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C-POST study of adjuvant cemiplimab for high-risk cuta
carcinoma (CSCC): Disease-free survival (DFS) analyse

and per start time after radiotherapy.

Methods: C-POST phase 3 trial

Part 1 .
(double-blind)

L ]

SP’-(TLIGHTS

Cemiplimab
700 mg IV
Q6W for 36 weeks*

Cemiplimab
350 mg IV
Q3W for 12 weeks*

If recurrence

Surgery, with  Completion of
high-risk - post-operative

features radiotherapy Placebo

v

Placebo
\Y)

Q3W for 12 weeks* Q6W for 36 weeks*

If recurrence
+ Tumor location: Head & neck vs non-head & neck
« Geographic region: N. Amarics ve AUS/NZ va ROW
= High-risk category: nodal vs non-nodal
» ECOG pearormance score. 0 vs 1
* History of CLL: you va no

Primary endpoint: Disease-free survival (DFS)

*Original regimen was Q3W only. Starting with protocol amendment 2 (Jun 2021), the
regimen was Q3W start / Q6W switch, as shown in the diagram.
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Treatment until disease progression, unacceptable toxicity, withdrawal of consent, or death
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and per start time after radiotherapy.

Methods: High-risk criteria

Nodal and non-nodal high-risk criteria*

Nodal disease In-transit metastases m Recurrent CSCC

Skin or subcutaneous Ciinical'anilor CSCC that arises within
ECE with 21 node metastases >20 mm from : R ; . the area of previously
220 mm' OR 23 nodes the primary lesion but Mo 1488190 O tortca resected tumor, plus
regardless of ECE not beyond the regional Mcivament of Ransior SKull Rase 21 additional fe'ature:
nodal basin named nerves
« 2N2b disease associated with the
recurrent lesion
* Nominal 2T3

« Poorly differentiated histology and
recurrent lesion 220 mm diameter

*High-risk CSCC with both nodal and non-nodal features was categorized as high-risk nodal disease.

ECE, mtracapsuber extonson.
1. Connelly et al. Proc ESTRO 2025 £25-1045.
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C-POST study of adjuvant cemiplimab for high-risk cutaneous squamous cell

carcinoma (CSCC): Disease-free survival (DFS) analyses per high-risk criteria

and per start time after radiotherapy.

Disease-free survival

i

1.0 4 92.4%
0.8 - :
rd E
o ] ?
% 06- ' i
3 04 - é |
& H E E Evants, n 24 65
— Cemiplimab : : | | Median oFS, NR (NE-NE)  49.4 (48.5-NE)
0.2 - H ! : months*
~— Placebo E | b | HR (a5 ciype 0.319 (0.1998-0,511)
+ Censored E E E P-value®? <0.0001
o 1 1 i I 1 i 1 ! i 1 1 I | 1 1
0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60
Month
No. of patients at risk:
Cemiplimab 209 172 157 132 116 104 83 66 47 33 27 22 9 6 1 0
Placebo 206 161 130 94 82 69 53 42 36 26 24 18 10 4 0

NE, not evaluale. NR, not

achad.
Based cn Kapian-Meler method, 'Swatified by anatomic region of resectad high-risk tumor & geographical regen, ‘Based on stiratlled proporsonal hazards model YTwo-sided Pvalue. Significance threshold set 1o 000455 using the O'Brien Flemeng alpha spending Anction.
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BACKGROUND RESULTS

Patients with CSCC who are at high risk of disease recurrence after surgery and adjuvant RT need effective adjuvant systemic treatment options’ « As of April 7, 2025, median duration of follow-up was 30 months
Cemiplimab is approved in many countries for use across multiple solid tumor types, including in adult patients with locally advanced or metastatic CSCC who are + Among 415 patients (cemiplimab, n=209; placebo, n=206) randomized, the DFS HR was 0.35 (95% Cl, 0.23-0.55)
not candidates for curative surgery or RT; cemiplimab is also approved in multiple countries for the adjuvant treatment of adult patients with CSCC at high risk of B o
DFS per high-risk criteria
[ecdnencejafier surgeryjand Rl + The most common high-risk criterion was nodal disease with ECE, present in 48.4% of patients
The C-POST trial (NCT03969004) evaluated cemiplimab as an adjuvant therapy for the treatment of patients at high risk of CSCC recurrence after surgery and RT* . DESwas improved wigh Somiplimabys placeboacross all b h»risi(F::ate ofies ir'lcla dinp both nodal and non-nodal criteria (Figure 2)
+ At primary analysis, DFS was superior with adjuvant cemiplimab vs placebo (HR, 0.32; P<0.0001); safety profile was consistent with the known safety of P P R P 9 9 & 9 9

cemiplimab in advanced solid malignancies® DFS per the interval b I of adj RT and study randomization
+ Results from the study supported the approval of adjuvant cemiplimab in this patient population?? + The median time from completion of adjuvant RT to study randomization was 5.65 weeks
+ Additional analyses were conducted to evaluate the effect of each high-risk criterion and the interval between completion of adjuvant RT and study + The interval between adjuvant RT completion and study randomization did not impact the DFS benefit of cemiplimab vs placebo (Table 1)
randomization on clinical outcomes Safety

+ At 30-month follow-up, the overall incidence of any-grade TEAEs was comparable in the cemiplimab and placebo arms, consistent with the results from primary

