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Estimated age-standardized incidence rates (World) in 2018, nasopharynx, both sexes, all ages
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Table 3 Top 10 NPC incidence and mortality provinces, autonomous regions, and municipalities in China, 2013

Rank Incidence (1/10%) Mortality (1/10%) 'f X
Province® CR ASIRC ASIRW Province® CR ASMRC ASMRW i

1 Guangxi 1237 11.16 1049 Guangxi 5.83 5.16 5.01

2 Guangdong 1230 1038 962 Guangdong 6.26 5.06 499

3 Hunan 6.97 538 5.08 Hainan 444 327 327

4 Jiangxi 562 5.08 4.88 Hunan 376 2.88 271

5 Hainan 545 390 383 Jiangxi 289 253 244 I“. wil

6 Fujian 469 387 365 Guizhou 304 2.40 238 L] 8 -

7 Tibet 266 F1 > 3.06 Fujian 258 208 205 ;

8 Sichuan 435 3.21 3.05 Sichuan 215 1.52 149 d .

9 Chongging 441 3.12 292 Shanghai 313 1.38 137 Tk

10 Hubei 446 304 238 Hubei 1.97 1.25 1.25

? Including provinces, autonomous regions, and municipalities directly under central government of China

CR crude rate, ASIRC age-standardized incidence rate by 2000 Chinese standard population, ASIRW age-standardized incidence rate by 1985 Segi's world standard
population, ASMRC age-standardized mortality rate by 2000 Chinese standard population, ASMRW age-standardized mortality rate by 1985 Seqi’s world standard
population

- 2[E2018FHiRiI2 S IREHHIE60,558(41
- HRBEH3.26/105, BHESTFXiE, HRKE2.4(5
- BIRE2018FIEiEHIEN31,413A, HIETERP1.77/10

EFREERZFAT(IARC)

TR BIREZEAaT AR A LR, 2013.

Wanging Chen, et al. Chin J Cancer Res 2018;30(1):1-12.

Global Cancer Statistics 2018: GLOBOCAN Estimates of Incidence and Mortality Worldwide for 36 Cancers in 185 Countries, First published:
12 September 2018, DOI: (10.3322/caac.21492)
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Affiliation/Trial Year Case Stage Treatment outcomes (%)
(Follow-up) group 0S L-FFR _ N-FFR  DMFS
. —
UCSF (4-year) # 1995-2000 67 All (MO) 88
MSK (3-year) & 1998-2004 74 All (MO) 83
Singapore(3-year) * 2002-2005 195 All (MO) 94
Hongkong(-3year) 2000-2002 63 All (MO) 90
SYSUCC (5-year) * 2001-2008 865 All (MO) 83

# Lee N, et al . Int J Radiat Oncol Biol Phys . 2002

¢ Wolden SL, et al . Int J Radiat Oncol Biol Phys . 2006
* Tham IW ,et al . Int J Radiat Oncol Biol Phys . 2009
Ne Kam MK, et al . Int J Radiat Oncol Biol Phys . 2004
X Su SF, et al. Chin J Cancer . 2011
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> WTFER/AEHBHEIRE, “&RUDSTERRETERE 2, —&SHTHMPFSA8MNE, Ffil
OSAH171M A", EHTPUREFIRSRR11MA? | AMARNKEAEFRIFECHIHE, AF20%3
SIRMHEBEEATHRE, 2E4EEFER0%, EEREHNAERE—SRERIERE.

1.Prawira A, et al. Br J Cancer. 2017 Dec 5;117(12):1743-1752.

Bz B TR E RIGE A BT 2.Chan AT, et al. J Clin Oncol. 2005 May 20;23(15):3568-76.
ISR SIaT . PEEHRIR20134R 3.Rusthoven CG, et al. Radiother Oncol. 2017 Jul;124(1):139-146.

