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e LBAG61: Durvalumab (durva) after sequential chemoradiotherapy (CRT) in patients (pts) with unresectable
stage IIl NSCLC: Final analysis from PACIFIC-6. Garassino et al.

 LBA62: Durvalumab after radiotherapy (RT) in patients with unresectable stage [Il NSCLC ineligible for
chemotherapy (CT): Primary results from the DUART study. Filippi et al.

e« 1292MO: A phase Il study of daily carboplatin plus irradiation followed by durvalumab for unresectable IlI
non-small cell lung cancer patients with PS 2 or elderly (275 years): NEJO39A. Ko et al.
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De-escalation strategies

NEJO39A : CRT with daily low-dose Carboplatin
PACIFIC 6 : Sequential RCT
DUART : RT only

» To increase the proportion of pts treated with curative intent
» To increase the proportion of pts treated with ICI
» To allow concurrent Tx with ICI

Mathias Gukkenberg ESMO 2023
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Durvalumab after sequential
chemoradiotherapy in patients

with unresectable Stage Il NSCLC
Final analysis from PACIFIC-6

Marina Chiara Garassino,'2 Julien Mazieres,? Martin Reck,* Christos Chouaid,’
Helge Bischoff,® Niels Reinmuth,” Laura Cove-Smith,? Talal Mansy,® Diego Luigi
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Stage Il WHO/ECOG PS 0/1 Durvalumab a3 Endpoints \\
unresectable NSCLC Cohort 1500 mg IV Q4WTfor up B
v 114 patients e Primary: Incidence of Grade 3
No evidence of or 4 PRAEs* within 6 months
progression following of starting durvalumab
platinum-based
SCRT* WHO/ECOG PS 2 Durvalumab Secondary: PFS, ORR, DoR
Cohort 1500 mg IV Q4W for up (all investigator-assessed per | . B g
oy B et \_RECITV11) 05 ondsaey ) Patient disposition

All 117 patients received =1 durvalumab infusion — 23.9% of patients completed study Tx

* Patients were recruited from 6 countries: Italy (n=39), Spain (30), Germany (18), France (16), UK (12), and USA (2) Median Tx duration was 41.0 weeks (range: 4-108)* — patients received a median of 9 infusions (range: 1-26)

* Incidence of AEs (CTCAE v4.03), and the ORR, were summarised with descriptive statistics No patients remained on study Tx at data cut-off

*  PFS and OS were analysed by Kaplan-Meier method PD (37.6%) and AEs (26.5%) were the most common reasons for discontinuing durvalumab

[N

AE, adverse event, CT, chemotherapy, CTCAE, Common Terminology Criteria for Adverse Events;

DoR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; *Defined as 22 cycles of platinum-based CT before RT with <6 weeks interval between the last dose of CT and 100% A
onoress IV, intravenous; NSCLC, non-small-cell lung cancer, ORR, objective response rate; OS, overall the start of RT. Patients who received no more than 1 cycle of overlapping CT and RT were also eligible. 2
M g survival, PFS, progression-free survival, PRAE, AE possibly related to study treatment; Q4W, every 4 1Or until p ; therapy, toxicity, of consent, or another 5 80% -
2023 weeks, RECIST, Response Evaluation Criteria in Solid Tumours; RT, radiotherapy, sCRT, sequential discontinuation criterion is met. *As reported by the or, PRAE is for treatment- ﬁ
chemoradiotherapy, WHO, World Health Organisation related AE and is used here to align with the case report form used to collect investigators’ responses. -8 60%
.- a
) o
S 37.6%
£ 40% A
S 26.5% ;
a 23.9%
o [T
D70
0% . . I . —— . 4
Discontinued - Progression Discontinued - AE Discotinued - Patient Decision ~ Discontinued - Other Completed Tx

ERESMD™
Data cutoff: March 20, 2023; median follow-up duration = 126 0 weeks (range: 6-199)

