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Background Figure 2. MountainTAP-29? phase 2/3 study design Study sites and dates

e Immune checkpoint inhibitor-based regimens with or without platinum chemotherapy (chemo) are the Phase 2 Phase 3 e MountainTAP-29 is enrolling patients in 261 study sites globally (Figure 3)
standard of care (SOC) for first-line (1L) treatment for metastatic non-small cell lung cancer (NSCLC), e Study start date: January 2026
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e Methylthioadenosine phosphorylase deletion (MTAP-del) is present in approximately 13% of NSCLC (1 cycle of SOC before randomization Navli + chemo®e + pembro (MountainTAP-30)
tumors and across 10%-15% of solid malignancies overall and has been linked to poor prognosis and is permitted)b
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— Notably, homozygous MTAP-del has been associated with inferior survival with SOC therapy in NSCLC, » Confirmed homozygous MTAP-del
with median OS of 11.2 months vs 16.3 months in MTAP-wild-type (WT) NSCLC? e Known EGFR, ALK, ROS1 WT¢

o Navlimetostat (Navli; BMS-986504/MRTX1719) is a first-in-class methylthioadenosine (MTA)-cooperative
protein arginine methyltransferase 5 (PRMT5) inhibitor designed to selectively target the PRMT5-MTA

e At least 1 measurable lesion per RECIST v1.1
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Figure 1. Navlimetostat (Navli; BMS-986504) mechanism of action 5
1. Normal healthy MTAP-wild type cells
t\“‘k | &m aNCT07063745. "Phase 2: SOC is defined as chemo with or without anti-PD-(L)1 therapy (Q3W regimens preferred). Phase 3: SOC is defined as pembro + chemo. “Patients with NSQ histology with documented targetable oncogenic mutations or AGAs (eg, EGFR, ALK, ROS1) eligible for an
& o MTAPd g et'; dah binds to . approved targeted therapy in 1L, as deemed appropriate by the investigator will be excluded. Patients with NSQ histology with unknown actionable AGA status of EGFR, ALK, and ROS1 will be excluded. NSQ = carboplatin AUC 5 or cisplatin 75 mg/m? IV Q3W for up to 4 cycles and pemetrexed
K*&_,&i(ﬁ cancercellsli, © '} , forming tostat binds 500 mg/m? IV Q3W for up to 4 cycles + optimal maintenance. SQ = carboplatin AUC 5 or 6 IV Q3W for up to 4 cycles and paclitaxel 175 or 200 mg/m? IV Q3W or nab-paclitaxel 100 mg/m? IV on days 1, 8, and 15 of each 21-day cycle for up to 4 cycles. ¢Treatment will continue until disease
i S = to and inhibits thle progression (per RECIST v1.1), up to 2 years, unacceptable toxicity, start of subsequent anticancer therapy, death, patient withdrawal of consent, or conclusion of the study, whichever occurs first. Patients with radiographic disease progression assessed by investigator may be permitted to
p, 8 complexes* = S continue treatment beyond progression at the discretion of the investigator. fPembro 200 mg IV Q3W for up to 2 years. AGA, actionable genomic alteration; AUC, area under the curve; ECOG PS, Eastern Cooperative Oncology Group performance status; IV, intravenously; NSQ, nonsquamous;

Precision Q3W, every 3 weeks; R, randomized; RECIST v1.1, Response Evaluation Criteria in Solid Tumors version 1.1; SQ, squamous.
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" e MountainTAP-29 (NCT07063745) is a global, operationally seamless phase 2/3 study comparing Navli : 5 = Thailand
' e + chemo + pembro with placebo + chemo + pembro in patients with untreated metastatic NSCLC with Primary * PFS by RECIST v1.1 ‘ gl;S by RECIST v.1.1
. homozygous MTAP-del (Figure 2) °
= b MTAP deleted
A e complex | cancer cells dle | | | Secondary + ORR, DCR, DOR, and TTOR by RECIST v1.1 + ORR, DCR, and DOR by RECIST v.1.1 B 5l My Coech Republic g Denmark
— After all patients have completed approximately 6 months of follow-up, the safety and efficacy data . Safety « PFS by RECIST v.1.1
from phase 2 will be reviewed and utilized to select the dose of Navli to be used in phase 3 PFS2 by RECIST v.1.1 2= Greece m HuNgary BNy
e Key inclusion and exclusion criteria are listed in Table 1 Exploratory e OS Safety m Poland B B romania Spain
e Study endpoints are listed in Table 2 ORR, DCR, and DOR by RECIST v.1.1
MTAP is commonly : - complex: is an essential enzyme for CBR and TTOR by RECIST v.1.1 E= United Kingdom
co-deleted with the tumor a novel cancer-specific synthetic lethal cell survival; its inhibition in HRQOL 21O
suppressor gene, CDKN2A target in MTAP-deleted cancer cells MTAP-deleted cancers leads to cell death
Table 1. Key inclusion and exclusion criteria aln phase 3, PFS and OS are dual primary endpoints. Oceania
CBR, clinical benefit rate; DCR, disease control rate; HRQOL, health-related quality of life; PFS, progression-free survival; PFS2, progression-free

