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Background and Introduction Preclinical Data Supports Initiation of Clinical Trials Trial Design

Trial design allows assessment of belzupacap sarotalocan (bel-sar) with and without laser in multiple

Bladder cancer is the ninth most common cancer globally and sixth most common in the US. 12

Approximately 70-80% of patients diagnosed with bladder cancer initially present with non-muscle L. Tumor Growth 2. survival 3. survival After Rechallenge NMIBC risk levels and with and without intratumoral administration.
invasive bladder cancer (NMIBC). 234 Standard treatment for NMIBC is transurethral resection of 1600 100 100,
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chemotherapy). 3 Although BCG has been shown to reduce recurrence of NMIBC better than the S TR £ w0 — coma o — Gontrol (e
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1. Treatment of tumor caused complete responses in 80% of animals and addition of anti-PD-1 Cystectomy @ <4 h
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2. Treatment leads to increased survival with belzupacap sarotalocan alone and in combination
with the anti-PD-1. bel-sar
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Belzupacap sarotalocan (AU-011) is comprised
of a virus-like particle (VLP) conjugated to a
cytotoxic payload to form a VDC. A single VDC
can deliver hundreds of cytotoxic molecules
conjugated to its capsid proteins.

3. Inanimals with complete responses, belzupacap sarotalocan alone or in combination with the
anti-PD-1 prevented tumor growth after re-challenge 100 days later in approximately 80% of
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Cohort 4 (n=4)* *Alternate enrollment between
cohorts 2 and 4

In contrast to

conlugete (109 off-target toxicity. z many ejxisting DEVELOPMENT OBIJECTIVES: 1) Evaluate the feasibility of intramural +/- intratumoral administration
5 HeEdon et D“;f;;f;fj,‘ig’h"t“a o b therapies of belzupacap sarotalocan in the treatment of NMIBC. 2) Evaluate degree of necrosis in the tumor after
. . & delivered via belzupacap sarotalocan therapy 3) Assess immune response at 1 week after treatment 4) Assess the
Belzupacap Sarotalocan - Dual Mechanism of Action 2 intravesical safety and tolerability of belzupacap sarotalocan.

Light Activated Drug

The dual mechanism of action consists of belzupacap sarotalocan

selectively binding to malignant tumor cells, causing acute necrosis
upon light activation and potential long term anti-tumor immunity
as demonstrated in preclinical models.3 I incs

administration,

belzupacap Trial Status

sarotalocan

(AU-011) will be

administered in * One subject has been enrolled as of November 20, 2022, and enrollment is continuing in Cohorts
the lamina propria 1a (cystectomy) and Cohort 1b (TURBT).

close to the base * The trial utilizes a novel approach to treating bladder cancer with intratumoral injection of
of the tumor. belzupacap sarotalocan with the potential to kill the tumor from the basal side.

Urothelium

Lamina propria

Belzupacap Sarotalocan
AU-011is a novel VDC that consists of
a VLP conjugated to~200 molecules
of phthalocyanine dye

Singlet oxygen disrupts cell MECHANISM 1
membrane and organelles

* The distribution of belzupacap sarotalocan alone will be assessed in Cohorts 1a and 1b.

Window of Opportunity Trial in NMIBC * Upon confirmation of the safety of belzupacap sarotalocan alone, the trial will then progress to
the second phase, with belzupacap sarotalocan plus light activation, where potential tumor

necrosis and the immune response will be assessed histologically

Tumor cell necrosis
after light activation

A window of opportunity trial allows for the early clinical assessment of belzupacap sarotalocan:

VDCs bound
to HSPGs on

tumor cells * Assess safety and tolerability of belzupacap sarotalocan alone and with laser activation.

Damaged
tumor cells release
neoantigens and
damage-associated
molecular patterns
(DAMPs)

™ T eell * Evaluate belzupacap sarotalocan in patients with low, intermediate and high-risk NMIBC
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e e Surgery samples allow the evaluation of intramural distribution in the bladder wall and other

el pathological assessments (see Trial Design).
R * Evaluate the treatment of papillary and CIS disease both clinically and pathologically to help
guide further development of belzupacap sarotalocan.
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