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AU-007 Background “ Early Signals of Strong Anti-Tumor Activity in Phase 1 Dose Escalation Durable Tumor Shrinkages Were Observed in Checkpoint Inhibitor-Resistant or Progressed RCC
Redirects IL-2 to Effector T Cells (Teff) / NK Cells and Away From Regulatory T Cells (Tregs) and LIS D e Tumor Histologies Evaluated in the Trial Durable Objective Tumor Reductions Observed in Phase 1 Dose Escalation in Melanoma, Bladder, Head Best Response in RCC Patients in Phase 2 Receiving Percentage Change Over Time vs. Baseline in RCC Patients in Phase 2

Vascular Endothelium A m ST T () m and Neck (Nasopharyngeal), NSCLC, RCC, and Colorectal Cancer AU-007 Q2W + Single SQ Aldesleukin Loading Dose Receiving AU-007 Q2W + Single SQ Aldesleukin Loading Dose
: . : : e o , Melanoma (includes 2 uveal/2 acral) 29 (30)
« AU-007 is a human IgG1 monoclonal antibody designed by leveraging artificial intelligence (Biolojic Design). Mean age. vears (ranqe 64.3 (33-89 . :
ge, years (range) 3 ( ) Case Report 1: Bladder Cancer Metabolic Complete Response AU-007 + Aldesleukin Loading Dose (n=8) AU-007 + Aldesleukin Loading Dose (n=8)
* AU-007 binds interleukin-2 (”_-2) with pM afﬁnlty and Completely inhibits its blndlng to CD25, without hindering its Gender, n (%) Clear cell renal cell carcinoma 19 (20) . 67_year_o|d man with metastatic bladder cancer who had progressed on an anti-PD-L1 treatment March 2023.
binding to CD122/CD132. UELE 28 (5o) The patient has non-measurable disease only (2 non-target lesions): bladder wall thickening and small pelvic lymph node. Both lesions
i . pati - ur i y -tar i ; rw i in vic ly : i . ontinues Tria .
FEmELE L2 Nememell el L) ezest 12 (1) strongly PET scan positive at baseline. @ Contnues T 2 @ Continues Trial
Redirected IL-2 Signaling on Binding to AU-007 Race, n (%) Pancreatic cancer (escalation only) 8 (8) - April 2023, initial AU-007 (4.5 mg/kg) + one SQ 45K IU/kg IL-2 dose. : e =
i « March 2024, PET imaging negative, pelvic lymph node absent, and bladder thickening hard to define on CT scan. 3 g
White 84 (88) : S =
E’\'?Ck j gj; Coorecialicancenescaidiionanty) 6(6) * The response is considered an ongoing metabolic complete response (CR) for one year. £ » g =
sian B T
CD25 (a) Binding Site AU-007 : - : » The patient continues on treatment now for 2 years tolerating the study therapy well with only Grade 1 toxicity. S E
American Indian/Alaska native 1(1) .
. o CD25 Head and neck squamous cell carcinoma 5 (5) § o 2 0 _
~100-fold greater affinity for the trimeric et _ Other 2 (2) = L © & ——
receptor vs. the dimeric receptor (@) Binding Site ] “éu o] -21 % N
Other cancer (escalation only): 16 (17) Case Report 2: Nasopharyngeal Cancer Unconfirmed Complete Response S - <
. B?n%?rf’; Site ) Bciﬂfs Site » B?n%?rfg St ) B?r%}fg St . Urothelial, cervical, endometrial, thyroid, - 55-year-old man with metastatic nasopharyngeal head and neck cancer who had progressed on 5 prior systemic therapies: cisplatin, S 5
ECOG performance status, n (%) gall bladder, nasopharyngeal, Merkel cell carboplatin, paclitaxel + carboplatin, nivolumab + carboplatin [initial partial response (PR) followed by progression], and gemcitabine + e 7
0 38 (40) carcinoma, cutaneous squamous cell carboplatin.
1 57 (60) carcinoma, anal squamous cell , _ _ _ o _ _ P l . : I l 1 l
carcinoma, hepatocellular carcinoma, * The patient had a cervical spine target lesion that caused significant arm pain and loss of hand function. 0 8 16 24 32 40 48 56
(Y ° ) . fF Mean number of prior therapies 3.1 (1-10) lelomyosarcoma, intrahepatic bile duct - August 2023, initial AU-007 (4.5 mg/kg) + SQ 45K Q2W IU/kg IL-2 dose. After 4 months on study, the AU-007 dose was increased to 9 Time since treatment initiation (weeks)
n (range) carcinoma mg/kg (the AU-007 RP2D).
CD132 CD122 CD132 CD122 CD132 CD122 CD132 CD122
) ®) ) CD25 (a()B) ) ) ) CD25 (q()B) Data cutoff as of March 20, 2025 * The cervical spine lesion initially grew 12% after one cycle (2 months) but then decreased in size to 31% below baseline by the end of

