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LBA64: Overall survival from a phase Il randomised double-blind trial (PERLA) of dostarlimab (dostar) +
chemotherapy (CT) vs pembrolizumab (pembro) + CT in metastatic non-squamous NSCLC. Peters et al.

1312MO: Combining the antigen-presenting cell activator eftilagimod alpha (soluble LAG-3) and
pembrolizumab: Overall survival data from the first line non-small cell lung carcinoma (NSCLC) cohort of
TACTI-002 (phase Il). Carcereny et al.

LBA12: Datopotamab deruxtecan (Dato-DXd) vs docetaxel in previously treated advanced/metastatic
(adv/met) non-small cell lung cancer (NSCLC): Results of the randomized phase IIl study TROPION-LungO1.
Lisberg et al.
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Overall Survival From a Phase I
Randomised Double-Blind Trial (PERLA) of
Dostarlimab + Chemotherapy vs
Pembrolizumab + Chemotherapy in
Metastatic Non-Squamous NSCLC

Solange Peters;' Ana Laura Ortega Granados;? Filippo de Marinis;® Giuseppe Lo Russo;*
Michael Schenker;® Edurne Arriola;% Juan Manuel Puig;’ Dae Ho Lee;® Martin Reck;® Zsolt
Szijgyarto; ' Elena Buss;'' Neda Stjepanovic;'! Sun Min Lim!2

'Oncology Department, Centre Hospitalier Universitaire Vaudois, Lausanne University, Lausanne, Switzerland; 2Medical
Oncology Department, Hospital Universitario de Jaén, Jaén, Spain; “Division of Thoracic Oncology, Istituto Europeo di
Oncologia (IRCCS), Milan, Italy; “Medical Oncology Department, Thoracic Unit, Fondazione IRCCS lIstituto Nazionale dei
Tumori, Milan, Italy; *Oncologie Medicala, Policlinica Sf. Nectarie, Centrul de Oncologie, Craiova, Romania; *Hospital del
Mar, Parc de Salut Mar, Barcelona, Spain; "Oncologia, Centro Polivalente de Asistencia e Investigacion Clinica, CER San
Juan, San Juan, Argentina; “Department of Oncology, University of Ulsan, College of Medicine, Asan Medical Center,
Seoul, South Korea; “Lungen Clinic, Airway Research Center North, Center for Lung Research, Grosshansdorf, Germany;
10GSK, Stevenage, SG1 2NY, UK; ""GSK, Baar, Switzerland; ?Medical Oncology, Department of Intemal Medicine,
Yonsei Cancer Center, Severance Hospital, Yonsei University College of Medicine, Seoul, Korea




LBAG64:

A global,

Peters et. al.

phase I, randomised, double-blind study comparing dostarlimab + CT vs pembrolizumab + CT in

patients with 1L metastatic non-squamous NSCLC

Key eligibility criteria

metastatic NSCLC
Stratification factors

¢ PD-L1(TPS <1% vs 1-49% vs

Disease assessments:
Clinic visits Q3W. Serial imaging at weeks 6 and 12, Q9W to week 48, then Q12W

Histologically/cytologically |
confirmed metastatic non-
e Ao Dostarlimab + CT* Endpoints
mutations for which approved
targeted therapy available)

500 mg Q3W via IV Treatment until Primary: ORR (confirmed; RECIST v1.1) by BICR

N=121 i
* Documented PD-L1 status N=243 disease o
(22C3 pharmDx assay) Randomised progression, Secondary: incl. OS, PFS (RECIST v1.1) by INV, safety
+ ECOG PS 0-1, adequate 11 unacceptable o
omiknolon Pembrolizumab + CT* toxicity, or death | | IRSSMERIV:incL DOR (RECISTv1.1) by BICR
« No prior systemic therapy for 200 mg Q3W via IV (up to 35 cycles)

Primary DCO: 4 August 2022
Pre-planned updated OS analyses DCO: 7 July 2023

N=122

250%) Hypothesis: ORR of dostarlimab + CT is similar to ORR of pembrolizumab + CT in participants with 1L metastatic
* Smoking status (never vs non-squamous NSCLC
former/current)

