I i HEE T A N T A
=R~ T GEIE T

(W7cdn « A7 Y — R RIRETE 20 mg, A7 2 — R AR EHE 100 mg, 472 —
A FHE 240 mg)
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1. 1ZLHIC

G OF N - BEMEOMRDT-DIZIT, U SIESITES W @ E e 23k
BND, S5, IHEOREEMOMEAIC L0 | FURESR G 72 & OFH 72 5T B E R
FPEZRBDAREIND T T, 2O OERMNZ EIZHNERBFIRMLT 5 2 L BBED
FRRE L 2o TR Y BRFEMBGE & O HAR T EE 2016 CF% 28 456 A 2 H MFERE)
IZBWTYH, EHNERNEOHRAORE(LHEZXS Z L L ShTWnb,

BORVE RS ESR T, KB ERASCL 2T 0 7 7 A VSBEE D ESRS & B 5 I R
RHZENDD, DD, HEROLZEMEICET HIERSHERET 5 £ TORM,
MHEIMOREZMLZIT 5 2 EnHIfF SN BT LTERT 5 & &bl BIfE
RSB L 7B B 2t 2 & D 2 & N AHE e — 8 O B 2 7= 3 R S BE O
THZEREHEETHD,

L7eDio> T, KA RT4 Tl BRBEESLZNE TILELN TV A EFIFR -
BEE RN S & | LT O ER GO il 72 5 2 HEE T 2 8L b B e Bk &%
TR O EEHE R~ T,

I, ARTA BT A A%, MSIATBOE N EIE G RS SR, AR EANBAR
BRI o, —AFEENE N A ARBRIRNBHE S FoEdRE FTEENE A B AR 22 &k O
—MRFEETEN B AR ZR 2 DO/ 0 b EERL LTz,

RS L I BEIRS, - A VR ERE 20 mg, A7 U — R SEEHTE 100mg, 4
— RS EE 240 mg (—%4 =R~ T Glfs 7R Z))

REERDMEUINE - DIBRARRZRHELT - TR O I/ NI it

MEERDMEROAE - @H, RAZIZ=RL~T GBI TH#f %) & LT, 1[E240mg
% 2 MR AT 5,

LUl T RN ST e S S e i




2. KRHNIOFHE. 1EREST

F 7V — R I ERE 20 mg, [FLSIEEE 100 mg K ONELSEEHTE 240 mg (— %4 - =
R~7 GBI Z) . LUF. TRAD X, DN TERASTE ALy 7 X
f BEZTV AL e<w A Y —RX 2747 (BMS) t1) 23B8% L7= & k PD-1 (Programmed
cell death-1) (Zx4 2 b MMl 1gG4 €/ 7 v —FLHIRTH D,

PD-1 1%, &M L L2 Y 38k (T A, B AR N F 2 7 0% 7 —T fifn) KOVE
BERMIRIZ R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z B0 IE & BUSHITE T 2% 2
T IR T 2R AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 4 K (PD-LI1
FOVPD-L2) EAFEA L. U o SERICHHIME Y 7 v niE LT U v EROEMAIREE &
BIZFRET L TWd, PD-1 U W NIFHURE MBI B b O 2 22 SRR T8 B
LTk, BMERAMEBE) LU L EEMMICI TS PD-L1 OFEEBLLIEDELF
HIM & OMICADHBEBFRN & 5 Z & HE I TWs (Cancer 2010; 116: 1757-66)
F o EMR AR ISR T MlaS AT 24 v X —T 2 B v~ (IFNy)
IZ& > T PD-L1 OFIANFHEEI N, BB L EEMARRIZI T 5 PD-L1 ORI LD
AALEHIR & ORNCEDOFBIRRE N & 2 & DHiE S # 2% (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 @5 H S E -8 AMiaiE, PUsRFER CDS Btk T Mifa ol fafs
TEMEZ 59 S 54, H1 PD-L1 /KT PD-1 & PD-L1 & OfEEEET S &2 OHIN
EEEENREIE T 5 Z EDNRENTWD, D Z LMD PD-1/PD-1 U 2 REEEIX, 2
AR TR R A7 T MR O OB A BT 5HFD—2 L LTEX LT
Do

AFNT, FEHEBR OFE R DS PD-1 DML EIR (PD-1 U H > RS HEE) ITHEE L.
PD-1 & PD-1 U T REDFEEZEILET S Z EI2X 0, BDATURFFRN e T MO
PEAL K O AABIRNE k9~ 2 MBS TG M 2 58 5~ 5 2 & CRefc e PuiEgsh R 4~ 9
ZENHERR STV D,