AE, adverse event, PD, progressive disease, Tx, treatment *Includes dose delays; median actual Tx duration (i.e., excluding dose delays) = 36 0 weeks (range: 4-104)
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5 g 1.0 : .
;;‘9’ ] (all patients) | (all patients) o 27.4% of patients had all-cause grade 3/4 AEs and &Ef:;)egory All-cause PRAE*
ol w 08 6.0% had grade 3/4 PRAEs*
3 N = 0.7 . . .
o s 1 — 5 patients (4.3%) had grade 3/4 PRAEs within Any AE, n (%) 11(949)  90(76.9)
£ os- . Z 05+ 6 months (95% Cl: 1.4-9.7)t — primary endpoint!!
2 04 ! 5 044 - o Grade 3/48 32 (27.4) 7(6.0)
2 ] : : Syroe: 8 53l , = Events were pneumonitis (n=2), hypothyroidism,
S o ! ] i e 50.6% , . )
LI — : . & 24 - 2yres: adrenal insufficiency, and leukopenia (n=1 each) SAE 32 (27.4) 7(60)
0.1+ (cenasgr:d pati:ms) ! ' : 0.1 ! -
A-cSmonne] , - 0 0 +————"—————— . i
9 0 3 6 © 12 15 18 21 24 27 30 33 36 30 42 45 48 0 3 6 9 12 15 18 21 24 27 30 33 36 38 42 45 Pneuznonltls was the most Eommon PRAE of any grade Outcome of deathf 3(2.6) 1(0.9)
Time from start of Tx (months) Time from start of Tx (months) (1 71 A’) and grade 3/4 (1 7 A’)
Atrisk 117 113 106 101 94 88 81 75 73 63 53 36 26 12 7 1 0 Atrisk 117 90 72 61 55 48 45 40 35 28 25 14 6 4 1 0 X i
e 27.4% discontinued Tx due to all-cause AEs Leading to Tx
Endpoint Al patients (N=117) PS 0/1 cohort (n=114)t discontinuation 32 (27.4) 19 (16.2)
= Median, months (95% Cl) 39.0 (30.6-NC) 39.0 (30.6-NC) — 10.3% discontinued due to pneumonitis (all PRAES),
3yrrate, % (95% CI) 56.5 (46.4-655) 57.2(46.9-66.2) the AE most frequently leading to discontinuation
e i Median, months (95% CI) 13.1(7.4-19.9) 13.1(7.4-19.9) AESI 89 (76.1) 75 (64.1)
VENSS IG8Y 2yt rate, % (95% Cl) 35.3(26.544.3) 354 (26.4-44.5)
N n (%) 24 (20.5) 24 (21.1)¢
Confirmed ORR by investigator
[95% CIjs [136-29.0] [14.0-29.7]

*PRAE is alternative nomenclature for Tx-related AE and is used here to align with the case report form used to collect investigators’ responses.

*Median follow-up among patients censored for OS / PFS = 32 6 months (range: 4 4-45.7) / 30 2 months (range: 0.0-43.3)
"In the PS 0/1 cohort, 47/114 patients (41.2%) had PS 0 and 67/114 (58 8%) had PS 1; outcomes for the PS 2 cohort

are not reported due to the small sample size (n=3). *An additional 5 patients (4.4%) had unconfirmed

responses (all in the PS 0/1 cohort). 5CIs calculated using the Clopper-Pearson method

1Cl calculated using the Clopper-Pearson method. *Primary endpoint reported previously based on an interim analysis (data cutoff: July 15, 2021).!
S§Two patients had grade 3/4 pneumonitis; both cases were PRAEs. TAEs with outcome of death were pneumonitis (n=1; PRAE), cardiac arrest
(n=1; not a PRAE), and pulmonary sepsis (n=1; not a PRAE). 'Garassino MC et al., J Thorac Oncol 2022;17:1415-27.

Mongress AE, adverse event; AESI, AE of special interest;
2023 Cl, confidence interval; PRAE, AE possibly related to

Tx; SAE, serious AE; Tx, treatment

ongress Cl, confidence interval, ORR, objective response rate, NC, not calculable;
%Aé[%RID 08, overall survival; PFS, free survival, PS status,
Tx, treatment; yr, year
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Conclusions

*  For patients with unresectable, stage Ill NSCLC, durvalumab after cCRT is a SoC based on the PACIFIC trial; in patients
considered unsuitable for cCRT, durvalumab after sSCRT maintained a similar safety profile to that seen in PACIFIC'2