With 240 patients (120 per treatment arm), the study has 85% power to detect a 15% difference in ORR between the two arms at the 10% one-

sided type | error rate when the true ORR is 45% for both groups

*CT was pemetrexed (500 mg/m? IV Q3W up to 35 cycles) and (carboplatin (AUC-time curve 5 mg/mLimin) or cisplatin (75 mgim?) (IV Q3W up to 4 cycles).
1L, frst-ine; AUC, area under the curve; BICR, blinded independent central review, CT, chematherapy, DCO, data cut-off, DOR, duration of response; ECOG PS, Easter Cooperative Oncology Group performance status; incl. including. IV, investigator assessment, IV, intravenous; NSCLC, non.
small cell lung cancer; ORR, overall response rate; OS, overall survival; PD-L1, programmed death hgand 1; PFS, progression-free sunvival; QxW, every x weeks; RECIST 1.1, Response Evaluation Critenia in Solid Tumours version 1.1; TPS, tumour proportion score

Objective: report the pre-planned updated OS results from
the PERLA trial of dostarlimab + CT versus pembrolizumab +
CT in patients with 1L metastatic, non-squamous NSCLC
without known targetable oncogenic driver mutations
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* Dostarlimab binds to PD-1 at distinct binding sites with different

binding orientations from other anti—PD-1s

* Dostarlimab has been shown to significantly improve outcomes in

dMMR locally advanced rectal cancer and primary advanced or
recurrent endometrial cancer, and is approved in dMMR
endometrial cancer and dMMR solid tumours.

Patient Disposition
Results

Assessed for eligibility (N=352)
Randomised (N=243)

Variable, n (%) Dostarlimab + CT Pembrolizumab + CT

Randomised to intervention 121 122
Received allocated intervention 121 122
Participant status
Ongoing 58 (48) 41(34)
Completed 63 (52) 81 (66)
Completed follow-up* 0 0
Death due to any reason 59 (49) 75 (61)
Withdrawn 4(3) 6 (5)
Lost to follow-up 1(<1) 0
Discontinued intervention
Withdrawal by patient 3(2 6 (5)
Physician decision 0 0
Other 0 0
Analysed 121 122

Data cut-off. 7 July 2023, *After 2 years of treatment, follow-up extends up to study closure; Note: imbalances in baseline charactenstics are denoted in bold text.
CT, chemotherapy.
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Confirmed ORR by BICR per RECIST v1.1 Safety: Overall Summary of Adverse Events

Results Results

o[ oo | roncnes: [N NS s s
e between arms 100 8 60 40 20 0 20 40 60 8 100

80% CI: -1.95%, 14.02% B RIRRANSE RO - . i
95% CI: -6.17%, 18.24% (Ol s
60 PR 51(42) 42(34)

I ] sD 49 (40) 48(39) A numerical trend in favour of Grade 23 AEs
sl PD 12 (10) 12(10) dostarlimab was noted as a smaller AEs leading to treatment discontinuation
Not evaluable 0 1(<1) proportion of patients experienced AEs 1O-relatec AES leading o treatment discontinuation
40 Not done 5(4) 13(11) Igading to treatment discontinuation SAEs
g _(|2%|ud|ng |O-related AEs), SAEs and ey = .-1 i
g 30 Overall response rate, n (%) AES Fatal AEs" 12°""..10%
$ CRIPR B () 45 (39) Fatal [O-related AEs 2% [| 2%
20 4 95% Cl 36.4,54.8 30.6,48.6
s
. The most common |0-related AEs
Median treatment cycles, n (min, max) 13 (1, 35) 751, 35) (210% in either group) were anaemia, Dostarlimab + CT (N=121)  Pembrolizumab + CT (N=122)
0 asthenia and rash
Dostarlimab + CT Pembrolizumab + CT :fnei:m:::)mlon of exposure, months 9(0.3,26.8) 6(0.2,25.3)