Inclusion criteria ‘ Exclusion criteria survival 2; TTOR, time to objective response.
Histologically confirmed diagnosis of metastatic « NSQ histology with documented targetable oncogenic References Acknowledgments
NSCLC mutations or AGAs (eg, EGFR, ALK, ROS1) eligible for S t d t t t 1. Gandhi L, et al. N Engl J Med 2018;378:2078-2092. . The patients and their families who make this trial possible
Rationale Evidence of MTAP-del or MTAP loss detected in tumor En :\rllbpr.ovedt'thetrapy in 1L, as deemed appropriate udy treatments i: Ziiisﬁnitic‘ :tE:lg[JJCA:;dOZIiE;(7):3121231;2;31998 : I:Z i‘un(lﬁaffstﬁ;rfotﬂ? ;;V Eﬁifﬁﬁ?:ﬁf ]quaj:gi e
tissue USing a SpOnSOr'prOVided central test or a y the investigator . . . . . . . 4. Sokol E et al. Ann Oncol 2020;31(suppl 4):5274-5302. « All authors contributed to, and approved, the presentation; writing and editorial assistance
e Results of preclinical studies demonstrated that MTA-cooperative PRMT5 inhibition enhances tumor d local test _ Patients with unk AGA status of NTRK » In the phase 2 portion of the study, there are 2 doses of Navli or placebo given in combination with 5. Gorbokon N, et al. Cancer Res 2025;85:3359. was provided by Gréinne Faherty, MPharm, and Mary C. Wiggin of Ashfield MedComms, an
: e ) h-l . - SpoNnsor preapproved ocal tes atients with unknown status O , pembro and chemo 6. Bray C, et al. Front Oncol 2023:13:1264785. Inizio company, funded by Bristol Myers Squibb
1mmunogemc1.ty, increases programmed death-ligand 1 (PD-t1) expression, and sensitizes MTAP-del Metastatic disease with = 1 measurable lesion as per BRAF, MET exon 14 skipping, RET, or those . _ . 7 Han G, ot al. Nat Commun 2021:12:5606
tumors to antl—programmed death 1 (PD'1) therapy and platmum-based chemo%" RECIST v1.1 without access to the approved targeted inhibitor — Dose 1: Navli or placebo in 21 -day CyCleS 8. Reck M, et al. Presentation at the European Lung Cancer Congress (ELCC);
. . . . h 25-28, 2026; h k. .
. . . , , , , therapies of these AGAs as 1L therapy may be — Dose 2: Navli or placebo in 21-day cycles L e,
e In the first-in-human phase 1 trial CA240-0007 (NCT05245500), Navli was well tolerated across No prior systemic anticancer treatments in the enrolled - Hngthrom o, eta.lancer l,;covzm;z(. e
. . o e . . . . . : . . Hai J, et al. Cancer Immunol Res ;12(suppl, abstr): .
all evaluated doses up to 600 mg once daily and demonstrated antitumor activity in heavily metastatic setting c o S — Chemo regimen for NSQ NSCLC includes: 1. Chon's, ot ol J Imminother Cancer 202.4:12-0009600.
' ' - ' ' : : oncurrent matignancy requiring treatment or : i ' 2 12. Jinne PA, et al. Presentation at the World Conf Lung Cancer (WCLC);
|.3reltr§.atecli\I ggﬂﬁ?ts with homozygous MTAP-del advanced, unresectable, or metastatic solid tumors, ~ For patients who receive 1 c.ycle of.SOCa .before history of prior malignancy active within 2 years e Carboplatin AUC 5 or cisplatin 75 mg/m? IV Q3W for up to 4 cycles Janme P et al. Presentation at the World Conference on Lung Cancer (WCLO
inctuding randomization, TRAEs associated with this before screening e Pemetrexed 500 mg/m? IV Q3W for up to 4 cycles + optional maintenance Discl
: : : : : : o first cycle of SOC must resolve to grade < 1 or : : 1sclosures
— With a median follow-up of 11.7 mon’(c)hsl;a in patients with NSCLC treatedOWIth Navli (n = 35), the baseline before randomization, except those Known or suspected impairment of gastrointestinal — Chemo regimen for SQ NSCLC includes: o Peters resorts the olowre
. . . . . ) . oL s o . :
OFJeCtlve resgggse rat?l (()O5RR) War? 346’ the dlsease COntrOl rate was 80/)’ and the med]an durat]On with alopecia, fatigue,b or endocrine-related AEs function that may prOh]b]t the ab]l]ty to absorb o CarbOPlat]n AUC 5 or 6 |V Q3W for Up to 4 CyCleS « Consulting: AbbVie, Amgen, Arcus, AstraZeneca, Bayer, Beigene, BioNTech, BerGenBio, Bicycle Therapeutics, Biocartis, Biolnvent, Blueprint Medicines, Boehringer Ingelheim, Bristol Myers