BEEIEIRE AT IR, R, F{-4E- (%RL) 201854818 4Yin Z, et al. Onco Targets Ther. 2017 Nov 27;10:5677-5683
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AR B, PR LR I S S RE 4+ 2 2016; 40(3):173-177.
Fang W, et al. Oncotarget 2014; 5(23):12189-12202.
Outh-Gauer S, et al. Cancer Treat Rev 2018; 65:54-64.
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EBV CTLia7T 2IR7=

424§ — L5k — LAt TT R K RIS IZ S IRTE

#100-200miMn, 43EPBMC

#AdE1-LMPpoly E#i(LMP-1/LMP2/EBNA1)E#PBMC

#16 (72.7%) GIREINH ISEBVISSIETHAE, 6fIH 15KM
+EHERE: 136 X (38 ~420K)

wHGLISETERIE: 220K (ETHREATT) VS. 523 X (T HEEATT)
‘EIRRL: RMEFEER, Fi%, RIME, TT2ELALERIRRE

Smith C, et al. Cancer Res. 2012
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* 21fIS RSB SRESET RHRIEZEBV-CTL
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¥ PuTHEREERF221MA

* P2 %EF16.71B

© ATBEEBV-CTUATF TSI B

Huang J, et al. cancer. 2016



{7+ EBV-CTL—&iaIT E R ER 2HE

LIPS RELERIFERSE, BEPR35HESZGC +EBV-CTL

Chemotherapy immunotherapy

Gemcitabine 1,000 mg/m*

300 mL Carboplatin AUC 2 EBV-CTL
blood Days 1, 8 and 15 (every 28 days 1 % 10°/m® indusion x 6
: 4 cycles)

EBV .%E.-"IE CTL

Chia WK, et al. Mol Ther. 2014
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#1-£E PFS: 25.7%

Chia WK et al Mol Ther 2074
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Cancer Immunotherapy Based on
Mutation-Specific CD4+ T Cells 1n a
Patient with Epithelial Cancer

Eric Tran,? Simon Turcotte,* Alena Gros,! Paul F. Robbins,? Yong-Chen Lu,! mark E. Dudlt—:—y,l-r
John R. Wunderlich,? Robert P. Somerville,? Katherine Hvt:n:_:j.':ln,1 Christian 5. Hinrichs,?
Maria R. Parkhurst,* James C. Yang,? Steven A. Rosenberglt

Tran E et al. Science. 20714
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g6/ H
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1= B 4HBEFI SR A TP

LiJ .. Mai HQ.et al. Oncoimmunoloagy. 2015
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it3E4H(n=58)

eDDP 100mg/m? q3w

JIII-IVaHig oTILGRZ M, IL-2;¥592/F

EBVDNA>4000

copies/ml NPC

YJEBZH(Nn=58)
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Aaron P Rapoport et al. Nat Med.2015



NY-ESO-1 TCR-T ;a7 =E(DiE

_B Pretreatment A Pretreatment 12 months

20F I HAEERBRRE:

18ZRHARBIPOE: 1A (55%) BHEIRED,
11\ (61%) MBS, ——

3FEFERLNH38%,

Paul F. Robbins, et al. J Clin Oncol.2011



EBV LMP2-TCR-THEGZIS S
HLA-A111FB PR

Untransduced TCR transduced B No target HLA-A11 Target
1.0M -] = 10° 3qi Q2 Jai Q2
] TCR positive 1 TCR positive ] o 0.52 j0 52.1
800K = o.10 = 72.2 10 -

600K — - 103
] ] . ]
400K = - 1073 3
- i | - | =
] s 5 E
J J = 2 1
p— 1
200K = - 10" < S =
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o 1o . 99.5 1o LIE
o 10 |
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Courtesy by Dr. LI CQ
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A LMP2-A11 TCRin vivo efficacy-Tumor growth B. LMP2-A11 TCR in vivo efficacy-Tumor growth

3000+
—+— Untransduced 3000+

—— Untransduced
- TCR Transduced

- TCR Transduced

N
[=]
[=]
o
1
N
o
o
o
1

1000+ 10004

Tumor volume, mm®
Tumor volume, mm3

0 5 10 15
Days Post T-Cell Injection

0 5 10 15
Days Post T-Cell Injection

C+' LMP2-A11 TCR in vivo efficacy-Survival Curve

100 =t Untransduced
L = TCR Transduced

Percent survival
3
[

0 L] L]
0 5 10 15

Days Post T-Cell Injection

Mice are counted as dead when tumor volume exceed 2000 mm 3

Courtesy by Dr. LI CQ
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LIMP2-A24 TCR in vivo toxicity-body weight change
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Courtesy by Dr. LI CQ
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Lin CL, et al. Cancer Res.2002
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FinfIEREMRENNT], FRSRE ST