IS OFEN S | AFNTEMEIER ) 2 B 2IREIC R0 55 b0 & MfF S,
e/ B A e & LT BRI A FEhE L. A bk, Zat kOB R
iz,

AFIOVEFRFFIC 3 < BE O GIERURIC X 2 BIER SN & &b, BEXIEL I
DR D AAIOB G RO 51T, BHOBEE HHITV. BESR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8 & FE o R Afl & i L Col
LI2REERIB M 21T\, B OSRERIGIC L DRIER A SN 5 5A121E, BB RE AL
LRI OB EEDHYRLE 21T O VERDH D,



3. FEIR R
UIBRANHEZR AT - AR OIE/NAEAE (R B R L O R ERRE) O7KGRRFICRE
i 24T - 72 F 7R FR R RBR O Rl 2 R~ T,

(A72hE]
R~ B )

OEWNE DR (ONO0-4538-05 #ER)

7T F N e BT RERE 2 A 2 UIERAEE R B H1/ IV ST 3 O /i - B
£ (ECOG Performance Status 0 &2 O8N 1) 35 fil & %422, AK| 3 mg/kg % 2 MFFRET
RIEFHE L7, FERMEEE TH 2R (RECIST A 7 A > 1.1 i< il
HEIZ LD CR UL PR) 1E25.7% (95%(EHEXM @ 142~42.1%) Th o7z, 72k, FAl
2R E LTZBIEIL 9.0% Th - 72,

Qs IARRER (CA209017 7R) (N EnglJ Med 2015; 373: 123-35)

7T F RN E G AL FIEERE A2 T D UIBRAREZR B 1/ IV SUIFHE O /- bR
8% (ECOG Performance Status 0 & TN 1) 272 {5l (ORAIRE 135 i, K& & ¥ &8 137
B) ZXRGUT, REZ X'/ Z3IRE LTARR 3 mg/kg % 2 J#[F IR CRIEEHE L,
FHEHMME R Th 5 2AFWIM (FIRE [95%EHXM]) X, ARAIBET 923 [7.33~
13.27] A, REZFBARET6.01 [5.13~733] BATHY ., AANL FEHFELIZ
* U FRIICHE B RIEE Z /R LT (O — R 0.59 [96.85%(E#EHX M : 0.43~0.81],
p=0.0002 [&H!| log-rank f7E]).

e
~

e
o

e
wn

°©
s

Probability of Survival

It
w

0.2 =B
o TTTEeTTTTTTR
0.0
T T T T T T T T T
0 3 6 9 12 15 18 21 24

Overall Survival (Months)

Number of Subjects at Risk
Nivolumab 3 mg/kg

135 13 86 69 52 31 15 7 0
Docetaxel

137 103 68 45 30 14 7 2 0

“ Nivolumab 3 mg/kg (events : 86/135), median and 95% CI : 9.23 (7.33, 13.27)
Docetaxel (events : 113/137), median and 95% ClI : 6.01 (5.13, 7.33)

1 0OS O [HfiElT > Kaplan-Meier fi#t (ZE/EZA{L S N7-4EMH)
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(FERS - R g)
OENH DB (ONO-4538-06 #Hk)
77 F R e GO RIERE 2 AT 2 U2 B B/ IV TR O IERAE B
Jig 87 (ECOG Performance Status 0 2 TV 1) 76 il x5, AAl 3 mg/kg % 2 [ G
THRIEEE Lz, FEFHMIEE Th 2803 (RECIST A R7 A4 L1 RIZES <
JUHEIZ LD CR XL PR) 13 19.7% (95%(5#X[H : 12.3~30.0%) Th o7z, b, F
ANZERE L7 BB 9.0% T > 7,

@/ IFER (CA209057 #8B%) (N Engl J Med 2015; 373: 1627-39)

77 F R e GO LT RIERE 2 AT 2 U2 B B/ IV TR O IERAE B
JE 3 (ECOG Performance Status 0 &2 TN 1) 582 5l (ARAIRE 292 1], K& & & /LEE 290
B) ZxRIC, REX XL Z2xtiE U TARAl 3 mgkg % 2 MR CARmiHE Lz,
FHEHMEEE Th 2 24 (PRl [95% XM 1%, AFIEET 12.19 [9.66~
1498] T H. REXFE/NAEETI36 [8.05~10.68] WHTHY ., AKX KEZXtE/1(Z
* U FRICHEERIEEZ R LT (O — R 0.73 [95.92%(E XM : 0.59~0.89],
p=0.0015 [/&H! log-rank fE]).

