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Morganna Freeman-Keller', Youngchul Kim?, Heather Cronin®, Allison Richards>,
Geoffrey Gibney?, and Jeffrey S. Weber®

0OS : All irAEs OS : # of irAEs
(Log rank P = <0.001) (Log rank P = <0.001)
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# of irAEs
o
N o 0 (n = 56)
. 1~2 (n = 58)
IAE = = =3-4(n=20)
Yes (n = 87) g | — 5T (n=9)
g No (n = 586) T T T T T | | | T
' ' ' ' ' ' ' ' ' 0 25 50 75 100 125 150 175 200 225
D 25 50 75 100 125 150 175 200 225 0S (weeks)
0S (weeks) Group
Group 0O S5 40 30 19 13 10 7 7 3 3
Yes 87 75 67 53 40 30 15 7 1 1 1~2 58 50 42 34 24 16 9 4 1 1
No 56 40 30 19 13 10 7 7 3 3 34 20 16 16 11 10 4 2 2 2
57 9 9 9 8 6 6 2 1 1 1

October 7, 2015; DO 10.1158/1078-0432.CCR-15-1136
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(Log rank P = 0.004) (Log rank P=0.028)
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JAMA Oncology | Brief Report

MEIC= RN T 21t 5L IR ORISR ER(EA M ROREE S

Koji Haratani, MD; Hidetoshi Hayashi, MD, PhD; Yasutaka Chiba, PhD; Keita Kudo, MD, PhD;
Kimio Yonesaka, MD, PhD; Ryoji Kato, MD; Hiroyasu Kaneda, MD, PhD; Yoshikazu Hasegawa, MD, PhD;
Kaoru Tanaka, MD, PhD; Masayuki Takeda, MD, PhD; Kazuhiko Nakagawa, MD, PhD

E] Progression-free survival

Progression-Free Survival, %

No. at risk
With irAE
Without irAE

100 -

80+

= With irAE (n=44)

Median: 9.2 months (95% Cl, 4.4 to NR)
Without irAE (n=61)

Median: 4.8 months (95% Cl, 3.0t0 7.5)
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"L’LutL
Ay,
L‘.E - W
Log-ranic test: P =.04
0 T T g —t s T | S—
0 2 4 6 8 10 12 14
Time, mo
44 41 28 22 15 6 2
61 48 34 17 7 5 0

[E] Overall survival

With irAE (n=46)

Median: NR (95% Cl, 12.3 to NR)
Without irAE (n=84)

Median: 11.1 months (95% Cl, 9.6 to NR)

Log-rank test: P =.01
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%nflﬁ(ﬁ’.ﬁ?: VO RAMAERIZROZETHHEIINSCLCEE 1,245 HIDS5H. 2RI TDIE/RELETHLI=2204

RN ITHREBEHDNI=ARIITTHIEBEICS U F LEL. BEHTIEPD SLURBRTELVEETERORRETHREL
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Key eligibility criteria

Continuous nivolumab
+ Advanced/

metastatic NSCLC :
Nivolumab
+ 21 prior systemic 3 mg/kg IV Q2W
therapy® - p
. ECOG PS 0-2 reatment for 1 yea

Nivolumab retreatment

* Treated CNS allowed at PD

metastases allowed

Stop nivolumab

Exploratory endpoints®: safety/efficacy® with continuous vs 1-year treatment, efficacy, other (eg, biomarkers, PK)

D.R. Spigel et alLESM0O2017 oral12970
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14958 A CTOEBEEFHR(PFS) (X, G TIEREE., i1 (X10.35ATHY. #HiGEH

TOEEMNTENT-[HR:042(95CI: 0.25-0.71)]

) PFSrate, %
Median, months
(85% ClI) G-month  1-year
100+ Continuous fx NR (NR) &0 85
{-year txb 10.3 (8.4, 15.2) (o2 40
804 HR: 0.42 (95% CI: 0.25, 0.71)
— 60-
£
)
w
o 404
204
0 1 1 T 1 1 T 1 1
0 3 6 9 12 15 18 21 24
Time post-randomization (months)
No. at nisk
Continuous tx 76 80 53 49 35 22 10 3 0
fyeartx 87 50 43 3 21 16 5 1 0
D.R. Spigel et al,LESM0O2017 oral12970
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A FHB(0S)(E. M TRIFLIER[HR:0.63(95C1:0.33- 1.20)]

Median, months OS rate, %
(95% Cl) 6-month  1-year

100 - Continuous tx NR (NR) 97 88
1-year tx® 23.2 (23.2, NA) 95 81
HR: 0.63 (95% CI: 0.33, 1.20)
o iy W
__ 60+
S
7))
O 404
_+.
20 4
0 1 | | | 1 | 1 | 1
0 3 6 9 12 15 18 21 24 27
No. at risk Time post-randomization (months)
Continuous tx 76 74 12 67 62 41 29 74 2 0
1-year tx 87 79 74 70 61 38 23 4 0 0

D.R. Spigel et al,LESM0O2017 oral12970
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