Camrelizumab (SHR-1210) alone or in combination with >k @
gemcitabine plus cisplatin for nasopharyngeal carcinoma: |
results from two single-arm, phase 1 trials

Wenfeng Fang®, Yunpeng Yang®, YuxiangMa®, Shaodong Hong®, Lizhu Lin®, Xiachui He, Jianping Xiong, Ping Li, Hongyun Zhao, Yan Huang,
Yang Zhang, Likun Chen, Ningning Zhou, Yuanyuan Zhao, XueHou, Qing Yang, Li Zhang

- R EM BB e OISR DZERBI\ R AIRER 7 rinflIRENE—ZiaiT K
MENE AN EREREREPNLTSMERERUE, BEINFRIMIRER T RinF|
IREEXSINH. SHtELRAR—Zialr 8 K N EE%EIRERIRRT .

o ZMREFRTEFRIIRIEZEAT] (Lancet Oncology) £, EERIFEER=EMH
&RIPD-1 8~ milEl F=mAHR (IF=36.4) , ZoinBER XNk
FMEREET U= REYSEIAT,

Fang W, et al. Lancet Oncol. 2018 Oct;19(10):1338-1350




migteE SHHIFIESIEE R FEE

Hong Kong Taiwan
(NCI-9742) (KEYNOTE-028)

aThE Nivolumab Pembrolizumab Camrelizumab JS001
e 44 pts 27 pts 93 pts 165 pts
NEIFR EPER—SSARUTINER/  WWERTAHIPD-LIAENSE EMESE—SUrNSk/ EOERU—SWUTNER/A
HEFENPC & /HEFBNPC EHEFENPC #NPC
ORR, n (%) 9 (20.5) 7 (25.9) 31 (34) 42 (25.5)
PD-L1PHEZE>1% 6 (33.3) 7 (25.9) NA 14 (31.8)
PD-L1PHEZE<1% 3 (13.0) NA NA 26 (23.4)
RE2ER, n (%) 1 (2.3) 0 (0) 2 (2) 4 (2.4)
EBEERE, n (%) 8 (18.2) 6 (22.2) 29 (32) 38 (23.0)
wBIEE, n (%) 15 (34.1) 15 (55.6) 23 (25) 48 (29.1)
IBHE, n (%) 18 (40.9) 6 (22.2) 37 (41) 75 (45.5)
FRIRIEHIZR, n (%) 24 (54.5) 21 (77.8) 54 (59.3) 90 (54.5)
T HEER 2.81R 3.7"R 5.61H NA
fR{yiciadE, B NA 1.9 1.9 34

- | -  ERIARPD- ey SIRERGSRF LRk =% L5
BIICSCORIY, 20182553, =Rk RIMIER: . PD- TR TR L B St a



—% M%) EialT A E——IIHE, NivolumabEz5

NCI-9742fft53: 8. SHUIERARIE®ENivolumab(3mg/kg q2w) BFEEEHEZI > 1M SHLIT R ES
A A BIEREE (n=40) TR EZL M

Erll YRR AT AT . -
AEl IS AMN/EREEIRE(VD)EE Nivolumab&z5iayy

IRETRE S 180S, 1£PFS

» R AER  EEWRES: ORR

THFLEER | chiubin10.848, 20.5%MBEATIORR, DCRII54.5%, FR{EPFSH2.84H, Nivolumab (NCI-9742)
HR{70Six17.14H I 44 pts
e — i _ ORR, n (%) 9 (20.5)
L1 == W FD-L1 1%
; ¥ E‘ PO-L1<1% PD-L1PHIEZ=E>1% 6 (33.3)
01 i > £ I S PD-L1BRIEZE<1% 3 (13.0)
| 23 RLEE, n (%) 1(23)
= - . L
£ ol @ =
HLAA exp = °
Median (95% Cl) ] .’g 1]
2017 Bughs% cl, r::: PFS 10.94 months (7.59 to NA) :E E
Loss of HLA=A or HLA=B: a.®B
95% cl, NA:13 24 to NA) P E
0 :Ia 5 9 12 15 1Ia 2|1 2|4 §= i -50 4
Time Since Registration (months) B &
No. at risk: - -
Both expressed: 20 17 14 9 4 1 .‘E;
;ﬁ,:f:b@“_'; 24 22 19 15 12 8 P 1 S -100 -