1.0

Probability of Survival
© o o o
S w [} ~N

=
w

o
()

=)
=

0.0

T T T T T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27
Overall Survival (Months)
Number of Subjects at Risk
Nivolumab 3 mg/kg

292 232 194 169 146 123 62 32 9 0
Docetaxel
290 244 194 150 111 88 34 10 5 0

“ Nivolumab 3 mg/kg (events : 190/292), median and 95% CI : 12.19 (9.66, 14.98)
~~©7" Docetaxel (events : 223/290), median and 95% CI : 9.36 (8.05, 10.68)

X2  OSDH[EfiEtT D Kaplan-Meier it (FEMEAL S -2EH)



(PD-L 1 BLAR BB D A 50 Mo OV 4 44:)

WS EIAEFRER (CA20901 73888 e ("CA209057:88R) (ICHAANBNTZHEED I B, JE
AR\ CPD-L1 2 %88 L 7= JEE MRS 5 58S (BLF, TPD-LIZHLE]) (2B
T AERNE SN —EOBEFDOF — 2|2 IS X | PD-LIZBLRBNCIERII RN 21T
ST AIMER VL RMEDOFRERIZLL T D LB ThoTz,

AMEICE L Cid, RV LR T, PD-LIOREBERICL S, N &3/ ffl ik
Lfﬁﬂﬁﬂmﬂ@%#é@ﬁﬂwaMKo

IR ERE Cld, PD-LIZEBLR RN 1% AR M OH A2 R4 X' R L IRIFREEOMEF T
Ho7= (T,

¥, R L., IR ERE S B2, PD-LIORBERICL LT, KFlOZEMET 1
77 A NVIERIETH ST,

1.0—\\ 1.0f=,
0.9 e, 0.9
.
|
0.8 \\' 0.8
1 -
— 0.7 1. = 07
et 3
2 06 LR 2 06
" = 2]
b 2 ’
5 5 e,
305 305
3 £ -
] 0.4 3 0.4 -
2 8 -
%03 %03 TS,
~—CifL'V A

02 3

01 01

0.0 T T T T T T T T 00 T T T T T T T T

0 3 6 9 12 15 18 21 24 27 0 3 6 9 12 15 18 21 24 27

Overall Survival (Months) Overall Survival (Months)
Number of Subjects at Risk

Number of Subjects at Risk
Nivolumab 3 mg/kg

Nivolumab 3 mgrkg
108 82 70 60 48 39 26 17 4 0 123 98 86 77 73 65 27 13 5 0
Docetaxel Docetaxel
101 87 69 53 38 30 13 5 2 0 123 102 80 61 44 36 13 4 3 0
“ Nivolumab 3 mg/kg (events : 77/108), median and 95% CI : 10.41 (7.29, 14.26) “ Nivolumab 3 mg/kg (events : 68/123), median and 95% CI : 17.15 (12.09, 20.63)
- Docetaxel (events : 93/123), median and 95% CI : 9.00 (7.10, 10.55)

Docetaxel (events : 75/101), median and 95% CI : 10.09 (7.36, 11.93)
Hazard Ratio (Nivolumab 3 mg/kg over Docetaxel) and 95% ClI : 0.90 (0.66, 1.24)

3 CA209057 :XBR D PD-L1 JEHER]TD OS O T > Kaplan-Meier i
(£ : PD-L1<1%DEHEELE, K : PD-L1=1%D EEEM)

Hazard Ratio (Nivolumab 3 mg/kg over Docetaxel) and 95% ClI : 0.59 (0.43, 0.82)



[ 4:4E]
CRF- R

OENE RS (ONO-4538-0555#)

F1 FEHEEN5%L EORIER
Grade 4= Grade Grade 3-4 Grade 5
AlETE A B B | Bl HBIR | EBL IR
(MedDRA IZ & % SOCPT /48) F (%) FE (%) Hix (%)
NESE 35 35 35

B 24 (68.6) 2 ( 57 0 (0.0)
MEBI O GREEE 2 ( 57
E=yiil 2 ( 57
alanA 4 (11.4)
B Csa s IR AR 2% 2 ( 57
H I 5 (14.3)
T 2 ( 57
HLD 3 ( 8.6)
— - R FEER L OGO RAE 11 (31.4)
i 5 (14.3)
Rl 2 ( 57
BN 5 (14.3)
o fE RIEE 2 ( 57)
W REOE 2 ( 5.7