*Patients who had a fatal AE recorded and whose death was ot recorded as due unequivocally to disease under study; ‘paeumorilts, immune-related pneumonitis, urosepsis, 3myelosuppression, respiratory failure; **no new immune-related deaths were observed
AE. adverse event. CT, chemotherapy, I0. immuno-oncology agent. irAE. immune-related adverse event. SAE, serious adverse event
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Overall Survival
Results

Median OS
Dostarlimab + CT: 19.4 months (95% CI: 14.5-NR)
Pembrolizumab + CT: 15.9 months (95% CI: 11.6-19.3)

HR 0.75 (95% CI: 0.53-1.05)

Results

1.0
OS data maturity: 55.1% (134/243) D
(=
°%7 = i
oy 1
= Q <
E 0.6 — o
a X
= R ST -
S 04 e ST A ...
5 ﬁ # +, Number of evors)
- —— Dottt T
02— Median duration of follow-up g " 2
Dostarlimab + CT: 20.7 months (35% CI: 19.3-22.3) Dostarllrglab +CT
004 Pembrolizumab + CT: 21.6 months (95% CI: 19.6-23.1) =~ Pembrolizumab + CT
: T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T
Naberat ik 012 3 456 7 8 91011121314 1516 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 2
(Number of events) Time since randomisation (months) : 3
Dostarlimab + CT 121 118 115109 106 98 91 87 8 84 80 76 74 71 70 66 64 55 44 39 32 27 25 18 15 9 6 5 3 1 1 0 - H
(0) (3) (6) (12) (15) (22) (29) (33) (34) (36) (39) (43) (44) (46) (47) (50) (51) (53) (57) (57) (58) (59) (59) (59) (59) (59) (59) (59) (59) (59) (59) (59) E g
Pembrolizumab + CT 122 115 111 109 105 99 92 84 81 76 73 70 67 64 62 59 57 47 42 34 31 26 20 15 1 6 3 0 0 0 0 O X2
(0) (7) (10) (12) (16) (21) (27) (34) (37) (41) (44) (47) (S0) (S3) (S5) (58) (60) (64) (66) (88) (88) (69) (72) (74) (74) (75) (75) (75) (75) (75) (74) (75) g
CI. confidence inferval, CT, chemotherapy. HR. hazard rabio. NR, not reached, 08, overall survival ‘I— m::.ml

Pemtrcinama + CT

Vedian 05
Dostariena + CT. 20.8 (5% CL 114-M)
Pembroizumas » CT- 16.1 (9% Gt 116-201)

92 —— Dostarlimab + CT [
~—~ Pembrolizumab + CT

012345678 91011121314151617 181920212223 24252627 2820 30 31
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Medan 05
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Overall Survival by PD-L1 TPS Status

Medan 05
Dostarimad + CT- 180 (35% CF 127-NR)
Pemtroksumab + CT. 153 (95% C1 75-MR)
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- —-  Pembrolizumab + CT
00+
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(Nuierof events) Time since randomisation (months)
Dostainst o CT . .u
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1071 Macian 05
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Immune checkpoint inhibitors have revolutionized the
treatment of metastatic NSCLC

?
g U.S. Food and Drug Administration s PEARLS
‘ European Medicines Agency I ADJ 'C'
KEYNOTE-042
T@ ? Tg ? (PD-L121%) <) £3 ? ) .
| |
PACIFIC KEYNOTE-407 CheckMate-227 IMpower 010 IMpower 010 But most patlents will not
(PD-L121% EMA) (5Q.)

l

2020 1 2021 l 2022 due to either primary or
secundary resistance

I 2016 J 2017 l 2018
m——ce—
KEYNOTE-024
: IMpower-130 CheckMate-9LA EMPOWER
(PD-L1250%) (Non-5Q.)
p Lung03
KEYNOTE-189 ‘ é
(Non-5Q.) EMPOWER- | | CheckMate 816 é k

Lung1 NEOADJCT+ ICI

=@ '

IMpower-110 IMpower-110

IMpower-150 :
S (Non-5Q.) PD-L1 High PD-L1 High POSEIDON
KEYNOTE-021G é 6 é
(Non-5Q). e &

