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@Nivolumab’ (1L NSQ)S
@Nivolumab? Pembro+? Pembro+
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. Pembrolizumab? .Nivolumab Pembrolizumab8 (1L NS chemo
. . Nivolumab (@RKolumab + ipilimumab | @(PDLIFAL2LE o T aE 1L SQ)4
@ Ipilimumab? :e; Nivolumab# (SQ)2 @ Pembrolizuma = Pembro+CTi(stage IIiB
¢ @ Nivolumab3¢ @ Nivolumabs ¢(PD-L1+)Z’6 ¢ (NsQ1L) <
2011 @ 2012 | 2013 | 2014 2015 2016 2017 2018 2019
T £ Pembrolizumab’ | £ Nivolumab + ipilimumab £ Nivolumab! L :Atezolizumab
- _vaolumab1 £=pembrolizumab (PD- £ Atezolizumab' N'?I (2L)2
= First checkpoint I-4§1Nivolumab Pembrolizumab' & e umalcé_ Pembro
inhibitor £ Nivolumab _ (NSQ)' &= - & Avelumab®! =
P &= & N 1
(ipilimumab)’ = (SQ)’ = Nivolumab Atezolizumab’
&= Nivolumab

Pemﬁ’olizumab
(PD-L1+, 1L)?

H1PD-1: Nivolumab, Pembrolizumab
HiPD-L1: Atezolizumab, Avelumab, Durvalumab

PICTLA-4: Ipilimumab, Tremelimumab (FHtiE R E)

1L, first line; 2L, second line; NSCLC, non-small cell lung cancer; NSQ, nonsquamous; PD-L1, programmed death ligand 1; RCC, renal cell carcinoma; R/M, recurrent/metastatic; SCCHN, squamous cell carcinoma of the head and neck;
SQ, squamous.

1. U.S. Food and Drug Administration. http://www.fda.gov. Accessed November 11, 2016. 2. European Medicines Agency. http://www.ema.europa.eu. Accessed November 11, 2016. 3. ONO Pharmaceutical Co., Ltd. [press release] July 4,
2014. 4. ONO Pharmaceutical Co, Ltd. [press release]. March 23, 2015. 5. ONO Pharmaceutical Co, Ltd. [press release]. December 17, 2015. 6. Merck [press release]. June 27, 2016. Accessed August 8, 2016. 7. Bristol-Myers Squibb
Company [press release]. November 22, 2016. 8. Merck [press release]. December 19, 2016. 9. U.S. Food and Drug Administration. http://www.fda.gov. Accessed March 23, 2017.

18



| EREH#tES/PD-1INEIRIRI BT IR

HimaiR ARG IEIEFERERH ST R {E1EBF 84 ERFER R
r& [E]:RE 3B e PR g4 BEEEN B ER
(#H0) (#0) (Er=) { &) ( Er)
chE _rEdiaE 6/15/2018 7/25/2018 12/17/2018 12/24/2018 05/05/2019
— e KRR R e
- S RGBT RIFEN EEEE? %E ¥*ﬂﬁmﬁ§§ﬁ'§ FREBTENmEAR 2" HERUTFRNET 2 "HRERETHNES
B P A IE A5 BT EREEETEE ( ) e pre
HHBEATEE ( —£% ) R e ) A Y [ 2 4 S S T BRE R T
{ ALK ) [tV IEREdE/ N T
B AR A& RIE
Checkmate 078 REaIEE CT-432 ORIENT-15%¢ T
mOS KEYNOTE-151 ORR 17.3% ORR 79.2% ORR 84.8%
12.04Bvs 968 ORR 16.7% DCR 57.5% DCR 97.9% CREE30.3%
mPFS DCR 38.2% mPFS 3.6-8B CREE 29.2% PREES4.4%
2.8 Hvs2 878 mPFS 2.848 124B0S=E : 69.3%
ORR mOs 12.178
TERERGER R  16.6%vs4.2% JE/mBa e
PR AT m KEYNOTE-189
mOs
22 04Bvs10.748
mPFS
9.04Bvs4.98
ORR
48.0%vs19.4%

http://cnda.cfda.gov.cn/WS04/CL2056/228364.html
http://www.nmpa.gov.cn/WS04/CL2168/333924 .html
http://www.nmpa.gov.cn/WS04/CL2056/334158.html




65
N\
‘ R AT A
\
‘ NS R
/
‘ 25 AT R FRTUIR
/




| AT AT

Nivolumabig5FEFRRA=EE16%

=IUTEFT: 6yr08$=14.1%
CheckMate 003FANSCLCEAFIBERGELSETF (0S) =

100

| -

mEFIFCRN
(n=129)

osHfi{E, H 9.9
(95%Cl) (7.8-12.4)

18.4%
15.6% 15.6% 147%

=,
=
— ] . . . -

|

|
i T 1 ! T T T 1
2 3 4 3 6 £ 8 9
oEAeR 120 B2 49 34 27 23 20 18 17 17 17 16 16 12 4 2 1 1 Q
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1. Scott Gettinger. J Clin Oncol 36:1675-1684. 2. Garon et al presented at 2019 ASCO_LBA9015; 3. Julie Brahmer presented at 2017 AACR
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1. Scott Gettinger. J Clin Oncol 36:1675-1684 . 2. Julie Brahmer et al. Presented at AACR 2017; 3. Brahmer et al Presented at AACR, 2019, Abstract CT195;
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No. at risk
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Docetaxel 166 103

