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Assessments
BaCkg rOund « KRAS G12C mutation status will be assessed locally by a sponsor-approved assay

or, if unavailable, tumor tissue can be submitted for central testing for the neoadjuvant

* KRAS mutations are common oncogenic drivers associated with poor survival in patients with Study design, participants, and treatment treatment and adjuvant chemotherapy pathways; for randomization to investigational
non—small-cell lung cancer (NSCLC)’ adjuvant treatment, central laboratory testing using the Therascreen KRAS RGQ PCR
— KRAS G12C is the most frequently observed KRAS mutation in NSCLC' Figure 2. KANDLELIT-013 study design (NCT07431827) kit will be performed

* Preclinical data showed that inhibition of KRAS G12C promoted a proinflammatory tumor Screening for enrollment Screening for randomization Investigational adiuvant treatment! * PD-L1 status will be assessed using PD-L1 IHC 22C3 pharmDx (Agilent Technologies,
microenvironment responsive to immune checkpoint inhibition2 Carpinteria, CA, USA)

Neoadjuvant treatment pathway

« Calderasib (MK-1084) is a highly potent and specific KRAS G12C-GDP inhibitor (Figure 1)34 N —— Kev eliaibility criteria * Tumor imaging will be performed within 42 days before allocation to the neoadjuvant

: treatment pathway or within 3 months before allocation to the adjuvant chemotherapy
- Previously untreated Pembrolizumab SC * Aged 218 y Arm A th
790 mg Q6W - Completely resected stage II-1IB Calderasib QD PO pathway

Figure 1. Calderasib inhibition of the KRAS signaling pathway? resectable stage II-1IIB

for <2 cycles + . : . : . . . : .
gg‘gg;ggsgl\jg;nous NEELE : %@gc\’gq”amws NSCLE (per Pembrolizumab SC 790 mg « During the investigational adjuvant treatment period, tumor imaging will be performed at

Platinum _ W for < les? i ithi ' '
. KRAS G12C mutation? chemotherapy IV Q3W - KRAS G12C mutation? Q6W for <9 cycles baseline (within 28 days before randomization), every 12 weeks through week 48, then

for <4 cycles® - Received neoadjuvant treatment and every 24 weeks through week 144, and every 48 weeks thereafter

surgery or adjuvant chemotherapy . . . . . .
within or outside of the study® » Patient-reported outcome (PRO) questionnaires will be administered before any other

« Provision of tumor tissue from procedures on days 1 and 22 of each cycle through cycle 15, then on day 1 of every

Key eligibility criteria

Select Combination Opportunities

ST Ry

(Mutated KRAS) v w I . _ . | Adjuvant chemotherapy pathway

Key eligibility criteria Ad SUTgesl] FRsEEon o0 b second cycle thereafter, first with EORTC QLQ-C30 and then with EORTC QLQ-LC24
- Completely resected stage juvant treatment expression assessment
lI-11I1B (N2) nonsquamous Platinum « ECOG PS of 0 or 1 * AEs will be monitored throughout study treatment until 30 days after last study dose
NSCLC (per AJCC v) chemfoth:.-;apybllv Q3w (90 days for serious AEs) and graded in severity according to the National Cancer
» KRAS G12C mutation® o e Stratification factors Institute Common Terminology Criteria for Adverse Events version 5.0
* PD-L1 TPS (<1% vs 1%-49% vs 250%)
* Disease stage (Il vs lll) StatiSticaI anaIySiS
glfr%%f/%fﬂgtgﬁlfcs(E‘g;tthA‘;if‘;evgﬁfé’Vrzztte;?the — « Efficacy will be analyzed in all randomized participants (intention-to-treat population)
» Receipt of neoadjuvant treatment (yes vs no) « Safety will be analyzed in all randomized participants who received 21 dose of study

treatment (as-treated population)

