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FIG. 1B
l 1480 patients enrolied” l
78 hot randomized:
« Sereenfalure =678
802 randomized
(1:1 ratio}
400 assigned to the durvalumab arm 402 assigned to the placebo an
400 received neoadjvant Tx 399 eceived neoajivan Tx
348 had 4 eycles of dunvalumab 39 iad 4 eycles of both CTagents 388 received 4 cycles of placebo 352 hadd cycles of both CTagents
52 discontinued durvalumab: 85 discontinued21 CTagent: 43 discontined placebe: 4§ discontinued 21 CT agent
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+ Death=4 « Death=5 + Death=2 + Dealh=2
. PO=4 » =4 « PO=g « PD=g
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324 underwent surgery 327 underwent surgery
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85 ongoing durvalumabat DCO 8% ongoing adjuvant placebo at DCO
74 discontinued durvalumab: 78 discontinued placebo:
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368 Included in the modified ITT population! 374included inthemodified ITT population!
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1.0 =
0.9
0.8 - -
g , Durva (D)
- 0.6~ ‘ | ‘ ) )
% 05 : 2%
2 o044 I I ke
- ! § Placebo (PBO)
0.2 - : :
I i
011 4 Censored : :
0.0 I i 1 : ] i ¥ = 1 i i 1 i i 1) i
0 3 B g 12 15 18 21 24 27 3 33 3w 39 42 45 48
No. at risk: Time from randomization {months)
O arm 366 33 271 194 140 90 78 50 49 5 30 14 "1 3 i 1 o
PROam 4 33 251 18 1% 82 74 53 S0 S0 25 16 13 1 1 ] @
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No. events / no. patients (%) 98/366 (26.8) 138/374 (36.9)
mEFS, months (95% ClI) NR (31.9-NR) 25.9 (18.9-NR)
Stratified HR* (95% CI) 0.68 (0.53-0.88)
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EFS maturity: 31.9%
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FIG. 3

Median EF S, months {95% Cl)

D arm
Subgroup n {N=366)

All patients 740 NR (319-NR)
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Race” Asian 307 NR (NR-NR)
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Planned neocadjuvant Cisplatin
platinum agent

196

Carboplatin 544
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pCR rate {35% CI)

O amm PBO arm

Subgroup n {N=366) {N=374)
All patients 740 172035215 4312569
Age at <65 years 358 183 (12.9-24.8) 3BU16-T.7)
randomization 265 years 382 162 (11.3-222) 4.7 (22-6.8)
Sex Male 530 194047248 47025-149
‘ Female 210 123069197 31007-88)

ECOG PS 0 506 167 (12.3-21.9) 5.1(27-88)
1 234 183 (11.7-26.5) 25105-1.2)

Race® Asian 07 182(122-255 43(17-88
Non-Asian 433 166(120-221) 43020-80

Region Asia 305 183 (12.3-26.7) 43{17-47)
Europe 281 199 (136-274) B0{20-100)
North America 86 140 (5.4-27.9}  23{0.1-12.3)
South America 68  75({16-204) 46(01-184)
Smoking Current 180 242 (160-3 ) 4201 2-104)
Former 443 1130125229 54(28-92)

Never 107 3905135 00(00-64)

Histology Squamous 30 213 (154-28.3) 52(25-94)
Mor-squamous 375 13.3{8.9-168) 34 {12-7.2)
Disease stage Stage Il 24 212038303 45115103
{AJCC 8% ed) Stage A 338 185(130-251) 4312193
Stage B 186 10246185 31(08-87)

Lymph node station N2 single 273 184 (124-258) 46{1.7-95]
NZ multi T4 BB(1.9-237) 50(06-160

PD.L1 expression  TC <1% 247 90(dB-156) 32(0980
at baselinet TC 1-49% 217 1630105238 4902099
TC 250% 216 275(194-36.9) 47{15-108)

120 (6.4-200) 21(0.3-7.3)
192 (14.6-244) 50(28-83)
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Difference in
pCR rates
(95% Cl)

13.0 (8.7-17.6)

145 (8.3-21.3)
115 (56-17.9)

14.8 (9.5-20 5)
92(20-16.9]
116 (64-17.3)
15.7 (8.6-24.1)
139 (1.2-215)
123(68-182)
140 (7.2-217)
7.5 (7.5-22.8)
11.6 {0.0-25.4)
393 (-11.2-17.08)

20.0 (10.7-30.1)
11.9 (6.2-18.0)
39(27-133)
16.1 (9.3-23.4)
9.9 (4.6-15.8)

166 (8.1-26.0

136 (7.1-20.
72(0.1-15.7)

1 139 (6.6-21.7)
3.8 (-9.2-18.81)
58(02-127)
114 (43-19.4)

229 (137-325)
9.9 (3.1-18.0)
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MPR rate (95% Cl) Difference in

D arm PBO arm MPR rates

Subgroup n {N=366) {N=374) {95% CI
All patients 740 333(285-384) 123(91-161) 210(151-26.9)
Age at <65 years 358 343 (27.3-418) 131{856-189) 21.2 (12.6-29.7)
randomization 265 years 382 325(269-3986) 11.5(74-169) 20.9 (12.9-29.0)
Sex Male 530 373(313-436) 1290921715 244 (172-315)
Female 210 246(170-335 104(51-183) 141(39-242)
ECOG PS 0 506 32.7(26.9-389) 118(81-164) 209 (13.9-279)
1 234 348(26.1-442) 1345 (7.5-20.9) 21.3(106-31.9)
Race” Asian 307 37.1(20.1-455) 116(7.1-115) 265 (16.1-34.8)
Non-Asian 433 309(249-315) 129(86-182) 18.1(10.4-256)
Region Asia 305 373(294-458) 11.7(7.2-178) 25.7 (16.3-35.0)
Europe 281 362(283-447) 121(7.2-187) 240(14.3-336)
North America 86 209 (10.0-360) 186 (84-33.4) 2.3(-15.0-19.6)
South America 68 22.5(10.8-385) 7.1(0.9-23.5) 15.4 (-3.0-32.0)
Smoking Current 190 400(30.1-506) B4(37-159) 316 (20.1-42.8)
Former 443 35002874170 161(116-218) 189(108-268)
Never 101 137 (67-263) 36(04-123) 102(05227)
Histology Squamous 360 39.1(31.7-46.8) 183 (13.1-248) 20.7 {11.5-29.8)
Non-squamous 375 281 (21.9-349) 6.1 (3.1-107) 21.9(14.7-29.3)
Disease stage Stage i 214 346(256-446) 10958183 237 (128-348)
{AJCC 8thed)) Stage HIA 338 358(287-435) 127(81-188) 231 (142-318)
Stage 1B 186 273(183-318) 133(13-216) 140(25-257)
Lymph node station N2 single 273 376(296-46.1) 16.7 (10.7-24.1) 20.9(105-31.0)
N2 muti 74 118(33-275) 100(28-237) 1.8(-13.5-18.2)
PD-L1expression  TC <1% 247 1881(123-269) 112{(63-181) 77(-13-168)
at baseline! TC 1-4%% 277 3260248-412) 134(83-201) 192(95-289)
TC 250% 216 5050407-602) 1215(06-199) F——e—mmi 38.3(266-49.1)
Planned neoadjuvant Cisplatin 196 32.0(23.0-421) 73(3.0-144) 247 (14.1-35.4)
platinum agent Carboplatin 544 33.8(28.2-39.9) 14.0{102-187) 19.8 (12.8-26.8)

50 40 30 20 10 ~-10

Difference in MPR rates

Favors D Favor; PBO
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