PD-L1 2 1% sli-lIA. PD-L11% PD-L1 250% denve |0ng'term beneﬁt
[ I I >
2023

Lizza Hendriks ESMO 2023
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Combining the antigen-presenting cell
activator eftilagimod alpha (soluble
LAG-3) and pembrolizumab: overall
survival data from the 15t line non-small
cell lung carcinoma cohort of TACTI-002

Phase I study of soluble LAG-3 combined with an anti-PD-1
antibody in 1% line metastatic NSCLC

Carcereny E'; Felip E% Majem M?; Doger B*; Clay T®; Bondarenko 5, Peguero J7,
Cobo Dols M8, Forster M®: Ursol G'*: Kalinka E''; Garcia Ledo G'2; Vila Martinez L2;
lams W'4; Krebs MG'®; Kefas J'¢; Efthymiadis K'7; Perera S'¢; Mueller C'®; Triebel F2

'Catalan Institute of Oncology Badalona-Hospital Germans Trias i Pujol, B-ARGO group, Badalona, Spain; 2Vall
d'Hebron University Hospital, Barcelona, Spain; *Hospital de la Santa Creu i Sant Pau, Barcelona, Spain; “Fundacion
Jiménez Diaz, Madrid, Spain; ®St John of God Subiaco Hospital, Perth, Australia; ¢City Clinical Hospital Ne 4” of Dnipro
Regional Council, Dnipro, Ukraine; “Oncology Consultants, P.A., Houston, US; ®Hospital Regional Universitario de
Malaga, Malaga, Spain; ®UCL Cancer Institute/University College London Hospitals NHS Foundation, London, UK; 'St.
Luke's Hospital - Medical and Diagnostic Center "Acinus", Kropyvnytskyi, Ukraine; "'Instytut Centrum Zdrowia Matki
Polki, Lodz, Poland; "2HM Universitario Sanchinarro, Madrid, Spain; "*Parc Tauli Sabadell Hospital Universitari,
Barcelona, Spain; "Vanderbilt Ingram Cancer Center Division of Hematology/Oncology, Nashville, Tennessee, US;
"5Division of Cancer Sciences, The University of Manchester and The Christie NHS Foundation Trust, Manchester, UK;
"8niversity College London Hospitals NHS Trust, London, UK; 7UCLH NHS Foundation Trust, London, UK; &
19Clinical Development, Immutep GmbH, Berlin, Germany; 2Research & Development, Immutep S.A.S., Orsay, France
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Trial Design

TACTI-002
(Part A)

KEY ELIGIBILITY CRITERIA
PART A ONLY

« Advanced/metastatic NSCLC
(SQ & NSQ) > treatment-naive
* Not amenable to ALK/IEGFR

based therapies/therapy of
curative intent
ALL PARTS
» Measurable disease per
RECIST 1.1

- ECOG PS 0-1
» Tumor tissue available for
central PD-L1 testing

Part A (N=114)

1stline NSCLC
unselected for PD-L1 cycles

COMBINATION THERAPY MONOTHERAPY

- efti Q2W + pembrolizumab (pembro)
Q3W for 8 cycles

PFS & OS
follow up

pembro Q3W

* Then efti + pembro both Q3W for 9 for 16 cycles

4—————— uptolyear ———» <4 utolyear — >

Primary endpoint: overall response rate (ORR) by iRECIST.

Secondary endpoints: ORR by RECIST 1.1, DoR, safety,
PFS, OS, and PK/PD (including potential biomarkers).

Note: Pts were recruited according to Simon’s optimal two-stage design: during the first stage, 17 pts were recruited; second stage recruitment (n=19) was opened only after the number
of responses was above 4. An extension stage (n=78) could be added if there were above 12 responses. In total, 114 pts were enrolled. True response rates sources/assumptions: KN-
001 &-042 (KN-001: Lancet Respir Med, 2019; 7(4): 347-357; KN-042: Lancet 2019;393(10183:1819-1830), expecting that ~70% of patients had PD-L1 TPS <50%.