CAMNCER CELL GROWTH ANLER = T ... AJCC, American Joint Committee on Cancer; ECOG PS, Eastern Cooperative Oncology Group performance status; IV, intravenous; PO, orally; Q3W, every 3 weeks; Q6W, every 6 weeks; QD, once daily. . . . .
AND SURVIVAL L B e, 2As assessed locally or by central laboratory. * PROs will be analyzed in all randomized participants who have 21 PRO assessment
= L =  APgr 4 blnvestigator’s choice of cisplatin and pemetrexed or carboplatin and pemetrexed. . . . .
' e cSurgery must occur <20 weeks from the first neoadjuvant dose or <8 weeks from the last neoadjuvant dose. available for the SpeCIfIC end pOIﬂt and who received =21 dose of StUdy treatment (PRO
dScreening for randomization must occur <12 weeks after surgery (following neoadjuvant treatment) or <12 weeks after the last dose of adjuvant platinum chemotherapy. .
eParticipants are permitted for screening if they received off-study neoadjuvant treatment with =3 cycles of platinum chemotherapy Q3W plus 2—4 cycles of pembrolizumab or pembrolizumab SC Q3W or 1-2 cycles of pembrolizumab or fu” anaIyS|S Set)

pembrolizumab SC Q6W per local label or surgery and off-study adjuvant treatment with =3 cycles of platinum chemotherapy.

fThe first dose of investigational adjuvant treatment will be administered <12 weeks after surgery or <12 weeks after the last dose of adjuvant platinum chemotherapy.

9Participants who received in-study or off-study neoadjuvant treatment will receive <7 cycles of pembrolizumab SC. ° DFS, OS, and DM FS W||| be eSt|mated USing the nOn-parametriC Kaplan—Me|er methOd,
*KRAS GTPase cycle based on Liu P, et al. 20192 with treatment differences assessed using the stratified log-rank test; hazard ratios with
95% Cls will be estimated using a stratified Cox proportional hazard model with the
» The phase 1 KANDLELIT-001 study of participants with KRAS G12C—mutated metastatic NSCLC Table. Key eligibility criteria Efron method of tie handling
demonstrated antltumqr activity ar_ld manageable.safety with caldgra_s '.b mon.otherap_y in previously Inclusion criteria Exclusion criteria * LCSS will be estimated using the cumulative incidence function; hazard ratios with
f[reated. disease and W|th.calderaS|b plus pembrolizumab (a PD-1 inhibitor) with or without chemotherapy —— — = — 95% Cls will be estimated using a stratified cause-specific Cox proportional hazard
in previously untreated disease3 gl =l mall-cell lung cancer or, for mixe del with Ef thod of tie hand|
_ S _ _ _ - For the neoadjuvant treatment pathway tumors, presence of small-cell elements, model wi ron metnod or tie handling
— Hepatic toxicity with calderasib plus pembrolizumab was low, with grade =3 treatment-related adverse and a neuroendocrine tumor with « Change from baseline in PRO scores will be assessed with a stratified mixed-effect
events (AEs) of elevated liver enzymes occurring in £10% of participants3 — Previously untreated resectable stage I, IlIA, or I[IB (N2) nonsquamous large-cell components, or sarcomatoid model repeated measures
» Standard of care for resectable stage II-11I1B (N2) NSCLC includes pembrolizumab either as NESLE ([por B v sl _ Between-treatment differences in least-squares (LS) mean change from baseline and
perioperative therapy with neoadjuvant chemotherapy and surgery, or as adjuvant monotherapy — Presence of KRAS G12C mutation as assessed locally or by central laboratory « Received prior anti-PD-(L)1 or anti—PD-L2 95% Cls will be estimated from this model
after surgery and adjuvant chemotherapy, based on benefits observed in the KEYNOTE-671 and — Able to undergo protocol therapy, including necessary surgery, as determined therapy or any agent directed to another _ . . _
KEYNOTE-091 studies6-9 by the investigator stimulatory or coinhibitory T-cell receptor ° Bet;/_veen-ttreatr:nerr:t dlfferﬁ_ncesd in the PRED_ overall lr;npr:fverlrllint rat_e m(ptrogort_lgn tc;f
* MK-3475A (pembrolizumab SC) is pembrolizumab with berahyaluronidase alfa (MK-5180)10 - For the adjuvant chemotherapy pathway . chiﬁi;]/:?a;; ifso? Ncgrédl_iccj:ate to receive gt? ;’:ﬁ”;ggnl\/lsievt\{tir?enaa\{r? dalflulrer:\/ﬁ]esr;noe\{ﬁ:)ad, I\:vr;&ros\’:reataewéig;mting E; Isa?n;e)leus?;eg ©
— Berahyaluronidase alfa, a variant of human hyaluronidase developed and manufactured by — Completely resected stage I, llIA, or llIB (N2) nonsquamous NSCLC _ - - - - 0 - - -
Alteogen Inc. (Daejeon, South Korea), enables subcutaneous (SC) administration of pembrolizumab'0 (per AJCC v9) ‘ Z?C::i\;ed}?gzgreatment with an agent ;r;ee?(\;eciagi;rggr;\(?nrr:; (t)(gaé? %?gngpzsrtg?‘ztizgfsgi 95% Cl will be provided using
* The phase 3 KANDLELIT-013 study is evaluating adjuvant calderasib in combination with — Presence of KRAS G12C mutation as assessed locally or by central laboratory g .g _ . Safety will be analyzed with descriptive statistics
pembrolizumab SC in participants with completely resected, stage IA-IIIB (N2), KRAS G12C—mutated _ Al e et et peimmdeess dhamaiieEmng S8 wik o suisies * Active inflammatory bowel disease B - | | ]
NSCLC following receipt of either neoadjuvant pembrolizumab plus chemotherapy or adjuvant resection réquiring Immunosuppressive — For specific AEs that meet prespecified threshold rules, point estimates and 95% Cls
chemotherapy _ o _ medlcat.lon or a history of inflammatory for between-treatment differences in the percentages of participants with events will
- For the investigational adjuvant treatment bowel disease be provided using the Miettinen and Nurminen method