R RS 8 (229) 2 ( 57
TANRGRUERT I/ NT AT 7 —B 2 ( 57
A2V T7F o R ARE T —E RN 2 ( 57
UL SRR D 3 ( 8.6) 2 ( 5.7

Rt L OSREREE 7 (20.0)
K7 L7 I MfE 2 ( 57
BHEER 5 (14.3)
A R L ONRE  HRLk F 2 ( 57)
RAfR 2 ( 5.7
R 3 ( 8.6)
KR = o — N — 2 ( 57
R0, 2836 KOVl & 5 (14.3)
i i 2 ( 5.7
G R L O FHLfkREE 10 (28.6)
SIERRR S 2 ( 57
HLBE 2 ( 57
B 5 (14.3)
BEIR 2R EZ 2 ( 57

ERi DG SN AEESLL 1L, MedDRA ver 17.1J% AW THEAE Z 77,

GradelZCTCAE (Common Terminology Criteria for Adverse Events) v4 H ARFEFRICOGhHRIZHE T 5,

¥, EMEMZEE 2 61 (5.7%) . RIBK - BEOTHI2 6] (5.7%) . MklEE (%
T v NU—IEERESE) 3 (8.6%) . MFRERERETE 2 1 (5.7%) . FUIRAREEGERET 3 5
(8.6%) . RIEHERERETE 1 151 (2.9%) . BHERERES (RME HIEMEERTE) 141 (2.9%)
KON infusion reaction 2 Bl (5.7%) 23R iz, £7-. BEEOREREE (B ERIEIRE
Gl ZIRALEE, BRHIESE) | TEARMREREE. 1| PR, PER, FREME)E,
s « BEFEE . 5 E D IRR L OB RITFRD D ie o 7o, ARRIVEFZE BRI R E
% (BRREMRT 25T) 2EEHEREZRT,



O/ MARER (CA2090173%) (N Engl J Med 2015; 373: 123-35)

F 2 FBERN 5% EORIE
Grade 4 Grade Grade 3-4 Grade 5
Al A FE O RBIE | B RBIE | BB ORBE
(MedDRA IZ X % SOC-PT %34H) H¥ (%) B (%) T (%)
KREH 131 131 131
BB 76 (58.0) 9 ( 6.9) 0 (0.0)
HIEkEE 24 (18.3) 1 ( 0.8)
T 10 ( 7.6
L 12 ( 9.2)
— - REFEERBLOE GO REE 41 (31.3) 1 ( 0.8)
77 RE 13 ( 9.9
57 21 (16.0) 1 ( 0.8)
Rt L O%ERE 18 (13.7) 1 ( 0.8)
BHER 14 (10.7) 1 ( 0.8)
i A R 8 OV B LR P 17 (13.0)
RAfR 7 ( 5.3)

ERi DG SN - A EESL 1L, MedDRA ver 17.1J% AW THEAE 2 72,

GradelXCTCAE (Common Terminology Criteria for Adverse Events)

VAITHEL B,

. FEMEMEER 6 6] (4.6%) . KIGZK - HEEOTHI 11 61 (8.4%) | fhfkfEs (%
T v NU—EBERE) 13 61 (9.9%) | ITEEREREDE 4 1] (3.1%) . HURIRBEREREE 5 4
(3.8%) . EHEREREE (RADE MEMEERRSE) 461 (3.1%) . EIEMESNE 1 51 (0.8%)
& O infusion reaction 1 1 (0.8%) 23§ bz, Fio, BEEDLERE (K ERREIRIE
EHE, ZICHLEE, BREIES) | TEAHRERE . RIS, 1 BUHERME, k.
fde - flEEEAR . 508 D BER LN RITFE O bV o 7o, ARRIWEHZSELR DU B E S
% (BRRAEEEE 251 2508 RE T,

(FER V- L Bowe)

OEWNE D AHRE (ONO-4538-067457)

#3  BEEN5%LL EOEIER
Grade 4 Grade Grade 3-4 Grade 5
AlfEAE A FBL DI | Bl RDIE | BBl ORI
(MedDRA IZ & % SOC-PT %7¥H) T (%) FE (%) T (%)
BESES 76 76 76
B 64 (84.2) 16 (21.1) 0 (0.0)
W WAk 9 (11.8)
FOR AR REAR N IE 7 ( 92
El e 26 (34.2) 2 ( 2.6)
{55 5 ( 6.6)
T 4 ( 5.3)
L 8 (10.5)
TN 4 ( 53)
AR 4 ( 53)
— i A H BEE B L O BN O IR AR 29 (38.2) 1 ( 13)
55 9 (11.8) 1 ( 1.3)
R 11 (14.5)
FEEL 11 (14.5)
F AR AR AT 18 (23.7) 3 ( 3.9
Vo BRI 6 ( 7.9) 2 ( 2.6)
R LU E 17 (22.4) 3 ( 3.9
IRF NI A dE 4 ( 53) 2 ( 2.6)




