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Long-Term Results of ASP-1929 Photoimmunotherapy With Pembrolizumab in Patients with Recurrent/Metastatic Head and Neck Squamous Cell Carcinoma
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BACKGROUND RESULTS

* ASP-1929 photoimmunotherapy (PIT) is a combination of an antibody-drug Baseline Demographics and Disease Status (N=19) Overall Survival in Efficacy-Evaluable Population Best Overall Response (BOR), Survival, and Safety Outcomes by Subgroup
. S . . X . X 104
and uses red-light illumination to activate its tumor-disrupting effects (Figure 1). mos 28.2 months (95% C1 14.6, NE) 0.9 — Negative
Age Median (Range) 63 (44-90) 0.99 12-monthsurvival rate 82.4% (95% CI 54.7,93.9) 08
Sex Male 14(73.7) 0.8 24-monthsurvivalrate  52.9% (95% C1 27.6, 73.0) Patlent number 2 15 07
Figure 1. ASP-1929 PIT Mechanism of Action Race White 14 (73.7) 36-monthsurvival rate 47.1% (95% C1 23.0, 68.0) BOR -§ 0.6
N 0.7 48-monthsurvivalrate  35.3% (95% Cl 11.6, 60.5)
€90 nm. ‘ Tumor illumination with red light Asian 1(53) E d J R 1 3 % 05+
Antibody conjugate ° e Cell membrane Not reported 4(21.1) H 0.6 o . B g 04
}z ?-E ] permeability disrupted 3 o, 034
Infusion into body = o / £coe t 11(s7.9) : 0.5 47.1A’ SD 0 6
| — —_— ] Prior therapy Surgery 17(89.5) E 04 024
N ( o/ ( Radiotherapy 18 (94.7) 3 | ORR 1 4(26.7%) 0.1 o
- ensorec
Light excitable dye* The antibody conjugate Hllumination with non-thermal red light (690 nm] is thought to Systemic therapy 10(52.6) 0.3 | | DCR B I(EEZ) o T T T T T T T T T T T
(IRGye 7000X) binds to cancer antigens result in anti-cancer activity which is mediated by biophysical . | I mOS, months(95%Cl)  NA(G6,NE) 282 (14.6, NE) o & 12 18 24 330 3 a2 a8 sd 60 66
rocesses that may compromise the membrane integrity of cell. Nodal involvement Yes 6(31.6) .2 d -6, -2(14.6, ) .
*A dye that can absorb light to elevate an electron from a ground state to a higher zn:’gy state ety come ! eyt ' 02 | Time to Death (manth from first dosing)
Distant metastasis Yes 1(5.3) | M at risk (cumulative events]
0.14 I I Positive 2 (0) (1) 1) 1(1) 1(1) ) 1) 1y o)
. . . . i " Megative 15(0) 14(1) 13(2) 10(5) &(7) &18) 618 &(8) 39 209 18 om
* Prior efficacy and safety findings from a Phase Ib/Il study (NCT04305795) Primary tumor location Oropharynx 9(47.4) 0.0 I | + Censored . :
. . . . i -0 1.0
conducted in the United States of ASP-1929 PIT plus pembrolizumab in recurrent @il I3 S(E38) T T T T T T 1 T f T T T PD-L1 Expression —1-19
. . 0.8+
and/or metastatic head and neck squamous cell carcinoma (R/M HNSCC) showed Larynx/ Vocal Cords 3(158) 0 6 12 18 24 30 36 a2 a8 54 60 66 Ps1.19 Ps>20 0
s L y . 5 ; . - 054
durable clinical activity and a manageable safety profile after a median follow-up Other 2(10.5) Nt ik (camulati e Time to Death (month from first dosing)
X R 1E0. " y . " " _ at risk (cumulative events| Patient number 9 8 _ 07
of 31.7 month§ (Cognetti D' et al. Head Neck. 2025;48(1):160-174 ). Largest diameter of PIT-treated lesion (mm) Median (Range) 34(12-55) 17(0) 15(2) 14(3) 11(s) (8} 7(9) 7(89) 7(9) 3(0) 2{10) 1{10) o0(10) .
* Current analysis reports efficacy and safety at 53.1-month follow-up and * Other primary tumor sites: nasal wall, nasolacrimal duct For context, 5-year OS rates were 14.4% with pembrolizumab, 16% with izumab plus with BOR $ o
exploratory subgroup analysis by PD-L1 expression, HPV status, and tumor size. ** n = 18; measurement missing for 1 patient 6.5% for cetuximab plus chemotherapy in the KEYNOTE-048study (Tahara, M., et al. Eur J of Cancer. 2025;221(115395)). R 3 1 3 7
. s 04
M ETH Summary of Long-Term Survivors (OS 2 24 months) PR 0 1 3
03
Primarytumor  Tumor size* umber of Best Time to confirmed DOR Post-PIT sb 1 5 0.2
. Race : X 0 (months) i
Study Design (mm) cycles response response months) non-study therapy ORR 3(33.3%) 2(25.0%) 01l
* Phase Ib/Il, single-arm study of ASP-1929 PIT + pembrolizumab Casel 44 Male NA Nasal wall 33 Mo - 10 10 CR** 4.18 32+ 60.16+ NA DCR 4(44.4%) 7(87.5%) 0.0 + Censored
T T T T T T T T T T T
- o 6 12 18 24 30 36 a2 as L] 60 66
ASP-1929 Study Design and Treatment Schedule Case 2 68 Male NA Oropharynx 28 MO 5 2 CR 141 44.34 45.72 NA mOS, months (95% CI) 18.2 (3.6, NE) NA (2.9, NE) ' ) ,
Time to Death (month from first dosing)
Patient population: Case3 67 Male White Oropharynx 13 MO + 3 2 CR 1.38 23.03+ 44.97+ cT,ICl "";‘f:;‘""':‘[;""*;’l';;' J s@ s s am am 1@ 16 1@ o
+ R/M HNSCC 220 (o) T 7 6(2) 53 EL) 3 34 214 14 ol8)
L Cps=1 Case 4 57 Female White Oral cavity 46 MO - 88 1 CR 5.53 16.88+ 52.27+ NA 10
- Measurable disease 5 ize* . -
per modified RECIST Case5 70 Male  White Oral cavity a4 Mo - >1 3 R 145 41.02+ 4336+ NA PIT-Treated Tumor Size 0.9 vt
11
i g“f‘;’“"m Day 1 Day9 Day 22 Case 6 48 Female  Asian Tongue 15 Mo - 35 3 PR 138 2.83+ 55.53+ Wide local resection 0871
T“" us “” Pembralizumab Light illumination Pembrolizumab TGk 9 8 CEE
+ Tumor lesion 200mg IV 200 igati
ibie o light ] G50 nm - Case7 52 Male  White Oropharynx 33 Mo . >20 6 D N/A N/A 28.19 ivizsiiianel a8 BE % 06
illumination mAb, CT BOR s
@ o5
Case8 55 Male  White Oral cavity 55 M1 - 33 6 D N/A N/A 4352+ EGFR mAb, CT, ICI CR 2 2 E o \—]—<
i % 1 0 8
Key Endpoints [=1% [= Case 9 65  Female  White Oral cavity 29 MO - 20 1 PD N/A N/A 28.50+ il PR 03
* Primary endpoints: TEAE, serious TEAEs , ORR h -i:r!.‘. Please scan to view SD 3 3 024
. *The longest diameter of the largest PIT-treated lesion !
Key secondary endpoints: OS, DOR i an actual PIT case ** Patient was assessed with best response of PD but continued receiving ASP-1929 PIT and ultimately achieved a CR at the end of treatment visit ORR 3(333) 2(25.0) 0.1
+ Censored
0.0