Cycle 2 and was a confirmed PR by Cycle 3 (-31% decrease). The lesion continued to gradually decrease in size until the lesion Pharmacodynamic Profile: Durable Increases in CD8 T Cells and CD8/Treg Ratios, and Corresponding Decrease in Tregs
Safety resolved (-100% decease) at the end of Cycle 10 after 20 months of study treatment.

* The patient’s arm pain gradually resolved and he was able to regain hand function.
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Event (n, %) YEX YEY4 » The patient continues on treatment now for 20 months and is tolerating the study therapy well with only Grade 1 drug-related toxicity.
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Drug-Related AEs 4 (27) 56 (73) | _ | 100- 150
Unique MOA Addresses the IL-2 Negative Feedback Loop Drua-Related SAE 0 5 (7) Best Response in Melanoma Patients in Phase 1 and Phase 2: pegﬁe;;:\iz fganréggh%zr;&iﬁv' ifazﬂ[%%;thgc\allvarlog?sgI;ag?ts _ ¥ =
rug-relate S Clear Evidence of Activity Observed With AU-007 Q2W + Single SQ Aldesleukin Loadina Dose: CleargIJEvidence of Durable Tumor ﬁ 60+ @
+ Treatments activating effector cells against tumors are undermined by an autoinhibitory loop caused by endogenous Cytokine release syndrome (CRS) 0 3 Loading Dose of IL-2 J R il 10
IL-2 secreted from activated Teffs. eSPOrnse @ 30 o
Infusion-related reaction 0 1 58; 20 @
» AU-007 can transform the IL-2 negative feedback loop into a positive feedback loop. . 5 1 AU-007 + Aldesleukin Loading Dose (n=12) AU-007 + Aldesleukin Loading Dose (n=12) s 13- § )
ever & .10- e
* Re-engineered IL-2 therapeutics cannot address the negative feedback loop, resulting in endogenous IL-2 stimulating o Continses T o 2 -207 <
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- This is a Phase 1/2 open label dose escalation and expansion study:. Lipase elevation 0 1 g, <o 5" . . . . . .
_ § £ ™ CD8/Treg Ratio Fold Change Normalized to Baseline: AU-007 + Single SQ Aldesleukin Loading Dose
« Phase 1 dose escalation is complete. AU-007 was evaluated as monotherapy; in combination with a single loading dose Neutropenia 0 1 g 27 A s
of low-dose, subcutaneous (SQ) aldesleukin given with the initial AU-007 dose; and with both AU-007 and low-dose, Maculopapular rash 0 1 @ ] S = :\-—""‘""‘ 2
SQ aldesleukin given every 2 weeks in patients with unresectable locally advanced or metastatic solid cancers (19 g 34
i i ™ o @ 44
tumor hIStOIOQIGS)' 1 One patient had 2 Grade 3/4 AEs: lymphopenia and anemia i > é
* AU-007 is administered intravenously (IV) every 2 weeks (Q2W) in all cohorts and aldesleukin is administered SQ at 100 L . . : . ; ; — . S 3.
much lower doses and much less frequently than the approved aldesleukin IV regimen. TG TITMET TRT TRUTCIAL ThGle) FOUFRT M TDTICIA PRATCTLAS FRATCTLAL MarLesmavenad ’ ’ b “ * ® ® * ™ 2
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The recommended Phase 2 dose (RP2D) of AU-007 and SQ aldesleukin is being evaluated in Phase 2 expansion: Adverse Grade 1 or 2 Grade 3 or 4 gz
« AU-007 (9 mg/kg) + a single SQ aldesleukin |oading dose (135K |U/kg) in patients with cutaneous melanoma and Event \| (%) \| (0/0) * Lighter columns represent the only BRAF-mut patients who received prior BRAF/MEK inhibitor therapy (both patients progressed on prior therapy) é
1+
renal cell carcinoma (RCC). Fatigue 16 (21) 0 g,
. . : i i , , : Pyrexia 16 (21) 0  Three melanoma patients whose tumors were refractory to either prior anti-CTLA-4 + anti-PD-1 or anti-PD-1 + anti-LAG-3 therapy had >