BAREOR 11 (14.5) 1 ( 13)
TS RIS 10 (13.2) 1 ( 13)

FEPED FN 4 ( 53) 1 ( 13)
M B ERds KON R MR 12 (15.8) 4 ( 53)

R A 4 ( 53) 2 ( 2.6)
B i 36 KOV T Rk 26 (34.2) 1 ( 13)

EOPEIE 6 ( 7.9 1 ( 13)

% 11 (14.5)

R INTR S ING A2 4 ( 53)

BERfi B SN HES4 1L, MedDRA ver 17.00% AW TRi A& 2 72
Grade(XCTCAE (Common Terminology Criteria for Adverse Events)  v4 H ZARFEFRICOGHUIZHEL 5.,

7k, RVEMEMIREBAE (5.3%) . KIB%K - EEO THISH (6.6%) . MHRkEE (¥7
v N —IEMERESE) 1061 (13.2%) | AT REREE 5651 (6.6%) . HUR IR REFEE 1041 (13.2%) .
RIBHEREREF 1] (1.3%) . BREREREE (RS MEMEERE) 45 (5.3%) K Winfusion
reaction 3% (3.9%) RO OHNT-, £7-. EEDOLEREE (FEREIREGRE, ZIAL
BE, BORBEIES) | TEERHEREREE . RUBERIE. BEge. EEMEE A, A - BRI
5 E D ER K DR RITEED B IR o 7o, REWERFEHIRDLIIBIE RS (R A E
RErate) 2EEHERETRT,

Qs IAERER (CA209057 #88k) (N Engl J Med 2015; 373: 1627-39)

4 BN 5% EORIEM

Grade 4 Grade Grade 3-4 Grade 5
Al A FE O RBIE | KB OB | BH O RBE
(MedDRA IZ X % SOC-PT /48) FH (%) FH (%) T (%)
BESEN 287 287 287
ERD 199 (69.3) 30 (10.5) 0 (0.0)
W WAk 24 ( 84)
PR IR BEAR T 19 ( 6.6)
BIEREE 74 (25.8) 4 ( 14
T 22 ( 7.7 2 ( 0.7)
HLD 34 (11.8) 2 ( 0.7)
Mg i 15 ( 5.2)
— - R EFEER L OG- EALORAE 90 (314) 4 ( 14)
I 77 i 29 (10.1) 1 ( 03)
I 57 46 (16.0) 3 ( 1.0
KRB LU SR M E 43 (15.0) 2 ( 0.7)
BKRHE 30 (10.5)
A R S L OV B LR P 36 (12.5) 3 ( 1.0)
RA SR 16 ( 5.6)
FeRG R X O TRk E 60 (20.9) 3 ( 1.0)
PR 24 ( 84)
i 27 ( 94 1 ( 0.3)

i G SN A HFG4 1L, MedDRA ver 17.10% AW TR AR 2 7=
GradelXCTCAE (Common Terminology Criteria for Adverse Events) v4{Z#EL %,

e, FEMEMZER 10 B (3.5%) .« KGR - HE DO THI 22 il (7.7%) | fhfkkEsE (%
T v N U—IEEREE) 26 B (9.1%) . FFRERERETE 15 61 (5.2%) . HIRIRHERERE S 27
B (9.4%) . BHREREE (RMEFEEBRE) 760 (2.4%) . Bk - 6 161 (0.3%)
J% ¥ infusion reaction 8 il (2.8%) MWFRD BTz, iz, HEEOLEREE (K& HEIRIRE

9



i, ZIALEE, JEARIES) |« FEAMEERE. BITMAERTE. 1 BN, MR,
HIEMENIE, 5 & 9 RR K OODHRITIRD e h o To, ARIWERFEBURDLZEE S
% (RMAERE 2 E0) 2aCEiRRE R,

10



[ - HiE]

AR OREMEYFETT L ZFA LY 2 2 b— 3 10280, AKI 3 mgkg (K
H) XX 240 mg % 2 WG TG LIBROARR O Mg iR EI S Sz, ZOf
R AHI 240 mg G LTZBROREEEIL. AH) 3 mgkg 45 LIZBROBRE & & ik
LTREEZRT ETRHENTZb DD, ARANEFICBO CARMR RIS TV D H
% - & (10mgkg % 2 EFFENECRE) CARKIZ G LIizBEOugE & & ik L CEfE
oy LTRSS (FR) AT BEOBEIZE T 27 — #2125 & KA 3 mg/kg
(IREE) 0% 240 mg % 2 HFFEIRE CHG- L 72 BROARRF OBRE & & Ao 3 etk b
ORI & T D IRE ST T APER S, Y% OV TREIT DAL A R,
EROME - HEOR TAEIMER ORI 2RIV E PRS-,

