Clinical Activity and Safety of SYNC-T Therapy SV-102 in Patients with Metastatic Prostate Cancer
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BACKGROUND ’gi{ RESULTS
KEY TAKEAWAYS

= Conventional systemically administered immunotherapies for metastatic prostate cancer have limited efficacy and RESPONSE SUMMARY Table 1. Subject Characteristics Table 2. Overview of Prior Therapy
significant rates of severe immune-related adverse events, especially when two or more drugs are combined. = Eight patients (53%, the two-sided 95% confidence SYNC-T SV-102 first in human study achieved proof of concept, demonstrating that
= SYNC-T is a novel in situtherapy that synchronizes the location of tumor antigens, the SV-102 immunotherapy drug. interval (Cl), 29 to 79) demonstrated a complete Baseline Characteristics (n=15) Prior Therapy (n=15) combining partial oncolysis with a multi-target immunotherapy can effectively generate a
and immune cells in the tumor microenvironment and locoregional lymph nodes. response (CR) systemic anti-tumor immune response in metastatic prostate cancer
- Fi i i i White 9 (60%) d i i
= SYNC-T Therapy is initiated with partial oncolysis of a target tumor to release patient-specific tumor antigens, Five plclu’rlen’rs had a pqg';; resf|0807r;se (PR) with an _ : : N ADT qr\d/or 2" generation anti-androgen 15 (100%) . . :
followed immediately by intratumoral infusion of SV-102, leading to immune system education, T cell activation and overaliresponse rate (ORR) oress Demographics _Hispanic 5 (33%) or subject refused Robust clinical activity: 87% overall response rate (ORR) with 53% complete responses (CR).
a systemic anti-tumor immune response. * Among 15 patients, 3 have died resulting in 80% Black 1(7%) including complete resolution of widespread bone metastases in 54% of patients
SV-102 is d q ol N ¢ dof 4 N oD-Tinhib survival with 17 months median follow-up A odior: 1 (R 29-78) Chemotherapy 3 (20%)
. -102 is designed to target multiple mechanisms of cancer, comprised of 4 active immunotherapies: a PD-1inhibitor } . . 0 ge edian: ange: 49- _ ! o
(abazistobart), CTLA-4 inhibitor (futermestotug). CD40 agonist (ciltistotug). and TLR9 agonist (sitmutolimod). At baseline, 13/15 pa’rlen’r.s (87%) I':cd skeletal PS-0 7 (47%) Radiation Therapy S (33%) Favorable safety profile: Predominantly Grade 1 or 2 adverse events (95%) due fo low dose
metastases (range 1-54); 5/13 (38%) had >20 bone 0 and minimal systemic drug exposure, despite infusion of 4 potent immunotherapies
= Herein we report on the first 15 subjects treated with SYNC-T Therapy SV-102. metastases. After therapy. all bone metastases ECOG PS-1 7 (47%) Immunotherapy 2 (13%)
resolved in 7/13 (54%) patients when visualized by PS—2 1 (6%) I tive th ti h: Svnchroni the | ti £ batient ific t
bone scan and/or PSMA PET scan. . A nnovative therapeutic approach: Synchronizes the location of patient-specific tumor
gg METHODS Bone Mets 13 (87%) antigens, immune effectors, and SV-102 immunotherapy at the tumor site and in lymphatics
STUDY DESIGN & KEY ELIGIBILITY CRITERIA Next steps: Multi-center LEGION-100 Phase 2 trial (NCT06533644) is enrolling in the U.S.
= 15 patients with metastatic prostate cancer (10 had failed hormone therapy and 5 had refused hormone therapy) Figure 3. RECIST 1.1 Assessment Table 3. Summary of Best Response Table 4. Summary of Key Results
were recruited into a single-arm Phase 1study (NCT05544227) .
= Primary objectives included safety and toxicity, with secondary objectives to assess efficacy and pharmacokinetics % Best Response in Evaluable Subjects (n=15)" Summary of Key Results In Months (n=15)
= All were treated and evaluable and received the same dose of SV-102 g4 weeks for up to 12 cycles (median = 6). = SAFETY & TOLERABILITY
[ ] o . . . T . .