— Completely resected stage I, llIA, or 1B (N2) nonsquamous NSCLC « Active autoimmune disease that
ectlives (per AJCC v9) required systemic treatment <2 y before
j randomization Current Status

— Provision of tumor tissue from surgical resection for assessment of PD-L1

Primary expression » Diagnosis of immunodeficiency or _ _ _
] . ] . . ] . ) i receiving chronic Systemic steroids <7 d * Enroliment began in March 2026 and is planned across 210 sites gIOba”y
» Evaluate disease-free survival (DFS), defined as the time from randomization to any recurrence, — Provision of tumor tissue demonstrating the presence of a KRAS G12C -
. : : tati db tral laborat before first dose of study treatment
occurrence of new primary NSCLC, or death due to any cause, as assessed by the investigator mutation assessed by central laboratory ; f f
: : ,  History of noninfectious pneumonitis Plain language
Secondary B Ezzﬁnﬁdczg;gﬁ)é%rp?ﬁ study neoadjuvant treatment and surgery or adjuvant or interstitial lung disease that required Copies of this poster Poster presented Poster slides summary
. . . . . . : " presentation, poster slides, .
e Evaluate overall survival (OS), defined as the time from randomization to death due to any cause s _ _ster0|q§ or actlvc? pneumonitis or and the plain language ml u
- _12 wk between the surgery after neoadjuvapt tregtmgnt or thg last dose of interstitial lung disease summary obtained through 5
e Evaluate adjuvant chemotherapy and the first dose of investigational adjuvant treatment - : : Quick Response (QR) Code
_ _ _ _ _ _ _ _ « Additional mallgnancy that is are for personal use only
— Distant metastasis—free survival (DMFS), defined as the time from randomization to the first — ECOG PS of 0 or 1 progressing or that required treatment ar_1tcri] may not _be_rep;oduciﬁd
documented distant metastasis or death due to any cause, as assessed by the investigator : <3 v before randomization WIEHOUT permission from the ' ' '
- | | | 7 — Adequate organ function y authors of this poster. https:/bit ly/4fbeyd2 https://bit ly/AxgEOSP https:/bit.ly/4fyWpVD
— Lung cancer—specific survival (LCSS), defined as the time from randomization to death due to lung
cancer .
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