1£EPFS 19.3%
Ma BBY, et al.J Clin Oncol. 2018 May 10;36(14):1412-1418. *FrfaPDEEIIEENRIHERITT



—&R %L e E——IbH, Pembrolizumabgiz3

KEYNOTE-0283EkEtN. ZPAFI. IbEAARIFE(&Pembrolizumab(10mg/kg q2w) AFBEEHIESIRENTTE
RS R/ EPD-L1 M EIREEE (n=27)F 3R ZLE

H

ST D—B R AT RIME T AR
RIPD-L1RIEPES K 14 /4eT5 1L B IR

(IVb)E&

Pembrolizumab&zg

=

=g

FR{UREIB201MN A,  26.3%RIBEEZIORR(FILFE), DCRA68.4%, Hifi

PFS}36.548, H{z0Six16.59°H

29.6%BERE > SHGMMBXRAREM:, 15IRSEF LS

100
80
60
40 -
20 o
0 ¢
~20 1 W
—40 4 W
—60

—a&— Responder

Monresponder

+20% Tumor
Increase

—=30% Tumor
Reduction

Change From Baseline (%)

—80 A

=100

T T b Ll T T T L] L] T T T T T
0 8 16 24 32 40 48 56 64 72 80 88 96 104 112
Time (weeks)

PembrolizumabBZ5IGKiIEXT B = ABHIT T iEiE, EUITTFE

e IES= o)
(BHZ5R3-AREIRMBARS, FHM—HFCEE

Hsu C, et al. J Clin Oncol. 2017 Dec 20;35(36):4050-4056.

PERE I R FEMHRES: ORR
Rt EIT LR REFE . 140S. 14PFS

73 HRETFE (N=27) AGiE (n=19)
ORR, n; % 7; 25.9% 5;26.3%
CR, n; % 0;0 0;0
PR, n; % 7; 25.9% 5;26.3%
SD, n; % 14; 51.9% 8;42.1%
PD, n; % 6; 22.2% 6;31.6%
DCR (CR+PR+SD>68), n; % 10; 37.0% 5; 26.3%
DCR (Fi£ SD#FEERT(E]), n; % 21; 77.8% 13; 68.4%

F{iIDOR, B (BE)
F{i7SDHFEERTIE], (range)

f{sEPFS, B(95% Cl)
6/ NBPFSEK, %
12NBPFSE, %
F{:f0S, B(95% ClI)
6/NHOSE, %
124HOSZE, %

GRADE 3-4 TRAE, n (%)
drug-related death

17.1 (4.8~21.1+) 10.8 (1.0~20.9+)
56 (21.7+~12.9+) 3.8 (21.7+~5.6+)

6.5 (3.6-13.4)
50%
33.4%

16.5 (10.1-NR)
85.2%
63.0%

8 (29.6)
1 (3.7)




—&iarr A E—IH8, Camrelizumab (SHR-1210)2%4

SHR-12108&r Eid BV — SRR AT KSR et S IRE=

er7 el 18-70 years
%ﬁf’é RS — R ATT RET AT SHR-1210 BAZE;41T » FRRHRITEAR  IEWRES: BESRRER
HNEXR L/ ERMEEIRERE

i == RIS EIER Camrelizumab (SH-1210) #%
RlIEL 91 pts EHIER 93 pts
ORR, n (%) 31 (34) GRADE 3-4 TRAE, n (%) 15 (16)
TEEME, n (%) 2 (2) conjugated bilirubin concentration, n (%) 3 (3)
ERONEER (%) 29 (32) stomatitis, n (%) 2 (2)
EEREE, n (%) 23 (25) anaemia, n (%) 2 (2)
ERHE, n (%) 37 (41) increased concentrations of aspartate 2 (2)
aminotransferase, n (%)
PRI, n (%) > ) alanine aminotransferase, n (%) 2 (2)
AR SHHE total bilirubin, n (%) 2 (2)
RGeS A, B 1.9 SAE 8 (9)

(o)
88%IME JEEI?IZ&‘E?
Camrelizumab (SHR-1210) alone or in combination 1! MY, carcinoma: results from two single-arm, phase 1 trials.
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KENBIRHE:

HFHA18-70%

B M2, &%
e EEEAERE, BAR
Er=Y iz =t g
ECOGi¥450-1%
IRIERECIST1. 1AERE/MAN
B EmEkt
FRTAETRER > 12/

L = B R B 2E IR
RIEHE
RIS E RGeS
ON=Ting

N=23

#EEATT 200mg IV Q3w
BHERRAREA MRS
B IEIANERE

BERE

e PR
REsFIERERYL D1 200mg IV
+HEPaftHiE 19/m2D1, D8
+IRH 80mg /m2 D1 BRI BRE
—_> Q3wx6 cycle —_— BEIHTRAGFINE
BEEE1 2E%

-
FERR: REESTZML

\

RBER: BAENFSE. inirRINEMTH

kJi’@EI’\JPD-1%’:1711%3\76 . iaf7 IRADAZNZ

24BBEHITNE T

2305 NG

23fBIEECIRI By KA
REFIER200mgEER
EERE S rtEIRH

4
17U ERYy

!

J

Fang W, et al. Lancet Oncol. 2018 Oct;19(10):1338-1350

23BIBELEENEE
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FInFUEREEINEA S GPILIT 1 RETR R RVERRAN

| HASSIRAGRRIIR (=2

EMMEhE 20 (91%; 72-97)
TEER 1 (5%)

BB R 19 (86%)
IRIRASTE 2 (9%)

TRIRIt IR 0 (0%)

ks, B (IQR)

10.2 (9.7-10.8)

ERFERE, B

1.6 (1.4-2.2)

gfEPAfFEERdEl, B (IQR [95% Cl)
ALY RERTE, B (IQR)

Fang W, et al. Lancet Oncol. 2018 Oct;19(10):1338-1350

NR (4.4-NR[NR-NR])
9.3 (7.9-11.0)

HHECERZSHASR,
REMRINEMERESA
91%,

R ZERTEIH(N91.61H,
BEfEAiFERTEERAE




FintEREEINEA S GPILIT 1 RitA RN Z 2 £ D

Camrelizumab combination trial (n=23)

Grade 1-2 Grade 3 Grade 4
Treatment-related
Any 23 (100%) 20 (B7%) 5 (22%)
Serious adverse events 1(4%) 1(4%) 0
Led to discontinuation 1(4%) 2(9%) 0
Most common adverse events®
Anaemia 23{100%) 0 (39%) 2(9%)
Anorexia 21 {91%) 0 0
Mausea 20 (87%) o 0
Leucopenia 20 (87%) 11 (48%) 0
Meutropenia 20 (87%) 11 (48%) 2 (9%)
Thrombogytopenia 19 (83%) 5(22%) 2 (9%)
Albuminuria 17 (74%) 0 0
Peripheral neuropathy 16 (70%) 0 0
Rash 15 (65%) 1(4%) 0
Oedema 14 (61%) 2(9%) 0
Hyponatraemia 14 (61%) 1(4%) 1(4%)
Hypochloraemia 13 {57%) 0 1(4%)
Vomit 13 {57%) 0 0
Constipation 13 {57%) ] 0
Fatigue 12 (52%} ] 0
Hypoalbuminemia 12 (52%) o 0

Fang W, et al. Lancet Oncol. 2018 Oct;19(10):1338-1350

XA,

(NBE2IRSAESH, SEGATT FUBISEHA3HIIR.
HebhENRIRER > 50%NAREHETERWTIAT
B ERBRINAREH:

al. XK. =i, BMERFE. MIMREE. =8
FR. SNEfRERET. 22, KB, BiE. {ERIIE.
IxXot, (Ef. =1, EEEBIIE.

R EEAMEIRERN A LR 922%, RKB/H91-24%,
HEELERZGIaTT, T 75%

TR IBRITE TS



&% EiafT A E—IIEE, Toripalimab (JS001)&3%4

POLARIS-02 45 EFl B RZiafr SIFORRE25.5%, {EPD-L1BHMEFBIESERFERN

Eig N=165
ORR, n (%) 42 (25.5)
PD-L1PAM4EZR>1% 14 (31.8)
PD-L1PAMZR<1% 26 (23.4)
2%, n (%) 4 (2.4)
W%, n (%) 38 (23.0)
wiEteE, n (%) 48 (29.1)
ERIRRE, n (%) 75 (45.5)
HEmEHEIEE, n (%) 90 (54.5)
P TEHERET NA

(ARSI (B) 3.4

BUBESHMHTBLEIE %)

