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CheckMate-816: Only Pre-op Tx
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CheckMate-816: pCR by PD-L1
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CheckMate-816: pCR after neoadjuvant chemo +/- 10

3 year outcomes by pCR status

90% 3-year EFS >95% 3-year OS
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So we gave induction therapy,
now what?




CheckMate-816: Lack of pCR after neoadjuvant chemo +/-10

3 year outcomes by pCR status

<50% 3-year EFS rate
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Periop Trials

Keynote 671 Checkmate 77T

Pembrolizumab 200 mg IV Q3W
+

y Eligibility Cisplatin and Gemcitabine® Pembrolizumab 200 mg IV Q3W ey etigibillty criteriz
Key Eligibility Criteria ISpiatin ani & emciiabine gl R i « Resectable, stage IIA (> 4 cm)-1IIB NIVO 360 mg Q3W  [STE, Surgery
» Pathologically confirmed, L . for up to 13 cycles (N2) NSCLC (per AJCC 8th edition) + restaging | (within 6 weeks NIVO 480 mg Q4W

resectable stage Il 1A, or Il Cisplatin and Pemetrexed + No prior systemic anti-cancer chemod Q3W post-neoadjuvant (1 year)

(N2) NSCLC per AJCC v8 for up to 4 cycles treatment N = 461 (4 cycles) treatment)
+ No prior therapy * ECOG RS 01 Follow-up

+ No EGFR mutation/known ALK —

* Able to undergo surgery Placebo IV Q3W alterations®
* Provision of tumor sample for - + . PBO Q3W Radiologic Surgery

PD-L1 evaluation® Cisplatin and Gemcitabine® S Placebo IV Q3W Stratified by + restaging | (within 6 weeks PBO Q4W
. or histology (NSQ vs SQ) post-necadjuvant 1 vear
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Periop Trials: EFS
Keynote 671 Checkmate 77T
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Adjuvant 10 after neoadjuvant chemo-|O: \@JS
. . =Y
Is it feasible?

Keynote 671 pembrolizumab 73% 48%
AEGEAN? durvalumab 66% Not mature
Checkmate 77T3 nivolumab 62% Not mature
NEOTORCH?* torpalimab 71% NR
(Rationale-315)° tislelizumab 74% 52%

"Wakelee H, et al. NEJM

°Heymach J, et al. NEJM

3Cascone T, et al. ESMO 2023

4Lu S, et al. JAMA. 2024;331(3):201-1
SYue D. et al. EMSO Virtual Plenary 2024
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Periop vs Preop: Doesn’t look that different at a quick glance

NIVO + chemo Chemo
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Event-free Survival (%)

Adjuvant 10 after neoadjuvant chemo-lO: perhaps some legs
in PD-L1 neg group

100 o T W
%0 E‘MJ%[ Pembrolizumab group, with pathological EFS b! ECR
3 | | N T Y I | complete response
80 1004
70 Placebo group, with pathological %o :‘.1 chemo/NIVO (pCR)
complete response 80 N
60 o
50 Pembrolizumab group, without 'QLO*
pathological complete response —~ 60+ ot o, BEE. —_
40— & I benemo NIVO + chemo/NIVO (no pCR) &
Placebo group, without s e i
304 : i i D e —B — —08 — — @9 Ll
pathological complete response 40
204 HR (95% CI)
NIVO + chemo/NIVO  Lhemo/FEU (no pLiy
104 Hazard ratio among those with pathological complete response, 0.33 (95% Cl, 0.09-1.22) 20- vs chemo/PBO
Hazard ratio among those without pathological complete response, 0.69 (95% Cl, 0.55-0.85) pCR2 0.33 (0.08-1.37)
0 T T T T T T T T 1 No EE'LBE‘ 0.79 t058'106}
0 6 12 18 24 30 36 42 48 54 0 i f i i i i .
Niiopiie 0 6 12 18 24 30 36 42
Months from randomization
KN671 - outcomes by pCR status CM77T - outcomes by pCR status
'"Wakelee H, et al. NEJM
2Cascone T, et al. ESMO 2023
TASLC | Résociation - : ,
FOR THE STUDY Speaker: Jamie Chaft, MD - MSKCC @ChaftJamie @TLCconference #TexasLung24

@Ga—‘ OF LUNG CANCER
Conquering Thoracic Cancers Worldwide



Do we need 10 after neoadjuvant chemo-lO?

We don’t know...

 No comparative studies

« CMB816 looks a lot like the periop studies

« 1 year of adj therapy: added risks, added cost, life/work interruptions

Observation

chemo-10

‘ Induction
X 3-4 cycles

Resectable St I1-11]
(EGFR/ALK neg)

path response
assessment
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We’re doing better,
but we aren’t curing enough
patients...
what’s next for patients without
PCR from induction chemo-lO?
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