— Only 4.3% of patients had grade 3/4 PRAEs within 6 months, and 6.0% had grade 3/4 PRAEs overalll,
demonstrating that durvalumab is well tolerated following SCRT
*  Encouraging efficacy was seen with durvalumab after sSCRT in a frailer population than that enrolled in PACIFIC!2*
— mOS = 39.0 months; >55% of patients were estimated to remain alive at 3 years
— mPFS = 13.1 months; >35% of patients were estimated to remain alive and progression free at 2 years

*  Efficacy outcomes compare favourably to historical cohorts treated with sSCRT alone,*® and are similar to those
observed among patients who received durvalumab after SCRT in the real-world PACIFIC-R study®’

* These findings demonstrate that durvalumab after SCRT is well tolerated and could be a reasonable strategy
when cCRT is not possible — confirmatory phase lll data is awaited:

— The ongoing PACIFIC-5 trial is assessing the efficacy and safety of durvalumab after either
cCRT or sCRT (NCT03706690)

*A higher proportion of patients were aged 265 years (65.8% vs 45.2%) and had PS >0 (59.8% vs 50.8%), and a lower proportion had stage
IIIA disease (37.6% vs 52.9%) in PACIFIC-6 versus PACIFIC, and nearly all patients in PACIFIC-6 had past/present comorbidities (98.3%).

MADRID co"gress AE, adverse event; ¢/sCRT, concurrent/sequential chemoradiotherapy; 'Antonia SJ, et al., N Engl J Med 2017;377:1919-29; 2Antonia SJ, et al., N Engl J Med 2018;379:2342-50; 3Spigel DR et al., J Clin Oncol
2023 mOS, median overall survival; mPFS, median progression-free survival; 2022;40:1301-11; “Auperin, et al. J Clin Oncol 2010;28:2181-90; 5Jazieh, et al. J Thorac Oncol 2021;16:1733-44_(Table S5);
PRAE, AE possibly related to treatment; SoC, standard of care; Tx, treatment. 5Girard N, et al., J Thorac Oncol 2023;18:181-93; “Girard N, et al., ESMO-IO 2022; Mini-oral Presentation 580.
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Durvalumab after Radiotherapy
in Patients with Unresectable

Stage Il NSCLC Ineligible
for Chemotherapy

Primary Results from the DUART Study

Andrea R. Filippi,' Maria Rosario Garcia Campelo,2 Jean-Baptiste Paoli,?
Dariusz Kowalski,* Chiara Bennati,> Paolo Borghetti,® Diego Cortinovis,’
Angelo Delmonte,? Carlo Genova,’ Sylvie Van Hulst,!® Robert Mroz,"!

Sergiusz Nawrocki,'2 lvan Toledano,'® Giuseppe Tonini,' Ignacio Diaz Perez,!s
Nefeli Georgoulia,'® Kayhan Foroutanpour,'® Rafat Dziadziuszko®

Fondazione IRCCS Policlinico San Matteo and University of Pavia, Pavia, Italy; 2University Hospital A Corufia, A Coruia, Spain;
3Hopital Privé Clairval, Marseille, France; “Maria Sklodowska-Curie National Research Institute of Oncology, Warsaw, Poland;

5S Maria delle Croci Hospital, AUSL della Romagna, Ravenna, Italy; SASST Spedali Civili and University of Brescia, Brescia, Italy;
"Fondazione IRCCS San Gerardo dei Tintori Monza and Milano Bicocca University, Monza, ltaly; 8IRCCS Istituto Romagnolo per lo
Studio dei Tumori "Dino Amadori” (IRST), Meldola, Italy; *IRCCS Ospedale Policlinico San Martino and University of Genoa, Genova,
Italy; °University Hospital of Nimes, Nimes France; ''"Medical University of Bialystok, Biatystok, Poland; *2University of Warmia and
Mazury in Olsztyn, Olsztyn, Poland; *CCGM, Clinique Clémentville, Montpellier, France; "Fondazione Policlinico Universitario
Campus Bio-Medico and Universita Campus Bio-Medico di Roma, Roma, Italy; 'SAstraZeneca, Gaithersburg, MD, USA;

®Medical University of Gdansk, Gdansk, Poland
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Patient Population Lol e ™\ G e C I