T;vo Edd.ltlfhar:.g?:panégln tchohorts egroll PE]) I;t1+ no|r|1 sm?II ctell Iunlg C,?nC(:L(NI_\,SF?zle) pgtlents }Nr’l\%h;g? iag%j prior Chills 14 (19) 0 deep and durable tumor shrinkages: -48% reduction (on study for 13 months), -58% reduction (continues on study for 10+ months), ) °5 1 2 4 8 16 32 ea 128 258 si2
checkpoint inhibi or (CPI) therapy. One co ort enrolls patients evaluating the regimen o - _ . | and a complete response (-100% reduction) in target lesions (continues on study for 13+ months).
aldesleukin. The second cohort enrolls patients evaluating the combination of avelumab + the RP2D regimen of Infusion-related reaction 11 (15) 0 Day
AU-007 + SQ aldesleukin with a safety run-in followed by cohort expansion. Nausea 10 (13) 0 A patient with rapidly progressing acral melanoma who progressed on prior anti-PD-1 therapy received the AU-007 + single low-dose,
L : : SQ aldesleukin loading d ' for 11 ths in d lation (4.5 mg/kg AU-007 + 135K IU/kg SQ aldesleukin) and had initial
- A cohort in second-line (2L) cutaneous melanoma therapy evaluating the combination of nivolumab + the RP2D Injection site reaction 8 (11) 0 tu?nsr gers(;\?vt:h IPOII(z)?lv(lar(;gbyo’;?nroergrl;ndeuncti%rn to rgglgwsbglseﬁrs]: :aus;eolra Sli(;r;( MoK 9 5Q aldeslekin) a o _ . . .
regimen of AU-007 + SQ aldesleukin, with a safety run-in followed by cohort expansion, is now enrolling patients. Injection site erythema 6 (8) 0 ' Day 1 through Day 3 omitted as all pgrlpher_al I.y mphocytes decrease over these da_y s. This Is considered an effect of IL-2
causing a brief redistribution of lymphocytes out of the peripheral blood.
« Efficacy is based on pharmacodynamic (PD) markers of immune stimulation and objective response; tumor CRS 6 (8) 1(1)
assessments occur at the end of each 8-week cycle. Patients can receive an additional SQ aldesleukin dose at the end Lymphopenia 0 6 (8) i . ) i o )
of each 8-week cycle based on tumor growth kinetics observed on end-of-cycle scans. AET AlevEian 5 (7) 0 We are enrolling additional melanoma patients in the Phase 2 cohort receiving the loading dose schedule of IL-2.
Headache 5(7) 0 In addition, a Phase 2 combination cohort with anti-PD-1 nivolumab for 2L treatment of melanoma is now enrolling » Treg cells decreased in the periphery in the presence of AU-007 at all dose levels.
Influenza-like illness 5 (7) 0 patients who have not received a prior BRAF/MEK inhibitor. - Data support the hypothesis that AU-007 can control and redirect the endogenously produced IL-2 and the exogenously
Study Cohorts and Enroliment Status p— 4(5) 2(3) administered IL-2 to reduce the Treg population and increase circulating CD8 effector T cell populations.
] ALT elevation 4 (5) 0
ng;ooz FT_Z‘tase t1 Dose F?;?aht'on Phase 2 Expansion Cohorts Durable 100% Shrinkage Beginning at 16 Weeks in the Single Target Lesion of a Melanoma Patient Who Had Previously Progressed
ifferent solid tumor types were eligible , : : : .
Compltes vihout dose-miing orcy Hesnema Renel el Garcnons Rom Sl el o Genee + No dose-limiting toxicity (DLT) ocurred through Phase 1 dose escalation. S —————
* Most drug-related adverse events (AEs) were Grade 1 or 2 except for: BASELINE CT SCAN 8-WEEK CT SCAN 16-WEEK CT SCAN
RP2D AU-007 + SQ Aldesleukin . - ' ' inati ' -
oL Moleor 2 2mard L ROG. 122005 . Grade 3 anemia in one patient who entered study with Grade 2 anemia and had rapid disease progression, Qﬁei?guﬁﬁ_w has a tolerable and manageable safety profile as monotherapy and in combination with low-dose, SQ

