time on Treatment

Overall Survival
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Financing and Value Creation



Imneskibart Is Achieving Value-Driving Milestones

ṉ Initiated Dosing in Phase 1 in Australia 2Q 2022

ṉ Received FDA Clearance of IND Application 4Q 2022

ṉ Began Dosing Patients at US Clinical Sites 1Q 2023

ṉ Began Phase 2 Dosing in Expansion Cohorts in Melanoma and Renal Cell Carcinoma 1H 2024

ṉ Began Phase 2 Dosing in Expansion Cohorts in Non-Small Cell Lung Cancer 2H 2024

ṉ Established Phase 2 Clinical Proof of Concept in Melanoma and/or Renal Cell Carcinoma 2H 2024

ṉ Initiate Phase 2 Checkpoint Inhibitor Combination Trials in Melanoma with OPDIVO (nivolumab) 1H 2025

Near-term value driver: Present Phase 2 proof of concept data in melanoma at ASCO

and in NSCLC at another conference
1H and 2H 2026

Near-term value driver: Begin pivotal trial(s) in melanoma, funding permitting Late 2026

Submit marketing approval applications globally 2028-2029

First commercial sales 2029

JULY 202646



A safe and broadly applicable
IL-2 regimen has been a ñholy grailò 
of cancer immunotherapy.

If achieved, imneskibart would 
likely represent the next
multi-indication blockbuster cancer 
immunotherapy ï a pipeline in a 
product.
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AULOS
Positioned for Success