Stage IIl unresectable 6(]Stéandar1d0$T Endpoints lung carr:cer
NSCLC y + 1U% or AT researc
inelgible for CT per equivalent BED punvalumab A PRAES! it e
investigator assessment u; ?gqr;?ng):t\:lvs* of durvalumab initiation
ﬁgafﬁgstzsef{;"c‘:lréoc Cohort B N=102 Secondary: PFS, ORR, DoR
. ; Palliative RT (all investigator assessed;
No biomarker selection RECIST v1.1), 0S, and safety
ECOG PS 0-2 40 to <54 Gy or T \_ )
& equivalent BED
Study
enrolment
(SD or better)

*  RT must have been completed within 6 weeks (42 days) prior to the first dose of durvalumab
®  The incidence of AEs (CTCAE v5.0) and ORR were summarised with descriptive statistics

®  PFSand OS were analysed using the Kaplan-Meier method to estimate medians, landmark rates, and associated 95% Cls

BED, biologically effective dose; CI, confidence interval; CTCAE v5.0, Common Terminology Criteria for Adverse Events
version 5.0; DoR, duration of response; ECOG, Eastern Cooperative Oncology Group; Gy, Gray (unit of ionizing radiation);

ONQress  NSCLC. non-smallcellung cancer. ORR, abjective response rate; OS, overal surival: PFS, progression-free survival; PRAE, *Or until disease progression, unacceptable toxicity or consent withdrawal
MADRID adverse event possibly related to treatment: PS, performance status; Q4W, every 4 weeks; RECIST v1.1, Response Evaluation TPRAE is alternative nomenclature for a treatment-related adverse event and is used
2023 Criteria in Solid Tumours version 1.1; SD, stable disease. here to align with the case report form used to collect investigators' responses.

Baseline Characteristics (N=102) Patient Disposition

*  All patients had past/present medical conditions, mostly vascular (76.5%), metabolic (53.9%), respiratory (53.9%), or

° il i >
cardiac (52.0%) disorders All patients received 21 dose of durvalumab

*  As of 30 March 2023, median total Tx duration was 30.6 weeks (range: 0.3-56.0),* and Tx was ongoing in 21 (20.6%) patients

o Cohort A Cohort B . .
Characteristic (stand;dom; n=59) (pa"iaﬁc‘),eoRT; n=43) * Intotal, 58.8% (Cohort A, 57.6%; Cohort B, 60.5%) had discontinued Tx
Age Median (range), years 78.0 (43-87) 80.0 (56-87) 79.0 (43-87) — The most common reasons for discontinuation were AEs (22.5%) and PD (17.6%)
275 years, % 593 721 64.7
Sex % Male 69.5 74.4 716
" Female 305 256 284 Cohort A Cohort B
White 945 95.0 9.7 (standard RT; n=59) (palliative RT; n=43)
Race, %* Other 18 0 11
Unknown 36 50 42 Ongoing study Tx, % 18.6 23.3 20.6
0 276 70 1838
ECOG PS, %* 1 707 76.7 733 Discontinued study Tx, % 57.6 60.5 58.8
IITA 61170 éﬁz ;698 i a1 209 225
: ; ; PD 16.9 18.6 17.6
Disease stage, %' 1113} 339 30.2 324
e 54 70 5.9 OthverT N 136 16.3 14.7
— 6 A% 442 452 46 Patient decision 34 47 39
PD-L1 expression, % TC 21% 535 484 514
Current 237 16.3 206 Completed study Tx, %* 23.7 16.3 20.6
Smoking status, % Former 64.4 721 67.6
Never 11.9 116 118

*Includes dose delays; median actual treatment duration (i.e., excluding dose delays) = 28.4 weeks (range: 0.3-52.0)

ongress *includes patients who Txdueto of study criteria (Cohort A, n=4; Cohort B, n=2),
*Percentages were calculated based on the number of patients with non-missing data in the safety analysis set; data were missing for 7 /1 /28 y&%R‘D AE. ad D, g T death (Cohort A, n=3; Cohort B, n=4) or ‘other’ reasons (Cohort A,
. adverse event; PD, progressive disease; T, freatment

ohort B, n=1)
patients in the race / ECOG PS / PD-L1 expression categories, respectively. 'Disease substage was missing for 1 patient in Cohort B