%5 KHOEMIRE T A—4

v - R Cmax Chmind14 Cavgdl4 Comax,ss Cmin,ss Cavg,ss
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL)
3 meke Q2W (352 7608) <10-;?§4-5) (17-21‘,"333.9) (75.}){3171) (27.612,'107) (42.717,.?27)
240 me Q2W 61.712,?03) <15~22?.354-6) (25-31‘}:7.8) (10;,5254) (41?57,.21358) (62.11(,)9187)
0mgke QW | (147310 | (512792 | (o0.119) | G353 | (senn) | @37 3860

HRAE (5%, 95%47) . Q2W : 23 IR, Cimax : ANIEIFR 518 O g i M P IREE . Crinars 1 AR G-#2 14
HH ﬁ:j—,\;”—é%{ﬁm{%ﬁup{%};f\ Cavgdl4 : %ﬂ@*&’%‘?ﬁl“' HH iT@qug[ﬁl{%iEP/%fg\ Cmax,ss : %ﬁ%fﬁ@:iﬁ
D B MLE P IREE . Cuinss @ & FIRIBICIS T 2 BARMLIE HIREE . Cavess @ EFRIEICISIT 2 EHA I
T

11



4. SgklZ-oWT
RS & U TS (BFFE) ARE o Tnd 2 &b, Yikiidh 4@
IZEMTE DER THOIVLEND D, £D LT, AFIOE G W) 72 BF 220 - &
EL\ AFNOBHIZ X 0 BEZREIWERZ 3B LI-BICHIGT 2 2 E A E iz, LI
DDO~@DT X T &I IZBWTHEHAT & ThH D,

O i {Selike

D1 Fio (1) ~ (5) OWTHINITEYT DM THDH Z &,

() JEAETBRESEET 503 AHFEEEILERRES ERE T RS A SR EE L SRR
Higl 23 A BB B IL RUR e, ik A FRBE e &) PRk 30 4F 4 A 1 HEfAL: 437

i)

(2) HrEksREmbT CERL294E 6 H 1 BN © 85 figk

(3) HBEAFERFNFNFEET D0 AFEEERPE (S AUREHETEEWRPL. 23 Aas il
Wh IR, S AR HERE R 7R &)

4) A RALFIRIEE 25 L %;Eft%fézﬁbn%lXi%;Hh#éﬁfﬂu 2 Dtk KLY
R D AT > T D ftiag (CFERK 28 4F 7 A 1 HRFAL @ 2540 fiigk

(5) #ﬁﬁﬁiﬁﬁlﬂﬁ@ﬁbu%m@ RILHEI AR D M Z T - T Dftiak (AR 28 4 7
A 1 HERFA : 1290 fi gk

-2 W DAL L K ORIME R FE BN OO % TS50 70 ik & EBR & RO IE Al (FR D
WFRNIEEE T DERM) 25, 2R ORANE T 2RO RMEA L L TRES L
TnnZ L,

*

o EARFFEUSE 2 FEOMMIHEZ KT LI2&IC 5 ELLEDO M AR D BRIRIHE 2
ToTW5HZ &, 96, 29U RIX, DAFMIFRELY & UIBRIER S ONHE %
7o TnD T &,

o [ERIRFFISER 2 FOMNHEZ KT L72RIC 4 FLL EORKRERZ A L T
Z&, ob 3L, DD AVFRYIRE A S e PR GRS DO BRIRIHE 24T -
TnWbz ek,

© BENOEEMIGFHE B OKHIZ DN T

IS PUCEE T 2 5T AR E S, BERAEN O OFWRED ., A2 - %
EVEFER G OB N EANE T 2 Fmi it AEFRPRE LIS E 0mE
¥R, BEREHDATONDEKHINESTNWDHZ &,

12




@ EHEHA~DX I HONT
@-1 Hii sz (R BE 3 2 A

[V MM B O HEE R BIE 2L L72BRIT, 24 WFRIEZIERIRTHI O T, ikt X
IREEE S IV T, FEEL L2 BITERNOIE CCABRE L O CT S D RIEM O 24
HAMRADRERD Y H PGSO, EBISIS A RER AR 8-> TnDd Z L,

