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HURA: First Look at IFx-2.0 Deep-Seated Tumors

Research Note

Interim Readout for IFx-2.0 Phase Ib/lla Open-Label Study

TuHURA presented first data from its IFx-2.0 Phase Ib/lla study in deep-seated Merkel cell carcinoma (MCC) pa-
tients while attending the European Society for Medical Oncology (ESMO) conference. TUHURA held a call in paral-
lel with the event hosted by Rodman & Renshaw analyst Michael King for investors and stakeholders on October
26 to disseminate their findings.

TuHURA'’s CEO, James Bianco, presented initial data from the first three patients in its open-label study of IFx-2.0
as an adjunctive therapy to Keytruda in first-line treatment of metastatic MCC. The study is listed on the clinicaltri-
als.gov website under the NCT06940440 designator. Each patient addressed in the presentation achieved an ob-
jective anti-tumor response, with all three responses meeting the criteria for partial response (PR) under RECIST
v.1.1 criteria. All responses were durable, as each of the responses were ongoing at the protocol-specified six-
month assessment.

The trial was designed to initially enroll a total of nine patients with visceral tumors including hepatic, pulmonary or
retroperitoneal or other deep-seated locations using computed tomography (CT) or ultrasound guided administra-
tion where standard-size injection needles are unable to effectively administer the intended dose of IFx-2.0.

Enrolled patients present deep-seated MCC tumors and have measurable disease and no prior treatment with a
checkpoint inhibitor. In the IFx-2.0 Phase Ib/lla trial, these patients will be injected in a single lesion with IFx once
per week for three consecutive weeks with the injection guided by CT and/or ultrasound. Keytruda (pembrolizumab)
or avelumab were administered to the treated patients along with IFx within 48 hours of the first IFx injection.

Dr. Bianco summarized the response in three patients, including a 78-year-old male, a 79-year-old female and a 61-
year-old female. The patients presented a variety of MCC tumor sites that include the gluteal region, below the jaw
and in the right lower extremity. Investigators have observed similar responses in these individuals.

A fourth patient, identified as an 88-year-old male, presented a preliminary response following administration of IFx
to liver lesions. Dr. Bianco felt that this patient would also be a responder when measured at the upcoming 12-week
mark; however, no RECIST response was recorded.

Of the patients referenced, the female patient with the tumor below her jaw showed a visually dramatic improve-
ment following the treatment with IFx. Photographs and scans are provided on the following page, which demon-
strate the marked change between the baseline, pre-treatment, CAT scan and the post-treatment scan. In the pho-
tographs on the left side of Exhibit |, the patient has a large mass below her jaw. The tumor was blocking her
esophagus, making eating and swallowing difficult.
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Exhibit | — Participant 1020-1, IFx-2.0 Pre-Treatment

02/6/2026

Source: TUHURA Phase Ib/lla Data Call at ESMO

At week 12, following initial treatment, additional photographs and scans were taken. They show substantial shrink-
age of the tumor. The tumor appears to be gone and the patient was able to swallow normally. Dr. Bianco asserted
that this represented an example of IFx providing a true clinical benefit.

Exhibit Il - Participant 1020-1, IFx-2.0 Post-Treatment

05/12/2026

04/8/2026
Source: TUHURA Phase Ib/lla Data Call at ESMO

None of the four patients included in the interim update presented a serious adverse event (SAE) or suffered from
immune related toxicities. Only Grade 1 and 2 non-immune related toxicities were observed. There were no Grade
3 or greater adverse events observed in the four patients evaluated as of the cutoff date.
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If additional findings remain favorable, TUHURA plans to discuss the trial data with the FDA to determine whether it
could support inclusion of patients with deep-seated tumors in its ongoing Phase lll trial. Dr. Bianco believes that, if
80% of the patients that enroll in the trial show a meaningful response, this outcome would be sufficient to support a
modification of the Phase Il trial protocol to allow for an expansion of the population. The conversation would re-
volve around how many additional patients would be needed to show safety, feasibility and efficacy. If the supple-
ment to the trial protocol was able to be modified at the time of the filing, the addressable population could increase
by up to 30% according to management’s guidance.

TuHURA expects to have at least 12 weeks of data for the anticipated 12 patients by mid-year 2027.

IFx-2.0 Phase Il Placebo-Controlled Trial

As the call concluded, TUHURA provided an update on timing for the Phase Il IFx-2.0 trial. This trial is listed on the
clinicaltrials.gov website under the designator NCT06947928. Dr. Bianco noted that the company was initially focus-
ing on 25 sites and has now activated 22 of them. There are another 21 that are in the process of coming online.
This effort supports the effort to complete enroliment in the second half of 2027, likely at the end of the third quarter
or early in the fourth quarter. Some of the enrollment is taking place in Australia.

Hierarchical Step-Down Statistical Approach

An important statistical note related to the Phase Il trial design is its hierarchical step-down, stepwise design (also
described as fixed-sequence hierarchical testing) that preserves alpha. We take a proverbial sidebar in this note to
explain. This approach is favored by the investigators as there is no statistical reduction from including multiple
endpoints. Clinical trials usually test more than one hypothesis and each additional test raises the chance of a false
positive. If an investigator runs k independent tests at a = 0.05, the family-wise error rate (FWER) climbs to roughly
1 - (0.95)*k. Regulators, such as the FDA and EMA, require that the FWER be controlled at 0.05 across the hy-
potheses that support a claim. Hierarchical testing is one way to do that.

Before unblinding, the sponsor pre-specifies an ordered list of hypotheses in the statistical analysis plan (SAP). Hy-
pothesis one (H1 - primary), two (H2), and three (H3) and so on. Test H1 at the full a = 0.05. If H1 is significant (p <
0.05), the full a “passes down” and H2 is tested at the full 0.05. Continue down the chain. At the first failure (p >
0.05), testing stops. Everything below that point is treated as exploratory, and nominal p-values there carry no con-
firmatory weight.

