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Nivolumab en CE/UGE resecable

Prior to screening

Screening Randomization and treatment

« Stage II/1Il EC/GEJC

* Adenocarcinoma or
squamous cell
carcinoma

* Neoadjuvant CRT +
surgical resection
(performed within
4-16 weeks prior
to randomization)

Approximately 6
months from initiation
of CRT & surgery to
randomization

A 4

n=>532

N =794

RO resection®

Residual pathologic
disease
— 2ypT1or 2ypN1

ECOG PS 0-1

n =262

Stratification factors:

Histology (squamous vs adenocarcinoma)
Pathologic lymph node status (= ypN1 vs ypNO)
Tumor cell PD-L1 expression (= 1% vs < 1%€)

Nivolumab

240 mg Q2W x 16 weeks
then 480 mg Q4W

Placebo

Q2W x 16 weeks
then Q4W

Total treatment duration
up to 1 yeard
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Primary endpoint:
+ DFSe

Secondary endpoints:

+ 0OS

+ OSrateat 1, 2, and
3 years

Exploratory endpoints:
+ Safety
+  DMFSf
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Months
No. at risk
Nivolumab 532 375 308 259 234 220 208 196 180 165 97 29 15 7 2 1 0

Placebo 262 159 115 99 89 84 74 68 65 58 39 10 4 2 1 0 0



Seguridad

Nivolumab Placebo

(n=532) (n =260)
All treated patients,2 n (%) Grade 3/4
Any AEP:c 514 (97) 192 (36) 242 (93) 89 (34)
Serious AEs¢ 160 (30) 112 (21) 81 (31) 58 (22)
AEs leading to discontinuationd 72 (14) 41 (8) 23 (9) 18 (7)
Any TRAEP 379 (71) 75 (14) 124 (48) 17 (7)
Serious TRAES 41 (8) 31 (6) 6 (2) 3(1)
TRAEs leading to discontinuation 48 (9) 26 (5) 8 (3) 7 (3)
Treatment-related deathse 0 0
TRAES reported in > 10% of patients
Fatigue 92 (17) 5(<1) 30 (12) 2(<1)
Diarrhea 87 (16) 2(<1) 40 (15) =)
Pruritus 53 (10) 2(<1) 9 (3) 0
Rash 51 (10) 4(<1) 10 (4) 1(<1)




Discusion
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