@-2 EFRUEFHIZ L DA FFGNISITET % 2t

ARSI D D BT 72 50 e O\ Re 2 A 2 BIRIERE D RIEE=2 Y 7
EEDITEROA Y ) == T ZATOWERE L FME A TE 5 F— AERKH 2
SN TWD Z L, b, BIIAHNZOWT, DABE L ZDOFEEIZHHIHm ST
WnHZ &,

@-3 BIEHDOZWrCxR I LT

AWER (B MBI BREGEDAE, (DR, TRk, SO EAEE., KiK.
EAEO TR, 1 ANERIE, ITHReRED . FURIREEREIRE . MRS, BEE (Bre
PRADE RVEMEBR 2 ETe) . RIS, MK, BEEO LGRS, FIRLEZERSE, infusion
reaction, S ME M/ VRV PESREENS (ITP) | W8 O 9% KOG, IR R EME, OlFEE (O
o) « ZRAR - ODSPEIAMIGHESE) | iR ) (2xf LT, ek )T B e
PRI D EMEZ G 5 AN & EEE U (BIEH OZB-CRIGIZEE L CTRER SR 2320
LLRMICH D Z L), EHITHEYRLEN TE SEHRE->TWD Z L,
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5. EXG L b BHE
(B2 B 2 F1E]
O TROBEIZBWTAROENERHRIES N TN 5D,
o T TFFRHIEGTLFIRIERZ AT 2 UBRAREZRTIB W/ IV XUTFRE O R

bR ERE
o T IFIRAEGTCFRIERE 2 AT S0 RERTIB M/ IV SUTHEFE DI
b B

7%, IR LB CEGFRE R A R UTALKRE & B 5 ERE 2BV T,
JFHI L L TEGFRF | % ¥ v % 7 — B IEA UFALK T 1 % o o % F— L IEH 0
TBIRIRE 29 2 /B,

©@ TFRLIZEEN T LB 2 AR OB G K O TIEIZ OV T, AFIOFME
PHELENTEL T, AROEREGXR LR LR,
o ALFRERIGIR D B
o IfFRABNIRIE
o OTUEMEESA L O L TG Sh o B

@ M2 A R 74 > (AARME SR 128\ T, ECOG Performance Status 0~1
WD 75 5L B, X% ECOG Performance Status 2 5V 0 8E T, %5 3 AHTEHA
(FEZXEL%) OHARGNHERINTERY , 77 F A O HHEREE 1T
WD SN WTr =285 5, ZO5E. 77 F T RAORNERS 2 L BE
3 HARGUEAIHEA COBEBEL AT 2 EF BT, AFORGEZEBETE 5,

@ AANTMEAFMARRBRIZBN T, RE LR QIR EREOWT N OBEICE
WTH REZ FRAREIK L TEBIERHGES LTS, 2L, FFRE LD
BETIX, PD-LIZBLRIZ LV GRIMEOMER N R D 2 &R SN D RERDE D
NTNbHZ et EREERZEOBEIZBODCIIPD-LIZEE LR L ETA
ROEEAIROUW AT 22 EREE LV,

*  PD-L1 ZELEN 1%ARM TH 5D Z & AR S VIR ¥ EROEBE 280 T,

(ED ECOG ¢ Performance Status (PS)

Score ER

0 | <ML <IEBTE 5, Ml lF U HHEAEESHIRZ AT 5,

PIREICI LR IHIR S5 28, STARE T, BAEEH > TOEEIFTH 2N TE D,

U g oz, wimsiee

BATAETCTH A DOHDOEY O Z 13T _RTHEEZAEEIZTE R, HHRD 50%LL i3~y RahTila s

Rk

3 RONTZESOHEDEY DZ L LTERY, BHRO 50%L EE2 Xy R+ TimId,

4 ELENT RV, BAOHFOEY O Z L34 TERY, BEICy R+l I4,
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JFRHI, Re 4 S eV EORBIUSOFUEEEISR O 5 2 8+ 5, 2
NRATr ) X7 (B Hliz) oo =F 2k (BGE4 : PD-L1THC
22C3pharmDx [# =] ) 2LV PD-L1 R A2 MR LR LR D BE
ThoT, AFlOZEE (W54 : PD-L1IHC28-8pharmDx [# =] ) |2k 5
FRAENRE LG, LT OSE 2 S B IZRA| OB O Al & % it ¢ &
D

SCHRSE)
* Andreas H Scheell et al. : Mod Pathol. 2016; 29: 1165-72
Fred R. Hirsch et al. : J Thorac. Oncol. 2016; 10.1016/j.jtho.2016.11.2228
Marianne J. Ratcliffe et al. : Poster presented at the American Association for Cancer
Research (AACR) Annual Meeting 2016; New Orleans, LA, USA; April 16-20,
2016