DCR 6(66.7) 5(62.5) ¥
Analysis populations : . . . . . . . . : ;
yoIs pop CONCLUSIO mOS, months (95%Cl)  28.2(2.9,NE)  NA(3.6,NE) o & 1 18 2.4 30 3 a2 a8 s 0 66
Time to Death (month from first dosing)

* Safety population: Patients who received either illumination or pembrolizumab

* Efficacy-evaluable population: Patients who had at least one post-baseline tumor  « With an additional 21.4 months of follow-up, 35.3% of 17 patients remained alive at the 4-year mark, demonstrating meaningful long-term survival in a subset ;R:Z;i;ﬁ;ﬁf:i"eda“he"’"ge“dia"‘em”’“he‘arge“ T e s v s am e 4w 2@ we e e
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* The median duration of response was 44.3 months at data cutoff. Safety Outcomes by HPV Status, PD-L1 Expression, Tumor Size

* Responders were alive without receiving subsequent anticancer therapy following study treatment discontinuation, supporting the durability of response.

No distinct baseline characteristics were identified among long-term survivors (2 2 years), suggesting that observed results may not be limited to a clearly

defined patient subgroup.
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* Exploratory analyses showed generally consistent efficacy and safety findings across subgroups defined by HPV status, PD-L1 CPS expression, and baseline Serious TEAE 2(66.7) 10(62.5) 6(60.0) 6(66.7) 4(44.4) 7(77.8)
tumor size, with no new safety signals observed. Serious TEAE related to PIT 0 5(31.3) 2(20.0) 3(333) 0 5(55.6)
* These findings are exploratory and should be interpreted in light of the study's limitations, including the small sample size and limited patient numbers in some Serious TEAE that led to discontinuation 1(33.3) 0 1(10.0) 0 0 0
subgroup analyses. Nevertheless, the results support continued investigation of ASP-1929 photoimmunotherapy in combination with pembrolizumab in the * Lesion size is defined as the longest diameter of the largest PIT-treated lesion.
ongoing Phase 3 ECLIPSE study (NCT06699212). J One patient did not complete PIT because of a cerebrovascular accident (stroke) that occurred after administration of pembrolizumab and ASP-1929 but
before the i ion procedure and had no eated lesion X
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