ECOG, Eastem Cooperafive Oncology Group; PD-L1, programmed cell death-ligand; PS, performance status; TC, tumour cell #Includes patients who ‘completed’ T or for whom the maximum cycle of immunotherapy was reached
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Objective Response Rate PES 0S
. Cohort A Cohort B Cohort A Cohort B Cohort A Cohort B
Endpoint (standard RT; n=59) (palliative RT; n=43) : (standard RT) (palliative RT) Total : (standard RT)  (palliative RT) Total
No. events / no. patients (%) 26/59 (44.1) 25/43 (58.1) 51/102 (50.0) No. events / no. patients (%) 16/59 (27.1) 19/43 (44.2) 35/102 (34.3)
Confirmed ORR*, % (95% CI)f 288 (17.8-421) 23.3(11.8-38.6) 26.5(18.2-36.1) Median PFS (95% CI)*, months 9.0 (5.6-NC) 756 (5.3-11.0) 8.0 (7.0-.7) Median OS (95% CI)f, months ~ NC (145-NC)  14.8(104-NC)  15.9 (115-NC)
Response status, n (%) 12-month PFS rate (95% CI)f, % 402 (23.6-56.3)  29.3(13.8-467)  34.8 (23.0-46.9) 12-month OS rate (95% CI)f, %  67.0 (50.1-79.2)  56.3(37.3-T16)  62.2 (49.8-724)
Complete response 0 0 0 1.0 1.0
. 091 094
Partial response 17(28.8) 10 (23.3) 27 (26.5) 0.8 081
i 2 071 2 07 622%
Stable disease 25(42.4) 22 (51.2) 47 (46.1) S o6 2 064
Progression 10(16.9) 6 (14.0) 16 (15.7) £ o5 » £ o5
RECIST v1.1 progression 6(10.2) 5(11.6) 11(10.8) 5 g‘; — 3 g‘; ;
Death 4(6.8) 1(23) 5(4.9) e i S ool ;
Not evaluable 7(119) 5(11.6) 12(11.8) - i o ‘
“o 3 6 9 12 15 18 21 24 27 “o 3 6 9 12 15 18 21 24 27
* The confirmed ORR was 26.5% and 46.1% of patients had stable disease N . Time from start of treatment, months \ . Time from start of treatment, months
. at risk: . at risk:
ool 102 76 41 28 9 3 2 2 2 0 © ol 102 0 78 54 27 15 7 4 2 0
mungress S;I;izﬁﬁ"cg interval ORR, objective response rate; RECIST v1.1, Response Evaluation Criteria in Solid Tumours *An additional 7 patients (6.9%) had unconfirmed respcnsis: :Scallsc ;::‘16'3 5;:;% 2 acnlg ‘;; é‘-’rf)";};‘uﬁﬁ;ﬂ Median follow-up (range) for patients censored for PFS: 7.4 months (0.0-24.9). Median follow-up (range) for patients censored for OS: 9.9 months (0.9-26.0)

AEs Summary

* Grade 3/4 PRAEs* within 6 months (primary endpoint): 9.8% (95% ClI: 4.8-17.3)t
—  Cohort A: 11.9% (95% Cl: 4.9-22.9)t
—  Cohort B: 7.0% (95% Cl:1.5-19.1)t

* 9.8% had PRAEs leading to discontinuation, most commonly pneumonitis (3.9% of all patients)

All-cause AEs
Cohort A Cohort B Cohort A Cohort B
(standard RT; n=59) (palliative RT; n=43) (standard RT; n=59) (palliative RT; n=43)
Any AE, n (%) 56 (94.9) 43 (100) 99(97.1) 40 (67.8) 21(48.8) 61(59.8)
Grade 3/4 25(42.4) 15(34.9) 40(39.2) 9(15.3) 3(7.0) 12(11.8)
Within 6 months - - - 7(11.9) 3(7.0) 10(9.8)
SAE 25(42.4) 13(30.2) 38(37.3) 7(11.9) 24 9(8.8)
Outcome of deatht 5(8.5) 2(4.7) 7(6.9) 1(1.7) 0 1(1.0
Leading to Tx
discontinuation 11(18.6) 7(16.3) 18 (17.6) 7(11.9) 3(7.0) 10(9.8)
Leading to Tx
Tiam5uon 31(52.5) 17 (39.5) 48 (47.1) 8(13.6) 5(11.6) 13 (12.7)
AESI 26 (44.1) 15(34.9) 41(40.2) 21(35.6) 9(20.9) 30(29.4)
imAE 23(39.0) 13(30.2) 36(35.3) 22(37.3) 12(27.9) 34(33.3)
ongress *PRAE is altemative nomenclature for a treatment.related AE and is used here
EERIESMI) "™ 5o o s o s . o s "™ S oo et o e v