-100.0

100.0
80.0
60.0
40.0
206

BRiEe8iarr

B«
=2

20%

0.0 ||||||||||||III|||||||.. ............ -n|||||||||||||||”“

-20.0

-40.0 Total N=165
-60.0

Any reduction  45.5% (N=75)

-80.0 >30% reduction 29.1% (N=48)

BiSE—FRBEIELINEY (45.5%)
B EESZ2LL EinTrr) & R 0R RIGPR SR 1

Recombinant Humanized ANTI-PD-1 Monoclonal Antibody Toripalimab (JS001) in patients with refractory/metastatic nasopharyngeal carcinoma: Interim results of a phase Il clinical study

POLARIS-02. 2019 ASCO,abs6017



—&R—&L) Eiarr B E—II88, Toripalimab (JS001)E%4

POLARIS-02 : #5inEflRnalr 2 tlr, JUMERFRRMN, BXERD <24

BR (>10%);afFIHXAREMH (N=173, #E2019F4H30H)

& FEsE

TREH N (%) 145 240 340 4% 5B

o KERSHIRBUAT AR =] 173(90.6)  53(27.7) 72(37.7) 40(209) 6(3.1) 2(1.0)
. B 20 BE. EAE. . SEEEL. 2 77(40.3)  42(22.0) 26(13.6)  9(4.7) 0 0
ASTHEZ FURBRIIEERIE  40(209)  19(9.9)  21(11.0) 0 0 0
ASTHE 32(16.8)  29(152)  2(1.0) 1(0.5) 0 0

il N FAR 32(16.8)  29(152)  2(1.0) 1(0.5) 0 0
1 %t*m;ﬁ BB > 29 (15.2) 18 (9.4) 8 (4.2) 3 (1.6) 0 0
. 2BUSHEFFIEXRSET, SIE1PIBLEAE (T8 R 6036 0Ly 5@y 0 o0
1Bx) FBIRFREE (RT8EAEX) ; A 24(126)  18(94)  6(3.1) 0 0 0
. . o s ALTHS 22 (11.5) 18 (9.4)  4(2.1) 0 0 0

. ;égﬂgggg ;g;:;;f%?;%gigﬁamngw KM M AE 21 (11.0) 7(3.7) 2 (1.0) 12 (6.3) 0 0
=E 19 (10.0) 16 (8.4) 3 (1.6) 0 0 0

Recombinant Humanized ANTI-PD-1 Monoclonal Antibody Toripalimab (JS001) in patients with refractory/metastatic nasopharyngeal carcinoma: Interim results of a phase Il clinical study
POLARIS-02. 2019 ASCO,abs6017



—ZiaIT % IIHA, Toripalimab (JS001)EX & S Ea{thiE + it

JSO01BX S SR + IHFA—Zisir ARG SR HNEIRESSE, IHHRIEEH#ITH

AT hRE
HRINGA: N=280

JS001 240 mg Q3W
HAaftE 1000 mg/mz2lV DAY1&8
I $4 80 mg/m2IV

_18-75 years
iIEEE YN2EEE It EIREE

» BIIHIE

FERRLES: PFS

SR BIRESET
RS RN

TR Q3W
EHFMESE 1000 mg/m2lV DAY1&8
T 8 80 mg/ma2lV

Tracking Information
First Submitted Date ™=  june 5, 2018
First Posted Date "= July 10, 2018
Last Update Posted Date  March 11, 2019
Actual Study Start Date “™=  June 12, 2018

Estimated Primary Completion Date ~ August 21, 2020 (Final data collection date for primary outcome measure)

IREAE. Xig
. MITN: RIS 5
https://www.clinicaltrials.gov/ct2/show/record/NCT03581786?term=NCT03581786&rank=1

Phase Ill Study of Comparing TORIPALIMAB INJECTION Versus Placebo Combined With Chemotherapy for Recurrent or Metastatic Nasophapyngeal Cancer
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NITRRE) AR A7 83 CCRTHBED
EBEniaiT A m