* efti: a soluble LAG-3 protein and MHC Class Il agonist
that leads to a broad anti-cancer immune response, including
CD8+ T cell activation & proliferation, through activating
antigen presenting cells (APC).

* Distinct from anti-LAG-3: efti targets MHC Class Il on
APCs, unlike LAG-3 antagonists that target T cells.
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BENENENEEEC N=114
Age, median (range), years 67 (44-85)
Sex, % Female/ Male 26.3/73.7
ECOG PS score, % 0/1 37.7/62.3
Smoking status, % Current or Ex-smoker / Non-smoker 94.7/53
. Squamous / Non-squamous / Not
Histology, % otherwise specified 35.1/63.1/1.8
Metastatic disease, % Yes/No 99.1/09
Central'  Central + LocaP
(N=90) (N=108)
PD-L1 expression TPS, % <1% 35.6 34.3
1-49% a8 38.9
250% 22.2 26.9
Radiotherapy 3353
Previous therapy, % Surgery 20.2
Systemic therapy for non-met. disease 22.8

1 N=90; Central assessment of PD-L1 TPS using Dako IHC 22C3 pharmDx.

2N=108; Central assessment as per footnote 1 for 90 pts. For 18 patients, local assessment used predominantly Dako

IHC 22C3 pharmDx due to non-evaluable central assessment results.
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Efficacy - ITT Efficacy by PD-L11

* Median OS of 20.2 mo in ITT where ~75% of patients had PD-L1 TPS score <50%, « Promising efficacy (ORR, PFS, OS, DOR) visible across all PD-L1 subgroups'-2.

including ~35% with PD-L1 TPS of <1%. « For TPS 21%, mOS of 35.5 mo, mPFS2 of 11.2 mo, Beeritwordial Bpcordal O
* 45/114 (39.5%) received 2 line therapy - mostly chemotherapy-based (42/45; 93.3%). mDOR?Z of 24.2 mo. 1000 POLITPS:
* Median DoR of 21.6 mo in the ITT. * For TPS 250%, mOS not reached despite long median 23 Eé‘;’/

follow up of 25.1 mo.
Tumor Response by central PD-L11, N=90

- 21%

Overall survival, ITT (N=114) Progression-free survival!, ITT (N=114) Duration of response’, N=40

Overall Survival (%)
3

Events, n/N (%): 60/114 (52.6) Events, n/N (%): 871114 (76.3) Events, n/N (%):20/40(50.0) [y 3 50 T
1007 : £ 107 : = 1007 : : <1%' 1-49%! =50%' 21%' 40
mOS, mo (95% CP): 20.2 (14.4-35.5 & mPFS, mo (95% CI?): 6.6 (4.6-9.8] g mDoR, mo (95% CP): 21.6 (14.4-24.2 LA ? ! ’
o (05% cFy: 202( ) 3 3'\ (95%CH) 68 (4698) 3 O oner: 218 ) 21K n(%),N=32  n(%),N=38  n(%),N=20  n (%) N=58 30
b N £ N @ °UT 71.2%
< 20
< 704 61.8% g 704 56.2% s 70 ; v 0 e e 313 447 55.0 483
g 60+ : s 8§ oo ORR™, % (95% Cl) (16.1-50.0) (28.6-61.7) (315-76.9) (35.0-61.8) L
3 B0 eereoeneoderorthumeciieeieninge T SR = c 50=f<ceeeee 01 T T T T 1 I I 1 1
= 40+ £ @ 407 mPFS2, mo (% events) 4.2 (90.6) 9.3(71.1) 16.5 (70.0) 11.2 (70.7) 0 6 12 18 24 30 36 42 48 54
g 30 a € 304 ]
3 20 8 & 204 mDoR2, mo (% events) 20.7 (57.1) NR (35.7) 187 (63.6) 24.2 (48.0) Time (months)
10 i g 2 104 Number of patients at risk
0 —— T & g9 ; : i . 0 — r — mO0S, mo (% events)  15.5(71.9) 23.4 (52.6)  NR (40.0)  35.5(48.3) 20%20 18 16 15 12 7 6 3 3
0 6 12 18 24 30 36 42 48 54 0 6 12 18 24 0 6 12 18 24 30 % £ 8 1 N=90; Central assessment of PD-L1 TPS using Dako IHC 22C3 pharmDx; 2iRECIST; * unconfirmed;  calculated using 14%e38 @2 4 2 1 4 4 B3 B
Time (months) Time (months) Time (months) Clopper Pearson method; NR: not reached. <1%32 23 18 10 5 3 3
. A . . Note: results for PD-L1 central + local (N=108) were as follows (<1% / 1-49% / 250% / 21%): > 58 49 39 % 22 10 9 5 5
Number of patients at risk Number of patients at risk Number of patients atrisk mOS, mo: 14.4/23.4/38.8/35.5; mPFS2: 4.2/8.3/16.3/ 9.8, mDoR?: 20.7/21.6/ 18.7/ 21.6.
14 88 69 57 30 13 11 6 6 114 63 41 29 15 40 3% 29 19 8 6 5 3