1Cl calculated using the Clopper-Pearson method.
PRAE with outcome of death was pneumonits (n=1) in Cohort A.
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Conclusions

e Durvalumab following thoracic RT had a similar safety profile to that observed with durvalumab after cCRT in the PACIFIC
trial and showed encouraging preliminary efficacy in this frailer and older population that are ineligible for CT"2*

e Only 10 of 102 patients (9.8%) had grade 3/4 PRAEs within 6 months of starting Tx (primary endpoint), demonstrating that
RT followed by consolidation durvalumab is well-tolerated in patients who are ineligible for CT, including patients with PS 2
* Median PFS was 8.0 months and ~35% of patients were alive and progression free at 1 year after starting durvalumab

— Median PFS was numerically higher in the 60 Gy cohort (9.0 months), with ~40% alive and progression free
at 1 year after starting durvalumab

)

* Median OS was 15.9 months and ~62% of patients were alive at 1 year after starting durvalumab

— Notwithstanding changes in modern RT techniques, this compares favourably to historical cohorts treated
with RT alone, in which patients experienced a median survival of approximately 8-14 months3-6

* The combination of thoracic RT followed by durvalumab provides a novel option for this common
subset of elderly and more fragile patients

*In the durvalumab arm of the PACIFIC trial, median age was 64 years (range: 31-84) and

ongress 49.2% /50.4% / 0% of patients had PS 0/ 1/ 2, respectively.'? 1. Antonia SJ, et al. N Engl J Med 2017;377:1919-29; 2. Antonia SJ, et al. N Engl J Med 2018;379:2342-50;
EMAZDRID c, concurrent; CRT, chemoradiotherapy; Gy, Gray (unit of ionization); OS, overall survival; PFS, 3. Provencio M, et al. J Thoracic Dis 2011;3:197-204; 4. Dillman RO, et al. J Natl Cancer Inst 1996;88:1210-5;
023 progression-free survival; PRAE, adverse event possibly related to treatment; PS, performance status. 5. Sause WT, et al. J Natl Cancer Inst 1995;87:198-205; 6. Davidoff AJ, et al. J Thorac Oncol 2011;6:934-41.
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patients with PS 2 or elderly (275 years):
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(iRCTs031190070).
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Omagari Kosei Medical CenterS, Hirosaki University Graduate School of
Medicine®, Toho University Omori Medical Center’, Hiroshima Prefectural
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Statistical analysis and Consort diagrams

Low dose CBDCA"

First registration
Enroliment by informed consent
Daily, intravenous, carboplatin (30 mg/m? n, 86
in a 30-min infusion) was administered 1h
before radiotherapy for the first 20 fr

Unresectable
Stage IMA/MIB/IIC
(UICC 8th edition)

y
CRT n, 86

ECOGPSOor1

from 75 yr Durvalumab 1year PSOor1from75y PS2upto74y
e e
HBas A ? T rogression disease; /7

Different variables Seco:d6e1nr:) iment

Radiation pneumonitis; 5 [ Age | Median (range) - year 78.0 (55-89)
First Second _ Dgctt?r si)udgfmelm; 4 “ Male 50 (82.0)
. . : . > atient's refusal;
registration registration Unqualified findings; 1 Fom::?ra::eu — ;; :;:g;
i i L 2) Others; 5 i i s
Primary endpoint 12-month PFS rate l i Smoking history Mever 8 (13.1)
Secondary endpoints the feasibility, ORR, PFS, OS, and AE PY————" Adenocarcinoma 22 (36.1)
gistration 5 : -
n 63 Histologic type Squamous cell carcinoma 34 (55.7)
Plabr_metd number of 58 ’ . 2 Others 5(8.2)
subjects second registration
J : . ) < Died; 1 0 28 (45.9)
Assuming that a 12-month PFS rate of 35% in eligible patients would indicate potential o Ineligible criteria; 1 1 26 (42.6)
usefulness, whereas a 12-month PFS rate of 20% would constitute the lower limit of A 4 2 7 (11.5)
interest, with a = 0.10 and B8 = 0.20, the estimated accrual was 53 patients. Durvalumab n, 61