= For each cycle a single tumor site was treated, and the primary prostate tumor was targeted in all subjects 85 Disease Control Rate 15 (100%) Median Time to Response (range) 2.9 (1.8-4.8) = SYNC-T demonstrated the ability to target multiple cancer mechanisms while avoiding systemic autoimmune
N - : : : . : > side effects
= Combination therapy utilizes partial oncolysis of a target tumor with the infusion of SV-102 fixed dose of 15 mL E Complete Response 8 (53%) . - he th l=tol d with ad . _
= Baseline imaging of bone scan and/or PET/CT, and MRI of prostate ° ? a ?Aedlou; Duration of Response 12.1(1.1-22.4) ) Ihe ' erc:pty V\;O:/W(ef :Z erate (;V”d G] verzse ever;’rs (AE) |nll3fpo’r|en’rsd h ¢
g i % range - iori % ’ ;
- Response assessment every 8 weeks 5 § I Partial Response S (33%) Jd e majority ( )o s'were radelor 2 , mos con.m.non y fever an .efno uria |
. Durability of r nse m red 12 ks after completion of ther Ga Stable Disease 2 (13%) . = There were two Grade 2 immune-related AEs of hepatitis and hypothyroidism and two Grade 3 AEs of urinary
urability of response measured every 12 weeks after completion of therapy £ @ Median rPFS (range) 14.2 (4.8-24.1) retention and spinal cord compression
= Key Inclusion Criteria: Hisfologicql.ly confirmed metastatic prostate cancer, foilt:lre of previous freatment with one £ Progressive Disease 0 (0%) = No Grade 4 or 5 TEAEs
or more approved second-generation androgen-receptor-pathway inhibitors with or without prior chemotherapy - . . . | Median OS (range) Not Reached
or refused hormone therapy. and measurable disease by RECIST 1.1 criteriq, soft-tissue disease that can be o wgb oS S wg\ «»""' R S I I Overall Response Rate 13 (87%) (6.1-24.6) _
targeted by SYNC-T Therapy %\\@é :4 :@:\\ %4:4 :4“4":4":4 :4 0940\\:40 Table 5. Overview of Treatment Emergent Adverse Events
= Key Fxcluspn Criteria: Knpwn other primary malignancy oTher than prostate cancer that is progressing or has *Independent radiological review completed on 5/24/2025 reported ORR of 87%, CR of 40% and PR of 47%
required active treatment in previous 3 years, obstructed urinary system before or after stenting, or undergone All TEAEs Grade 1+2 Grade 3 Grade 4/5
_ , i o : ; Treatment Emergent Adverse Events (TEAES) o
major surgery or local prostate intervention within 28 days prior to first SYNC-T cycle N (%) Events TEAEs TEAEs TEAEs
Figure 4. Subject SV-102-09: Complete Response and Complete Resolution of > 50 Bone Metastases Figure 5. Increase in Frequency of New T Cell Clones Anemia 1671 1(6.7)1 0 0
Figure 1. Phase 1 Study Design Chest Pain 1(6.7)1 1(6.7)1 0 0
15 Vertigo 1(6.7)1 1(6.7)1 0] 0]
® o ® ® ® ® 14 Hypothyroidism 1(6.7)1 1(6.7)1 0] 0]
! Pre-P-rocedure | Imaging before ' Imaging after Cycle i Imaging Before ' Imaging after Cycle : 13 Polydipsia 1(6.7)1 1(6.7)1 0 0
; Imaging : Cycle 2 : 2 / Before Cycle 3 ! Cycle 4 : 4 | Before Cycle 5 ' 12 Diarrhea 2 (13.3) 2 2 (13.3) 2 0 0
A s B A L A a4 5 1 Rectal Discomfort 1(67)1 1(67)1 0 0
S 10 Vomiting 2(133) 2 2(13.3) 2 0] 0]
» 9 Fever 3(20.0)4 3(20.0)4 0 0
7 Fatigue 1(6.7) 2 1(6.7) 2 0 0
6 COVID-19 1(6.7)1 1(6.7)1 0 0
3 o
" If Complete Response " If Complete Response | | | | | | | Right Shoulder Fracture 1(6.7)1 1(6.7)1 0] 0]
‘ no treatment . no treatment 0 100 200 300 400 500 600 Hepatic Enzymes Increased 1(6.7) 1 1(6.7) 1 0 0