Minimum follow-up: 25.9 months; 22% and 16% of patients were censore

161 117 89 50 6 0 0
63 37 28 18 1 0 0
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TPS 250 % TPS 1-49% TPS <1%
HR HR HR
=it (95% CI) E=1ES (95% Cl) ==L (95% CI)
ISR ST E  43.9% 0.59 52.3% 0.62 59.1% 0.52
P 60.0%  (0.39-0.88) 69.0%  (0.42-0.92) 81.0%  (0.36-0.74)
100 100- 100+
90 - 73.3% 90 4 90 4
80 - 48.6% 80 - 71.7% 804 63.4%
50.0% 47.6%
70 51.9% 70+ 70
60+ 39.4% 504 44.3% 1 38.5%
2 2 33.0% 2 28 15.5%
7)) 7)) o 73 =
O ,od B T - 40- 1\_'1—._“_”_‘ Wwuy, O 404
30+ 304 J'l.LI.I.l 30 - L-i
204 Median (95% CI) 204 Median (95% Cl) 20- Median (95% Cl) L
104 NR (20.4 mo-NE) 10d 21.8 mo (17.7-25.9) 10d 17.2(13.8-22.8)
0J10-1mo (7.5-NE) 5 12.1 mo (8.7-19.4) . 10.2 mo (7.0-13.5)
T T T T T T T T T ' T T
0 6 1 18 24 30 0 6 12 18 24 30 0 6 12 18 24 30
Months Months
Wo,BHRIEk Na. &t Risk No. at Risk RRHIE
132 114 95 85 29 0 128 107 91 74 26 2 127 104 79 61 17 0
70 50 34 30 11 0 58 47 29 22 14 0 63 45 30 15 2 0
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KEYNOTE-042 —&8p75%E, REERDEUE

Overall Survival: PD-L1 TPS 250%

Overall Survival: PD-L1 TPS 220%

100+ : 100
90 70% . 90 68%
. 804 ‘=0 Median (95% CI) o 80
= 57% = 55%
3 79 : 20.0 (15.5-NR) g 701 .
£ e0] : £ 60 Median (95% CI)
g B0 S FITOUTUUROURRTI JUPTRRINE 140 (100_179) @ 50T Mg
ﬁ 40 : Events, E 40 200 (174—N R)
g a0 n (%) HR (95% ClI) g 30, 13.7 (10.1-17.9)
20 4 20-
104 : Pembrolizu 101 Events, n
; 28 (39) S S %)
co 2 & 9 12 15 18 21 24 mab 0.62 co 3 6 9 12 15 18 21 24 (%) HR (95% C1)
No. at risk Time, months Chemother (0.38-1.00) No. at risk Time, months Pembrolizu 38 (38)
Pembrolizumab 72 68 59 55 43 31 19 3 0 apy 42 (57) Pembrolizumab 101 94 8 74 64 37 22 3 0 mab 0.62
Chemotherapy 74 69 62 48 33 20 12 6 0 Chemotherapy 103 96 86 66 42 26 17 6 0 0.41-0.95
Chemothera 57 (55) (0.41-0.95)
py
Overall Survival: PD-L1 TPS 21% Overall Survival: PD-L1 TPS 1%-49%
(Exploratory Analysis)
0
100+ gzﬂ//o 100+
920- : 0 ; 90 .
e Median (95% Cl) < o] Median (95% CI)
3 ™ : 20.0 (17.4-NR) ; :g 19.9 (11.9-NR)
‘S 604 :
2000 T - S 13.7(101-17.9)  Eients.n 3 5] 10.7 (8.3-20.9)
3 40 ‘ (%) HR (95% Cl) S ol Events, n
g 2 & % (%) HR (95% Cl)
20 : Pembrolizum 50 (39) 20-
104 g ab 0.65 12' : Pembrolizum 22 (39)
T I e s 1r e 1 Chemotherap (0.45-0.94) o 3 6 9 _ 12 15 18 21 24 ab 0.69
No. at risk Time, months y 73 (54) No. at risk Time, months Chemothera (0.40-1.20)
Pembrolizumab 128 119 102 91 66 44 20 5 0 Pembrolizumab 56 51 43 36 23 13 10 2 0 py 3162)
Chemotherapy 134 124 109 81 52 33 22 6 0 Chemotherapy 60 55 47 33 19 13 10 0 0

HR, hazard ratio; NR, not reached.
Data cutoff date: September 4, 2018.
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WTRGBESE R
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HuEELEREA: 20175E98 Ferris RL, et al. Oral Oncology, 2018, 81:45-51.

32



| AT AR 2R
insrURn IHIgRiE (CT4RRR)



> Z B RAUTHETEMEE

(SEFIER-ORIENT 155



| > CERRRTHESSHEE
inBRERERR



| B4

1. TZlE. APC/MBER EEZ M REaER, HFCTLA-4, PD-1/PD-L1HREIRERRN,
HERAIERE AT HVEER. BIIRSORBIFICIZIMENIR, SMEERTERHER ISR
MK, (ERERITFRIETRD.

2. ERSrEEBEZMEMNRENMEFRRE Ry, HTEREEIRMRISHPD- 1% EEIE
NBREREE. SkIEREHE. REAETESMERELUNESRERAT ZNA.