ASCO 22

favourable tox profile: 11% grade 23 TRAE

Felip et al




LBA12: Lisberg et. al. ——— KN
GeCP

lung cancer
research

EREM™™ |

Datopotamab deruxtecan (Dato-DXd) vs
docetaxel in previously treated
advanced/metastatic (adv/imet) non-small cell
lung cancer (NSCLC): Results of the
randomized phase 3 study TROPION-Lung01

Myung-Ju Abn, '* Aaron Linberg 4" Lute Paz-Aces, ' Robin Cormelinsen * Ncolss Girard !
Edvien Poos-Tostivier* David Vicente Baz. " Shanichl Sugawira’ Manuel Angel Cobe "
Macrice Peccl ™ Colne Mancaux. "' Eleca Poddubakays ¥ Sators Kiazono ™

Hdetoald Mapaahd ™ Jacob Sands ™ Rachand Hall ™ Yong Dhang.™ Mong Jebger Gong ™
Doine Usma V' hamws Obamcto™

R e Tk R R e I T

ey, M 8 e s et sy LA s B b ey Bt (et @ ch SN ea e
A Lam Sagenn CA U00 Suute onamniion 10 00 Donin. D0 100 Lung Comane LML Usmndind Comptinnme |
e Wik Syme N e W Camu watin Noturdian. “va Sabaddn Swwmns o Pen Vowrwn aven
atmes naantam W e \ermi WAL ass e e Ve ows sem car Tana ' we iepse
lante gt VA Mg Bt Vet s g e aan i s WA g e W | Bty T gy
B Vaage Sens “aete hom Bt pem L gt semeiimns 0 Sy 10 Sy, L
ermd ULC M Fasa T Coner netin Mnatdl o R L dapen Nada Dnvamity Onba ey e
' ot Canver mangn Boane WA TA Sinanny o sapaa ree Tgemn gttmecin A A T leep
Banng Baage N 0 Tnen Samn [onge T Mt Tumany N suing ity gt | dhha g
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TROPION-Lung01 Study Design
Randomized, Phase 3, Open-Label, Global Study (NCT04656652)