Now enrolling only melanoma patients receiving only 2 doses of study drug.
22 patients enrolled « Strong evidence of anti-tumor activity observed in heavily pre-treated patients with tumors that progressed through prior
checkpoint inhibitors, including melanoma (anti-PD-1/CTLA-4 and anti-PD-1/LAG-3 ), RCC (anti-PD-1), bladder cancer

(anti-PD-L1), HNSCC (anti-PD-1), and NSCLC (anti-PD-L1).

« AU-007 + low-dose, SQ aldesleukin continues to demonstrate a unique pharmacodynamic profile in the IL-2 therapeutic
class; decrease in Tregs appears to be a critical determinant of observed efficacy.

» Grade 4 CRS in one patient. It resolved without tocilizumab using steroids, |V fluids, and brief vascular
pressor support. This patient was noted retrospectively to have subclinical elevated IL-6 (5x) serum levels

Nivolumab + RP2D AU-007 + SQ Aldesleukin likely due to an active case of gout at baseline.

RP2D 2L Melanoma n=20 « Grade 3 transiently elevated lipase without clinical symptoms in one patient; resolved without intervention.

9 ma/kg AU-007 IV Q2W + Now open for enrollment as of April 2025 _ _ _
g'kg _ Initial 3 patient safety run-in using 45K 1U/kg aldesleukin « Grade 3 maculopapular rash in one patient that occurred after 6 months on study that resolved with oral
One 135K IU/kg SQ Aldesleukin

. . . . : : * Phase 2 expansion cohorts evaluating the AU-007 + SQ aldesleukin RP2D continue enrolling in cutaneous melanoma and
Loadira D prednisone and then topical steroids. The patient continues on trial.
oading vose

NSCLC.

« An additional expansion cohort is evaluating the combination of AU-007 + a single SQ loading dose of aldesleukin + anti-
PD-L1 avelumab in NSCLC.

* A new Phase 2 cohort is now open and enrolling patients with cutaneous melanoma who have not received a prior

« Grade 3 or 4 transient (3-7 days) lymphopenias that were not associated with adverse outcomes in 6

RP2D AU-007 + SQ Aldesleukin patients. Transient lymphopenia is a known effect of IL-2 treatment as lymphocytes traffic out of blood and
2L PD-L1+ NSCLC n=10 into tissue.

4 patients enrolled

. o _ _ BRAF/MEK inhibitor. This cohort is evaluating AU-007 + a single SQ loading dose of aldesleukin combined with anti-PD-1
Pharmacokinetics < 70-year-old man with large-volume metastatic disease in the retroperitoneum. nivolumab as a second-line treatment.
Avelumab + RP2D AU-007 + SQ Aldesleukin - The patient progressed on prior combination anti-PD-1 and anti-CTLA-4 treatment in December 2023.
2L PD-L1+ NSCLC n=20 . - ineti - ini ' inati : :
e St T e AT T s 2l Gl '\/A\vﬁhoé)(g p;?;gg:&sil;metlc (PK) exposures were comparable from 4.5-12 mg/kg, administered alone or in combination - January 2024, the patient received AU-007 (9 mg/kg) + one 135K IU/kg IL-2 dose.
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9 [RREILES @alliee - The 100% tumor shrinkage continues through Cycle 7, 13+ months on treatment.

* The calculated human half-life is approximately 21 days. Presented at the American Association for Cancer

Research (AACR) Annual Meeting, April 25-30, 2025 via QR code

*Boost IL-2 dosing on Day 1 of each Cycle (Q8W) allowed if tumor volume unchanged or increasing