OBJ ECTIVE analysis (Supplementary Table 1)

+ With approximately 6 months of additional follow-up (data cutoff: April 7, 2025) in C-POST, we present the exploratory analyses of DFS based on the Figure 2. DFS per high-risk criteria
following factors:

« High-risk criteria High-risk criteria® Cemiplimab, n/N (%) Placebo, n/N (%) HR (95% C1)
. - i Py Nodal
Interval between completion of adjuvant RT and study randomization Cob il st iode 0 i
Yes 14/105 (13.3) 27/96 (28.1) —o— 0.44 (0.23-0.84)
METHODS No 15/104 (14.4) 41/110(37.3) o 0.31(0.17-0.57)
23 nodes
« Patients were randomized 1:1 (N=415) to adjuvant cemiplimab or placebo Yes 7/34 (20.6) 18/37 (48.6) e 0.34(0.13-0.92)
« Patients received cemiplimab 350 mg or placebo Q3W for approximately 12 weeks, followed by cemiplimab 700 mg or placebo Q6W for 36 weeks for a total No 22175 (12.6) 50/169 (29.6) r—i 0.37(0.22:0.62)
planned treatment duration of 48 weeks (4 cycles; cycle length = 12 weeks) ""I"“' ’:;’::s'" e
« All patients had high-risk CSCC defined by nodal and/or non-nodal features (Figure 1) Yes 2120 (10.0) 9/21 (42.9) — 0.07 (0.01-0.58)
% 5 No 27/189 (14.3) 59/185 (31.9) o— 0.38 (0.24-0.60
Figure 1. Nodal and non-nodal high-risk criteria T4 lesions ¢ )
Yes 6/17 (35.3) 5/16 (31.3) I 0.58 (0.16-2.11)
$ - B B, - e
2 £ A Perineural invasion
disease metastases invasion Ccscc Yes 3/32(9.4) 8/32 (25.0) o ! 0.27 (0.07-1.04)
: o ; No 26/177 (14.7) 60/174 (34.5) [P 0.36 (0.22-0.57)
e Skinor suboutaneous Cilncal anor TedaciaT o s 7 M e Repe G
>1 node 220 mm metastases >20 mm from e i . 5 . = . ; - Yes 9/55 (16.4) 22/50 (44.0) te— 0.19 (0.08-0.45)
OR the primary lesion but not radiologic Invasion of cortical « 2N2b disease associated with the recurrent lesion No 20/154 (13.0) 46/156 (29.5) I 0.38 (0.23-0.65)
>3 nodes regardless beyond the regional flnvol\:;ment bone or skull base + Nominal 2T3 ' _ 2N2b
of ECE nodal basin of named nerves « Poorly differentiated histology and recurrent lesion Yes 2/17(11.8) 4/13 (30.8) —h 0.10(0.01-1.18)
220 mm in diameter No 27/192(14.1) 64/193 (33.2) o 0.37(0.23-0.58)
Nominal 2T3
o Yes 5/37(13.5) 15/29 (51.7) jo—i 0.10 (0.03-0.37)
« Tumors had to meet 21 high-risk criteria No 24/172 (14.0) 53/177 (29.9) o—f 0.40 (0.25-0.65)
« Study randomization occurred within 2-11 weeks after completion of adjuvant RT Poorly differentiated histology
- DFS exploratory analyses were performed based on the following factors: Yes 4/16 (25.0) 4/13 (30.8) ' | 0.75(0.16-3.60)
N Hichriskcnteria prosantadin Flgure 1 No 25/193 (13.0) 64/193 (33.2) o 0.33(0.21-0.52)
T T T

« Interval between completion of adjuvant RT and study randomization (2-6 weeks vs >6 weeks) 0 1 2 3
The treatment effect on DFS was assessed in a stratified Cox proportional hazard model as the interaction between each criterion and treatment

*Tumors had to meet 21 high-risk criteria. "With 21 additional high-risk criteria.

Table 1. DFS per start time after adjuvant RT

Parameter Cemiplimab, n/N (%) Placebo, n/N (%) HR (95% CI)
ing: Interval between prior RT and study randomization
Scan the QR code to access the supplementary information and a Presented at lg:ASCO I2L02ussﬁtmual Meeting; B dy
copy of the poster. Copies of this poster obtained through Quick v 'Zc;_g"- S 2-6 weeks 17/117 (14.5) 37/112 (33.0) 0.39 (0.22-0.70)
Response (QR) Code are for personal use only and may not be ay 29-June 2, 2026 >6 weeks 12/91 (13.2) 31/93 (33.3) 0.36 (0.19-0.71)
reproduced without permission from ASCO® or the author of this
oster.
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C-POST study of adjuvant cemiplimab for high-risk cutaneous squamous ce [
carcinoma (CSCC): Disease-free survival (DFS) analyses per high-risk criteriz
and per start time after radiotherapy. |
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CONCLUSIONS

« Long-term follow-up (median, 30 months) of the phase 3 C-POST study showed continued DFS
benefit with adjuvant cemiplimab vs placebo (HR, 0.35) in patients with high-risk CSCC

« In the exploratory analyses, adjuvant cemiplimab demonstrated a DFS benefit vs placebo
across all high-risk categories

« A consistent benefit of cemiplimab was observed regardless of whether the interval between
adjuvant RT completion and randomization was 2-6 weeks or >6 weeks
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