Key Eligibility Criteria
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- NSCLC (stage IIIB, llIC, or IV) Dato-DXd Dual Primary Endpoints
+ ECOGPSof Oor 1 e » PFSbyBICR
* No prior docetaxel 6 mg/kg Q3W . 0S
Without actionable genomic alterations? (N=299) = = = =
+" 1 or 2prorine, nluding plainum CT and Demographics and Baseline Characteristics
anti-PD-(L)1 mAb therapy Secondary Endpoints
With actionable genomic alterations
+ Positive for EGFR, ALK, NTRK, BRAF, ROS1, Docetaxel ’ ggg Ey g:gg Characteristic Dato-DXd | Docetaxel | Characteristic Dato-DXd |Docetaxel
MET exon 14 skipping, or RET 75 mg/m? Q3W * y N=299 N=305 N=299 N=305
: glztri fu‘:‘j);:‘;zrg‘fda:]‘gf;e:niﬂg‘?'ﬁ 1+mAb (N=305) + Safety Age, median (range), years 63 (26-84)  64(24-88)  Current or former smoker, n (%) 238(80)  251(82)
Stratified by: histology,” actionable genomic alteration ¢ Maks, n (%) Ll 210(69)  Actionable genomic Present s017)  51(17)
: : . . alterations, n (%) -
anti-PD-(L)1 mAb included in most recent prior therapy, geography? Asian 119 (40) 120(39) EbGH R Sl &
Enrollment period: 19 February 2021 to 7 November 2022. White 123 (41) 126 (41) Brain metastasis at baseline, n (%) 50 (17) 47 (15)
T et s ey SEatog ooy L s s B i s JCLG ot oty v : :
nse r Ve UrvIve mm Il i urve Vi W N I
F"ahentsl with KRA?mmanons in the absence of known achoﬁ:gle genomic alterations agre eligible; mumm prior therapy requirements fg' patients without acti genomic i Vs Black or African American 6 (2) 4 (1 ) . ) 1 167 (56) 174 (57)
“Presence vs absence. “United States/Japan/Westemn Europe vs rest of world. Other® 51 (17) 55 (18) Pr(l:/:; lines of therapy, 2 108 (36) 102 (33)
n
€006 PS,n 1 89(30) 9 (31) 23 20 289
, N (70
. . . - 210 (70 211 (69 Platinum containin 297 (99 305 (100
* Dato-DXd is a TROP2-directed ADC that selectively delivers a & b . , : i
. .o . . 1 Non-squamous 234 (78) Al | oo v Anti-PD-(L)1 263(88) 268 (88)
potent topoisomerase | inhibitor payload directly into tumor cells Histology, n (%) therapy, n (%)
Squamous 65(22) 71(23) Targeted 46 (15) 50 (16)

* Promising antitumor activity was seen with Dato-DXd in patients
with adv/met NSCLC in the phase 1 TROPION-PanTumor01 trial

(26% ORR)'

ECOG PS, Eastem Cooperative Oncology Group performance status; PD-(L)1, programmed cell death 1 (ligand 1).
“Race data missing for 8 patients in each arm. *Patients who are no longer symptomatic and who require no with corti
°In the Dato-DXd amm, 2 patients did not receive prior with a platinum: i

and anti and have d from acute toxic effects of radiation are eligible.
ing therapy and 1 patient with actionable genomic aneratlons did not receive previous targeted therapy, deviating from the protocol.
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Progression-Free Survival: ITT Gecp

100 - Median (95% C1), [aduiatpulll e
ths? lung cancer
mon 44(42-56) | 37(294.2) research
80 - . HR | 075(062091)
P-value 0.004
® Prespecified
£ 60 boundary (2-sided) 0.008
a2
F
£
» 40 b wj
& E
20 :R*M
178
o + Censored }
0 2 4 6 8 10 12 14 16 18
No. at risk: Time since randomization, months
Dato-DXd 299 216 156 96 74 46 24 10 2 0
Docetaxel 305 186 120 63 42 19 14 7 0 0
Dato-DXd Docetaxel
ORR (95% Cl), %P 26.4 (21.5-31.8) 12.8(9.3-17.1)
DOR (95% Cl), mo 7.1(5.6-10.9) 5.6 (5.4-8.1)
CR, complete response; DOR, duration of response; HR, hazard ratio; ITT, intention to treat; ORR, objective resp rate; PFS, ion-free survival; PR, partial response.
3Median PFS follow-up was 10.9 (95% Cl, 9.8-12.5) and 9.6 (95% Cl, 8.2-11.9) months for Dato-DXd and docetaxel, respectively. bInt:ludet! 4 CRs and 75 PRs for Dato-DXd and 39 PRs for docetaxel.
-
PFS in Key Subgroups PFS by Histology
Events/n HR Non-squamous Squamous
Dato-DXd Docetaxel (with and without AGAs) 100 4 (with and without AGAs)
Age at randomization <65 years 1181162  115/155 ———y 067 T
>65 years 95137 103/150 —t 083 recan (%.Cl); 1 3 sl )
P Male 1361183 158210 079 80 ‘ months | 56(4470) | 372942 80 1, months | 28(1940) | 39(2845) |
Fame 77116 60195 R ‘ 0.71 - KM\ HR 0.63 (0.51-0.78) - \ HRn 1.38 (0.94-2.02)
Race Asian 76119 82120 ——— 077 £ ] \ e e e B L e B pan
= , mon! v ¥ 2 L L ¥
Non-Asian 131172 129177 ————— 0.76 3 N £ - -
Smoking status Never 36/61 33/52 —_— 0.67 S o @ 40
Formericurrent 1771238 184/251 —— 077 & =
Brain metastasisat  With 33/50 3147 —_—— 0.64 s 20
baseline Without 1801249 187/258 —o——i 076 + Consored N s
_ Non-squamous 156/229  168/232 —e—i 063
Histology 0 T T T T T T T T 1 0 T 1
Squamous 57170 50/73 1.38 0 2 4 6 8 10 12 14 16 18 0 2 18
Actionable genomic ~ Absent 189/252  184/255 —e—-H 0.84 e Time since randomization, months No. at risk
alterations® Present 24147 34/50 s ' 0.38 DatoDXd 229 178 134 8 68 41 20 7 1 0 DatoDXd 70 38 2 10 6 5 4 3 1 0
6 0'5 1 1'5 2 2'5 Docetaxel 232 135 0 50 32 14 10 4 0 0 Docetaxel 73 51 30 13 10 5 4 3 0 0