. . . ] 7 ] 1 Squibb, Clovis Oncology, Daiichi Sankyo, Debiopharm, Eli Lilly, F-Star, Foundation Medicine, Genmab, Genzyme, Gilead, GSK, Hutchmed, Illumina, Incyte, Ipsen, iTeos, Janssen, Qlucore, Merck
Of response ( ) was months requiring treatment or hormone replacement giussvt:]anugow an oral medication without CheW]ng or ° Paclitaxel 175 mg/m2 or 200 mg/m2 IV Q3WC or nab-paclitaxel 100 mg/m2 IV on days 1, 8’ and 15 Of ghar%agd Iz;)lhm;, Msrck _?_el:ozo, Megrizmack, MLrati, Nuvation Bio, Nykode Therapeutics, Novartis, Novocure, PharmaMar, Promontory Therapeutics, Pfizer, Regeneron, Roche/Genentech,
. . . . . . 0 . . . anofi, Seattle Genetics, Takeda, and Zymeworks
- Treatment-related adverse events W]th Nth led to dlscont]nuat]on n 5/) Of pat]ents W]th NSCLC) and Adequate organ function S ¢ tic brai tast il q eaCh 21 'day CyCle fOI‘ Up to 4 CyCleS « Grants/contracts: Amgen, Arcus, AstraZeneca, Beigene, Boehringer Ingelheim, Bristol Myers Squibb, Eli Lilly, GSK, iTeos, Merck Sharp and Dohme, Mirati, PharmaMar, Pfizer, Promontory
: : : - : y ~1+1 mptomatiC bDrain metastases or spinat cor Therapeutics, Roche/Genentech, and Seattle Genetics
no pat]ent dlscont]nued due tO treatment related hematOlog]C tOX]C]t]eS ECOG PS 0_1 C)(;mI;reSSion p - Pembro 200 mg Iv Q3W fOr UP tO 2 years « Payment or honoraria for lectures, presentations, speakers’ bureaus, manuscript writing, or educational events: AstraZeneca, Boehringer Ingelheim, Bristol Myers Squibb, Eli Lilly, Foundation
. . . . . . . . . . . . . Medicine, GSK, Illumina, Ipsen, Merck Sharp and Dohme, Mirati, Novartis, Pfizer, Roche/Genentech, Sanofi, Seattle Genetics, and Takeda
¢ Mounta] nTAP-29 1S deS]gned tO evaluate the ef:ﬁcacy and Safe.ty Of NaVl] + Chemo + pemt?FOllzumab . Aged 2 18 years i In the phase 3 port]on Of the StUdy; the dose determ]ned n phase 2 W]ll be Used for NaVl] glven n « Support for attending meetings and/or travel: AstraZeneca, Bristol Myers Squibb, Daiichi Sankyo, Eli Lilly, Merck Sharp and Dohme, Novartis, Pfizer, Roche/Genentech, and Takeda
(pembro) vs placebo + chemo + pembro in patients with previously untreated, metastatic NSCLC with combination with chemo and pembro 200 mg IV Q3W, compared with placebo in combination with +Participation on a data safety monitoring board or advisory board: AbbVie, Amgen, Arcus, AstraZencca, Bayer, Beigene, BioNTech, BerGenbio, Bicycle Therapeutics, Biocartis, Biolnvent,
3 . . . . . . DAL . . . : ueprint Medicines, Boehringer Ingelheim, Bristol Myers Squibb, Clovis Oncology, Daiichi Sankyo, Debiopharm, Eli Lilly, F-Star, Foundation Medicine, Genmab, Genzyme, Gilead, GSK,
MTAP-del bztr]'gilee 22 SOC is defined as chemo with or without anti-PD-(L)1 therapy (Q3W regimens preferred). Phase 3: SOC is defined as pembro + chemo. chemo and pembrO 200 mg IV Q3W Hutchmed, Illumina, Incyte, Ipsen, iTeos, Janssen, Qlucore, Merck Sharp and Dohme, Merck Serono, Merrimack, Mirati, Nuvation Bio, Nykode Therapeutics, Novartis, Novocure, Pharma Mar,
. Promontory Therapeutics, Pfizer, Regeneron, Roche/Genentech, Sanofi, Seattle Genetics, Takeda, and Zymeworks
aData cutoff date: May 7, 2025. PIncluding 2 unconfirmed responses that were confirmed after data cutoff. AE, adverse event; TRAE, treatment-related adverse event. ‘Paclitaxel dosing reflects a US-approved protocol update, with approval pending in other jurisdictions. - Leadership or fiduciary role in other board, society, committee, or advocacy group: Galenica SA, Board of Director
Presented at the European Lung Cancer Congress (ELCC); March 25-28, 2026; Copenhagen, Denmark Email: Solange.Peters@chuv.ch Copies of this poster are for personal use only and may not be reproduced without written permission of the authors.Bristol

Myers Squibb has obtained the appropriate permissions to externally share this material with healthcare professionals upon
request