No. of Events f

Total No. Median PFS 12-Mo PFS 18-Mo PFS
of Patients (95%6 CI) (9556 CI) (95%6 CI)
1.0+ mo o 26
Durvalumab 214,476 16.8 (13.0—18.1) 55.9 (51.0-60.4) 44.2 (37.7-50.5)
0.9 Placebo 157237 5.6 (4.6—7.8) 35.3 (29.0—41.7) 27.0 (19.9—-34.5)
= 4
= g
0.8+
@ 0.7+ - -
£ oo _
g 05 v
E : _h"-l—t,. e _I;}ur'.ralumab
& g4 : :
5 ! :
£ 03 | :
= ' :
A 0.2 -4 : i Placebo
E Stratified hazard ratio for disease progression "
0.1+ or death, 0.52 (95% Cl, 0.42-0.65) : :
Two-sided P<0.001 : ;
ﬂ-u I 1 I : | : 1 I !
L 3 1 9 12 15 18 21 24 27

Months since Randomization

S.J. Antonia, etal. N ENGL JME D. 2018
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A Overall Intention-to-Treat Population

Total MNo. with Hazard Ratio
MNo. Event {98.4%5 Cl)
100 Pembrolizumab 514 135 0.57 (0.43-0.74)
L. 90 - Placebo 505 216 1.00
= 20 P<0.001 by stratified log-rank test
w
% @ 70— e Pembrolizumab
o 60 -
£ 8
- E 50 Placebo
ol 40-]
S 8
= e 30+
o
e 204
o
o 10
0 I I I Ll ) I I I
0 3 6 9 12 15 18 21 24
Months
B Patients with PD-L1—Positive Tumors C Patients with PD-L1—-Negative Tumors
100 ¢
100 = 90
90 L] 80 -
-?u 80— PSO00L byes £ 3 70 P=0.01 by stratifiec
s i =
% ] 704 Pambolizurneh i "; 60— = = Pembrolizumab
n == 60 s =
= 8 = 5 50
25 504 Placebo &2 =
F E 8 5 404
e 40 S O b Placebo
s 3 - = e 30
t . @
g 20} &E 20+
& S0 10
0 T T T T T T T | 0 T T T T T T T 1
o 3 6 g 12 15 18 21 24 0 3 6 9 12 1s 18 21 24
Months Months

47 Alexander M.M. Eggermont, et al. N ENGL J MED. 2018



NivolumabFisBEIBXSFANinfTAFHRITE RS

ﬁ?&&% (ERTEIREREZEEA5%)

A Patient 1 B Biopsy Sample before Nivolumab

. . W -
.

PM. Forde, etal. N ENGL J MED. 2018
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Christian U. Blank, et al. Nat Med. 2018



SIR7ERIRICTT BX S FiiibE) A $ENPD-1 2 JS001 /Y
| | HBBB#Iim it oS

1T IS4H(N=93)
- Fr4EED: JS001 240 mg/q2w X2
- [EIETHACCRT : Ji$H100mg/m2, dayl. 22, 43
IMRT
- 4EBf): JS001 240 mg/q3w X8

« Ill-IVaHj
- EBVDNA=1500

. Sopses/ml XJERLH(N=45)
o FEEEN: ZREI240mg/q2w X2
o [SIFTHACCRT : JfI$A100mg/m2, dayl. 22, 43
IMRT
Primary endpoint:PFS . ). ZEIFI240mg /q3w X8
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([FEFIRMIAS T IaT REiRHA S IRERD

« T4N1MOz§T1-4N2-3MO

. N=40

Primary endpoint: AE/SAE

HE | | B IEIRARTA S

o BEWIT: GP 1LIT q3w X3
- [GIBFHACCRT : JiI$H100mg/m2, dayl, 22, 43
IMRT
o PD-1infE: B LUK [EIRTEARAE]
SBF|BEHT 200 mg/q3w X6 (FEAMFEHEENHELE)

A LR
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2iERAAMMEE “PRICFIRM" KSBESNTR
ERAERT i R EB X tnk B A S IE7E -
—In2Hy, ZHil, PEInFE

- FEBIT: GP FT q3w X3
« IMRTHJT, FcCCRT

Rt . PO-1itk: BERURERANIE: BRAFIBIIC0 me/adw X6
wBNAAIE]: N IUFIE #7480 mg/qdw X6

Primary endpoint: PFS

HHEAN: LR



FIAIESITREBY DNAZIE A RETRZ XS
EERGHISINESSFESMMERTTRINEE. B8, SHR0InAKIIE

1C Phase
GP * 3 cveles Stratify bazed on response Concurrent Chemoradiotherapy
[Cecimcitalving 1 g il to IC & -'ldj'ﬂ.“nt Phase
_-r—r-—i_ll‘. il .I‘Ll;l_r.-::‘“l.:'.l_lll:'li._dml 2 1u|:a
Locallv Advanced Fasi-101T FRY %A Pos-l0s FIY 1% 4
NPC with |
Pretrea I:LnEM.EB‘I. Sensitive to 1C
DNA=0 copy/ml =0 =0 2
(except TAX0) (low risk of relapse)

