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FLOT + Durvalumab/placebo perioperatorio 4 s

Study population Neoadjuvant Adjuvant up to 1 year

* Gastric and GEJ adenocarcinoma
2 cycles 2 cycles 10 cycles

» Stage Il to IVa

* No evidence of metastasis Diurvaloman Durvalumab
* No prior therapy | (1500mg Q4w (1500 mg Q4W) Durvalumab
« ECOG PS 0 or 1 +FLOT +FLOT et g Primary endpoint:

+ Global enrollment in Asia, Europe, « EFS

North & South America Secondary:

« OS
Stratification factors P':Egt? + PI;(I:.?? + Blarane « pCR
* Asia vs non-Asia
¢ Clinical N+ vs N-
* PD-L1: TAP <1% vs TAP 21%*
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Statistical Endpoints and Definitions

Primary endpoint:
* Event-Free Survival (EFS)*: Time from randomization
to event or death (tested at 41% maturity)

Key secondary endpoints:

« Overall Survival (OS)t: Interim analysis at 34% BCR EFS
2-sided — 2-sided
a=0.1% 0=2.39%

Multiple testing procedure
and alpha allocation

maturity with minimal a-spend (0.01%); final OS
ongoing (a=4.99%)

Path Complete Response (pCR)*: No residual viable
tumor in the primary site and nodes at surgery;
reported at ESMO 20231
os Final OS

Secondary endpoint 2.sided — 2-sided
» Disease-Free Survival (DFS): Time to disease a=0.01% a=4.99%
recurrence or death in participants with RO resection
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Durvalumab + FLOT Placebo +FLOT |

(n=474)* (n=474)*
Median EFS (95% Cl), mo  NR (40.7-NR) 32.8 (27.9-NR)
HR (95% Cl) 0.71 (0.58-0.86)

18-mo EFS Stratified log-rank p-valuet <0.001

73% 24-mo EFS

67%

Durvalumab + FLOT
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Placebo + FLOT

Median (range) duration of follow-up?, mo
* Durvalumab + FLOT: 31.6 (0.0-48.1)
» Placebo + FLOT: 31.4 (0.0-48.1)

No. of
participants at risk
Durvalumab + FLOT 474

Placebo + FLOT 474

436
429

404
392

381
360

12

351
329

15

334
302

T T | T T T T T T T T
18 21 24 27 30 33 36 39 42 45 48
Time since randomization (mo)

320 307 288 234 187 107 88 33 20 2 1
278 264 249 202 160 89 65 26 21 2 1

o]

Total events
0 167
0 218
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Secondary Endpoint of Overall Survival (OS)

Durvalumab + FLOT Placebo + FLOT
(n=474)* (n=474)*
i Median OS (95% CI), mo NR (NR-NR) 47.2 (45.1-NR)
e N HR (95% Cl) 0.78 (0.62-0.97)
0.9+ 18-mo OS
" gk A0 O8 Stratified log-rank p-value 0.025
0.8 S T 76% (significance threshold p<0.0001)
0.7+ M i Durvalumab + FLOT
8 7% 70%‘"wa“ B ST
© o064 "“““"“““mm._m_»,
°
2 05 i
3 -
2 044 Placebo + FLOT
& 03
0.2 i <
Median (range) duration of follow upt, mo
0.1 * Durvalumab + FLOT: 34.6 (3.5-48.6)
Placebo + FLOT: 34.6 (0.0-48.1)
00 T T T T T T T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
No. of Time since randomization (mo)
participants at risk Total events
Durvalumab + FLOT 474 464 438 422 403 389 376 367 351 338 293 205 143 80 38 8 2 0 145
Placebo + FLOT 474 457 439 414 395 374 354 337 323 309 262 197 128 72 33 1 2 0 176

A
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Seguridad

Most common AEs of any grade*

Diarrhea 62 N R 58

Most common maximum Grade 3 or 4 AEst

Neutropenia 21 I )

Nausea 51 E—— E—— | Neutrophil count decreased 20 S—— 22
Neutropenia 32 — — 3 3 Dlarrhea o
Al : - 32 White blood cell count decreased Smm6
oLl W Anemia Smm5
Decreased appetite 31— — 30 Febrile neutropenia Amn3
Fatigue 29 I R 3 1 Decreased appetite 3m2
Vomiting 26 I 2 6 Asthenia 3mm3
Anemia 25 I 3 1 Pneumonia 3mm3
Neutrophil count decreased 25— — 29 :attllsea 381
atigue 2m3
T —
Peripheral sensory neuropathy 20 19 Vomiting 2m3
Asthenia 20 m—— 1 5 Weight decreased 2m3
Pyrexia 20— 15 Hypokalemia 2m2
Abdominal pain 17— — 20 Pulmonary embolism 211

70

50 30 10 10 30 50 70

Event rate (%)

B burvalumab + FLOT (n=475)¢

70 50 30 10 10 30 50
Event rate (%)
[l Placebo + FLOT (n=469)

70



< sefh

‘ Sociedad Espafiola
de Farmacia Hospitalaria

Conclusions

Durvalumab with FLOT significantly improved EFS vs
FLOT alone in resectable gastric and GEJ adenocarcinoma

-
. | ol

EFS benefit was consistent across subgroups and ] I‘ﬁ.'b :-.E-.a
geographic regions ...-Eﬁl-i-}n'[
O pF

No new safety concerns were identified A copy of these slides and
an infographic plain
language summary

OS data are encouraging; final OS analysis pending of this presentation can be
accessed via the QR code
above

MATTERHORN supports global adoption of perioperative durvalumab with
FLOT as a new standard for patients with localized gastric and
gastroesophageal adenocarcinoma
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