Low back pain 1(6.7)1 1(6.7)1 0 0
Number of Expanded T Cell Clones MYGlgiGS 1(6.7) 2 1(6.7) 2 0 0
Skin Squamous Cell Carcinoma 1(6.7)1 1(6.7)1 0 0
SYNC-T THERAPY SV-102 PROCEDURE OVERVIEW SYNC-T therapy induced a robust peripheral Spinal Cord Compression 1(6.7)1 0 1(6.7)1 0
May POST-THERAPY. December - May POST-THERAPY. . polyclonal T cell expansion, which increases after Hematuria 4(26.7) 4 4(26.7) 4 0
= Utilizing a proprietary needle-like immunotherapy delivery device, partial oncolysis is performed via a proprietary 2023 coronal PSMA 2023 coronal PSMA PET/CT 2023 sagittal PSMA December 2023 sagittal additional treatment cycles Urethral Discomfort 1(6.7)1 1(6.7)1 0
freeze-thaw method that disrupts tumor cell membranes, resulting in immunogenic cell death and the release of PET/CT shows extensive shows complete resolution PET/ CT shows PSMAPET/CT shpws ¢ Data shows expanded TCRB clones associated with Urinary Hesitancy 167)1 167)1 0
damage-associated molecular patterns (DAMPs) and patient-specific tumor antigens. bone metastases of all bone metastases extensive bone complete resolution of all known MHC-restricted tumor antigens Urinary Retention 2(133) 4 167)3 161 0
T : L : : : : (greater than 50) metastases bone metastases - : :
= Next, the combination immunotherapeutic SV-102, which is designed to target multiple cancer mechanismes, is 9 SYNC-T therapy may drive a positive selection of Urinary Tract Infection 2(13.3) 2 2 (13.3) 2 0 0
infused through the same needle delivery device directly into the tumor in the zone of oncolysis. polyclonal responses against some tumor antigens Diaphoresis / hyperhidrosis 2(13.3) 2 2(13.3) 2 0 0
= The infusion functions to synchronize the location of the SV-102 immunotherapeutic with patient-specific tumor . : , , Rash 2(13.3) 2 2(13.3) 2 0 0
antigens and immune cells in the locoregional tumor microenvironment (TME) and draining lymph nodes. Figure 6. Anti-Tumor Cytokines are Rapidly Induced by SYNC-T Therapy Perineal Hematoma 1(6.7)1 1(6.7)1 0] 0]
IFN-y TNF-a IL-6 -~ 5V-102:01
Figure 2. SYNC-T Therapy SV-102 Procedure Steps 30+ 3.0- 15- W SV-102-02
A & svi020s b4 CONCLUSIONS AND ADDITIONAL INFORMATION
IMMUNE SYSTEM IS o _ ¥ Svao2od
o FREEZING OF A a :\Z‘SETSI'%::ESTVI;L% DRUG AND TUMOR o EDUCATED TO RECOGNIZE 2 2 m z ;::gzg: = Pro-inflammatory cytokines increase during the
- AND ATTACK CANCER g 2 104 -102- -
PORTION OF TUMOR PATIENT-SPECIEIC fggﬁgg imgc‘@?\rfgg THROUGHOUT THE BODY E 5 g 10 IF SV-102.07 first 24 hours after SYNC-T Therapy CONCLUSIONS
TUMOR ANTIGENS B . 0 THE IMMUNE SYSTEM ¥ w © = - SV-102.08 S : = These data demonstrate an initial proof of concept that
RELEASED | = 5 kS S SV-102-09 = IFNy, TNFa and IL-6 all show significant increases SV-102 can be safelv administered. and metastatic
oo o ® ..~ O Py 5 I < & -9~ SV-102-10 from pre-treatment y . ' ) .e
e, CIARIPE A\ g H g - SV-102-11 prostate cancer can be effectively treated by viaa l.
« e + 20° 0 o N * et — i £ = —k-  SV-102-12 combination of partial oncolysis and intratumoral infusion
° . ,° Y = == SV-10213 .
Sl oo ¥ e §V-102-14 = SYNC-T Therapy SV-102 has an acceptable safety profile -l
TUMOR o - SV-102:15 = LEGION-100, a multi-center Phase 2 trial is currently E i
TUMOR . .
enrolling in the US (NCT06533644). F
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