Hazard ratio PFS HR for non-squamous without AGAs: 0.71 (0.56, 0.91)
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Interim Overall Survival: ITT TRAEs Occurring in 210% of Patients
00 -1 Dato-DXd Docetaxel
1 Median (95% C!), It it
months* Prefred e, n () [y grade | Grade >3 [ PAnigreden] Giess
% | 124(108-148) | 11098125 | Tgioodand iymphatic system 3
HR 0.90 (0.72-1.13) Aneria 43(15) 11(4) 59 (20) 1) + Stomatitis and nausea were the most
: @- - Gamim'::“;:::’e“"” 12¢) e L) Rt frequent TRAEs seen with Dato-DXd and
F1 .
3 Stomatitis 140 47) 196) 45(16) 30) were predominantly grade 1 or 2
g Nausea 100 (34) 7(2) 48(17) 3(1)
gz;"s':;gﬁon 3383 i 3202(‘1'2) 103« Hematologic toxicities, including
% . Diarrhea 28(9) 1003) 55 (19) 4) neutropenia and febrile neutropeniac,
i atinterim analysis General were more common with docetaxel
0 : , : : . : . : : : . e Asthenia 55 (19) 8(3) 55 (19) 5(2)
0 2 4 6 8 10 12 14 16 18 2 2 (events. tote? events Fatigue 34 (1) 2(1) 40 (14) 6(2) . .
No.at ik Time since randomization, months required): 74%. Metabolism and nutrition * No new safety signals were observed with
DaoDXd 208 PIE) 243 201 166 121 85 56 33 14 6 1 ) Decreased appelite 68(23) 103) 45(16) 1(03) Dato-DXd
Docetaxel 305 273 239 193 156 115 7 2 2 13 4 1 Skin and ::lbcu@aneous _— 5 019 T
lopecia .
Non-squamous HR (95% CI): 0.77 (0.59-1.01); Squamous HR (95% CI): 1.32 (0.87-2.00) Rash 36 (12) 0 18 (6) 0
Pruritus 30 (10) 0 12(4) 0

Trial is continuing to final OS analysis e
HR, hazard ratio; ITT, intention to treat; OS, overall survival. : ;

Thi includes the preferred terms and il count " Sinclud tincorrectly reported as grade 3. 7% vs 0.3% for Docetaxel and Dato-DX, respectivel
*Median OS follow-up was 11.8 (85% CI, 11.3-12.7) and 11.7 (85% CI, 10.9-12.9) months for Dato-DXd and docetaxel, respectively. ks caegory fnckiies e pre e = P e kit bbbl biona il l sl atet ol s i i
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