The FWER is controlled because, under any configuration of true nulls, a false positive can only occur if the first
true null in the sequence is rejected. Each hypothesis is tested only if all those before it were rejected, so the
chance of a type | error is capped at 0.05 in total, not 0.05 per test. No alpha is spent on H2 and H3 unless H1 suc-
ceeds, so no alpha is taken away from H1.

For example:"

Step  Hypothesis Test Level Result Outcome

1 ORR (primary) 0.05 p=0.012 Pass; proceed
2 PFS (key secondary) 0.05 p =0.031 Pass; proceed
3 DoR 0.05 p =0.048 Pass; proceed
4 QoL score 0.05 p=0.09 Fail; stop

Anything below step 4 would not be statistically significant. If PFS had generated a p = 0.06, the OS and ORR re-
sults, even at p = 0.001, could not be claimed as statistically significant in the confirmatory sense.

" Endpoints 3 and 4 do not reflect TuUHURA'’s Phase Il endpoints and are included as an illustrative example.
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Upcoming and Historical Milestones

Exhibit Il - TuUHURA Upcoming Milestones

I ) 2026 2027

: 1H 2026 2H 2026 1H 2027 2H 2027
IFx-2.0 Results IR study IFx-2.0 with Complete Enroliment in
mate | Degirpnhaiir::r?m?:c Keytruda® Ph3 IFx-2.0 study
nna e mmune 9 For deep seated MCC
Agonist

Supportive FDA feedback on ) ) .

TBS-2025 development plan in molecularly Orphan Drug Designation AML Pre\‘lrillf‘l?:é;rljvrg:;eTyP:nzr:;:;:)tlsE'
VISTA Inhibiting defined subsets AML . )
mAb Ph 1b/2 trial Initiate from Ph 1b/2 trial data

VISTA In mut NPM1 r/r AML

In-vivo Proof of Concept in AML

MDSC Inhibitors
Bi-specific ADCs Scientific Meeting Presentations

Source: TUHURA August 2026 Corporate Presentation

FDA grants Orphan Drug Designation for IFx-2.0 in melanoma — February 2026
Presentation at Oppenheimer Healthcare Life Sciences Conference — February 2026
Compliance regained with NASDAQ minimum bid requirements — February 2026
Presentations at Citizens Life Science & Leerink Global Healthcare conferences — March 2026
Dr. Tendler appointed to lead TUHURA's anti-VISTA program — March 2026
Appointment of Amanda Garofalo as SVP of Clinical Operations — April 2026

$50 million credit facility with Parkview Holdings One — April 2026

Canaccord Genuity Growth Conference? — August 2026

Annual meeting which approved 1.88 million share issuance to Parkview — August 2026
Attendance at HC Wainwright Conference, NYC — September 141, 2026

IND clearance for TBS-2025 Phase Ib study — September 2026.

Anticipate grant of Orphan Drug Designation for IFx-2.0 in MCC — 2H:26

Initiate ADC in vivo proof-of-concept studies — 2H:26

TBS-2025 Phase Ib/ll initiation — 2H:26

Patent #12,734,168 issued — September 2026

Scientific meeting presentations for lead ADC selection — 2H:26

Orphan drug designation anticipated for TBS-2025 in AML — 2H:26

FDA discussions for adding deep-seated tumors to Phase Ill study — 2H:26

IFx-2.0 Phase Ib/lla IR study preliminary results — 1H:27
TBS-2025 preliminary safety & response data for VISTA study — 1H:27
IFx-2.0 Phase Il enroliment completion — 2H:27

VV VYV VY VY VYV V VY VYV VY VY VY VY

2 For an excellent summary of TUHURA's three main programs, watch this 26-minute discussion with CEO James Bianco.
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Company Pipeline

Exhibit IV — TuHURA Pipeline

PROGRAM DRUG CANDIDATE INDICATION PRECLINICAL  PHASE 1 PHASE 2 PHASE 3 Upcoming Milestone

1=t Line Merkel Cell Cancer

2H 2027: Phase 3
® +/- IFx-
cenac - P00 (D) ..o Resus
Innate Immune ~ 'FX:2.0
: Innate Immune
Agonists Agonist
Primary Checkpoint Inhibitor oH 2026: Phase 1a/2b
“Basket” Trial Preliminary results Q4
TME Modulators Tff_r:”f; Sting | MUINPMI 2H 2026: Phase 1b/2
e nnr WPHRE Acute Myeloid Leukemia Expected Trial Initiation
] ) ) 2H 2026 Expected to
TME Modulators Bi-specific Myelodysplasia - initinte ADCPE vivo POC
MDSC Inhibitors ADCs Acute Myeloid Leukemia

studies

Source: TUHURA August 2026 Corporate Presentation

Zacks Investment Research Page 5 scr.zacks.com


https://ir.tuhurabio.com/_assets/_d2b54753b53daa171c9cf66015c163e4/tuhurabio/db/928/9511/pdf/HURA+Corporate+Deck+August+12+%281%29.pdf

DISCLOSURE

SUBSCRIBE TO ZACKS SMALL CAP RESEARCH to receive our articles and reports emailed directly to you each morning. Please visit our
website for additional information on Zacks SCR.

DISCLOSURE: Zacks SCR has received compensation from the issuer directly, from an investment manager, or from an investor relations con-
sulting firm, engaged by the issuer, for providing research coverage for a period of no less than one year. Research articles, as seen here, are
part of the service Zacks provides and Zacks receives payments for these services. Full Disclaimer HERE.

Zacks Investment Research Page 6 scr.zacks.com