Data cutoff date: December 2022 PFS, progression free survival; OS overall survival; CRT, chemoradiotherapy PSOor1from75y PS2upto74y

mA 31 (50.8)
Disease stage mB 27 (44.3)
mc 3(4.9)

BREMI™ oo 3 s e g i EGFR
e gL . Negative / Positive / Unknown 27 (44.3) 1 7 (11.5) 1 27 (44.3)
Driver oncogene** ALK
Negative / Positive / Unknown 29 (47.5) 10 (0) / 32 (52.5)

<1 17 (27.9)

PD-L1 status 1;;: :z g;g;

Unknown 13 (21.3)

Response of CRT :g g:
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Results : Efficacy of durvalumab consolidation therapy (n, 61)

Primary endpoint : PFS rate of 12 months
51.0% (90%Cl: 39.9 - 61.1)

PFS OS
. :
Median 12.3m Median 28.Tm Adverse events* BNl Grode1  Grade2 Grade3  Graded %Grade 3-4
100% - (95%CI: 7.85 - 15.18) 100% (95%CI: 15.61 - NR) n, (%) 0. (%) 0. (%) 0 (%) n. (%) < 0. (%)
RO R Any event 60(984) 4(66) 26(426) 26(426) 1(1.6) 44.2%
60% - 60% Hypoalbuminemia 56 (91.8) 43(70.5) 11(18.0) 2(3.3) 0 3.3%
o 40% 1 Pneumonitis or radiation pneumonitis 49 (80.3) 17 (27.9) 26 (42.6) 5(8.2) 0 8.2%
Creatinine elevation 21(34.4) 18(29.5) 3(4.9) 0 0 0
20% 20% A AST elevation 19 (31.1) 18 (29.5) 0 1(1.6) 0 1.6%
0% ‘ ‘ ‘ 0% | ) , , ‘ Urine protein 16 (26.2) 13 (21.3) 3(4.9) 0 - 0
0 12 24 36 48 0 12 24 36 48 y-glutamyl transpeptidase elevation 15(24.6) 11 (18.0) 4 (6.6) 0 0 0
Skin disorder 13(21.3) 8(13.1) 4 (6.6) 1(1.6) - 1.6%
ALT elevation 12 (19.7) 10 (16.4) 1(1.6) 1(1.6) 0 1.6%
Appetite loss 6(9.8) 3(4.9) 2(33) 1(1.6) 0 1.6%
Hypothyroidism 5(8.2) 0 5(8.2) 0 0 0
Constipation 5(8.2) 3(4.9) 2(3.3) 0 0 0
Cough 5(8.2) 5(8.2) 0 0 - 0
Malaise 4 (6.6) 2(3.3) 2(3.3) 0 - 0
Diarrhea or colits 3(4.9) 2(3:3) 1(1.6) 0 0 0
Pyrexia 3(4.9) 2i(3:3) 1(1.6) 0 0 0
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Conclusions

At the end of CRT, around 30% patients could not start durvalumab consolidation due
to disease progression, radiation pneumonitis, physician’s judgment, and so on.

The primary endpoint of 12 months PFS rate from durvalumab start was met, including
durvalumab consolidation after daily carboplatin with radiotherapy was effective for LA-
NSCLC vulnerable patients.
Statistical assumption of NEJO39A; We assumed that a 1 yr PFS of 35% in eligible patients
would indicate potential clinical usefulness, whereas a 1 yr PFS
of 20% would be the lower limit of clinical usefulness.
PACIFIC study for pts with median age of 64; 1 yr PFS rate was 55.9% (95% CI, 51.0 to 60.4)
NEJO39A for patients with median age 78; 1 yr PFS rate was 51.0% (90% CI, 39.9 to 61.1)

Pneumonitis or radiation pneumonitis at any grade were more prevalent than in the
PACIFIC study, but Grade 3 or higher was reported less than 10%. Other adverse events
were tolerable.
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