' 1 1 BNREEN
NN Copicitnbing

-0
Vo NRER 0L heropy

IC+CORT
(NCCN CGuideline)

l IMET, 785 33F, LG F

I Coopid e ol s, O higlatia 180k mlagde

N=1 1 OWJ I Ang-FI-I 1Eerapy (ovdilimeaumaby, 3mp, myvdrip, 30-Ehoin gdw, 12 eyvcles i Latal
Primary endPOint: PFS l Capecitabineg, a5 mp'sI bl d1-21, oV, or & imsdng
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- BEfTIREERFHRERT LRk _ %l Lol SRttt R IRE
- —ZBRATHIEE+INE (BRi—%ATER) sy SRS HESIREFERATEE, JS001BRIMT
- (EEFEREFRE T REPRH 2IREIGRRIE, HFEEIHMEESTT, BRRBERAMT.

BoS/ime
CTR20180780  EARMEVEHIHIRGE Som L SRANE gy prs i
R Epsgx BRI WEIIH =t (1B5)
GG, REEE. RIRE. EAR S00. R - . BT
15001 CTR20160740 SLaFERikE 6326 A Ib/IIER =2k ORRZ: (#3Erh)
ISR, AEEE. BIRESH 448 S L .
NCT02915432 %ﬁ%%ﬁ%% (BiF) T Ib/IEg [=b7y ORR BeEsH
e e 280  BEHl, B0, WE  JSOOTEES »
NCTO3581786 —GibFRIBBERSAHEES S0 |k 2T PFS MiskigEE
IrAES
e 40 . B irSAEs 9
IBI308 NCT03619824 [SERIcEEEIRE (B#) EAEETTRIIRA Bk AEs HFRIBE
SAEs
BRI TN AR 155 BB TR MiskigE
CTR0180885  pepommmm (B S0 R
CTR20170267 SRR 23 EEEEREYIFTRIES PE e AR
SHR-1210
P 20 FH. s, B . _
y 2 ES 1 v 400 Zaly, o e
NCT03427827 LT IR B ERIEHA 2 RS (BtF) BT ERIIIE =275 DFS AEh




s HEE S IRE IR AR AR R R R

— B

ICIsEXSiafr ICIsERZhialr BULTTERSIaTT

)
IHiZE S IIHA-IvaHiBE E’iiﬁl\fbﬂﬂ%%
1 l l BRI l BRI E
ICIsHEE/FRYEEN ICISEX S BT ICIsBES Bk  |ICIsBASHULTT
B AT T T
- l oy | |
i_#& LDH{E
1 ICIsEgzg  {LiTER%S
PD-L1E%i4/ l
EBViRIE(E/
LDH{%
EERSET l l



NPC 4.5 2243 E 5 PD-1 41577 IR

> EBVAHR. TILsZIHE.
> PD-L15. EREZCNV GENEEZR)

> > REIRITHREERLD, SN
> RN SR ERE — TR
> AT BEE PD-1 5140 BB IF Hi e
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SIRERE ST S
« EBV-CTL, TILAMSEATHE/SRRBREES, ERE—E0TY, B
#— SR TARI SRR, HEEEANASTERMER
« TCR-Tiss BIREAHTTESHRS
« EBV DNA&TFEEIIESEBVIS S TR

= PD-1Ef{iafTiairie/SREIREERL—ENTTH, IREHT/UiT1E
aSREARIFNANSR, SEREH—SIROANEE




BE: HtrIAafiREalr
(TIL, CTL, TCR-T,. PD-1/PD-L1in{#)

100
BE| g0 4= 3L y. KL : ﬂ
£ s0- s T
%) | 70 - 65—

60 - = /

50 - 4*5:_,___’4}‘,8,/’/

40
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1980 1985 1990 1995 2000 2005 2010&)

J Clin Oncol. 1998 IJROBP, 2001
Cancer. 1999 Clin Cancer Res. 2007

Clin Oncol. 2004 Radiology. 2010
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