[Z2 2RI B3 2 F1H]
O TFTRUCHEUTHEEIZOWTIEIARAORENED L SN TWDL I Enb, BEE21T
F oA ARG

AFN D ERIIIZ R LI BUE D BEEIE D & 5 3

@ BHRATOFHIIZ BT RRICEE Y T 5 BE IOV TIE, KA O G ITHERE S ey

AN

L DIRFERPUR D 2N EITIRY | HEICAAZEH T2 2L 2BETE D,
MR B OA P SUIBE E D & 5 B

00 e R A A C R 52 % iR 0 D FRE KON B 0D 5 St ik 2 -0 S A it ¢
FEDORINZRIEMEZA LD IR B 5 B

H AR B OO TR 24 L < X0 B R R OB D
b oEE

s Mg &M MaBEL 5T Db oEHE

ECOG Performance Status 3-4 1 @

WD L M OFEREBA ORGSOV T, e, HERGICHST S 2 L ofh, BR ERE L 2
DEWEMORBROBENNH 5%, EFRE LAY L SNz B8E BIBH) I2oWTIRZORY

T2,
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6. HHICEL CTHET & HE

O WASCEZEIIIN 2, MEREER DRI 5 GRS 105 & ARHF O Frit M O 1Ef#
RO DI HLEIMERE T3 ICER L T+ s 2 L,

TREBIARIZ N D | BB I Z OFRICAIMEL Vet 2 +odi L, REZ5
ThroEE5T5HZ L,

R EREIC BV TIE, PD-L1 FBLR G iR L7z L CARKI OB R &5 2 Hlr9- 5
T ENEE LAY, PD-L1 BEENHER TE WG, AFI O H O % 1

@

®

il

ZHIWr L7z ETTHREGTH 2L,

EREWER DO~ R AL MZHOWT

MEMEMEERD LD ZERHDHDT, AFOEGIZH T > Tk, BKE
R (REUR RIS, ik, REENE) ORERR &L O X i o FEha s, Bz +57
179 2 &, Fo, BEIDSUTHEE CT, MG~ —F —E0ORAEL EfT 5
Z &,

AFN DO EILEE D infusion reaction (22 TEEARFIZ 72 xR dD TE 5 UE
&7 > 72 ECBta 2 2 &, £72.2 [B1H AR O AHAI# 5-FF1Z infusion reaction
NHLOLNDZ L HHDHDT, KAE M OARAFE G TRIT AL Z YA
CERET 5%, BEOWREBEL IR T 52 L, 723, infusionreaction &
FHLLT2E 121, B TOME R OERA ERICEE T 5 ThREZ Hoils
T5Z &,

ORI REREE 23 DD Z L3 d 5 DT, RAIOF 5B haHT & O 5-H1fH
P EIIRI R IBERE MY (TSH., 028 T3, ibEfE T4 SFORE) 2 FEhEd 5
Z &,

AFNOEGAIZ X0 | WEOREFOSTENT 5 & & 2 B DRk & IR REIHEE
DHOLLNDZERNDD, BRENBDLNTGAEITIE, BB LIZEGIIS U
B R 72 ek & Rk 2 e o Al & i U Cl bl A BRI W 21TV B o
FOSIT X 2 BWER DN g0 255113, AFIDORFES T I K OEIE RE R
IWEVHIORGEEZZBET LI L, B, BIBRERLVE S OERGIZXEYEIE
R OYEERFRD B WIGEIZIL, B BB AR VE LSO sz fil o8 0
HEET D,

BHA& TR, BORR N OH I ARE L CHORIERREBLT A2 Z B3 H 5720,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 RUBEIRIP (BE | AUBEIR I 2 5 de) b bbiu, BERWEES 7Y R—T &
ICEDZENHLHDT, Bg, FEl, WEEEOFEROFHLMBEE O EF7-IC+
SEETDHZ L, 1 BEREN DN S EICIEEGERIEL, AR il
FOFGEDHME) R EZITH Z &,

AR ORI IWNT, GG D 9B, THLRRIL, &KERBND 14
I 3 B G T Z S ICADMEDRHE 21T > TW Z & 2251, ARG HIE
FEHIR IR R A CRIROMERBZAT O 2 &
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(E2) hilHE
Hm, EEKRS. K EREE 258 ER 0 E

< REZXBARBR LD BE>
HELEHIH O H 5 BE
BYEE SOFL T B B

R URYYE Db S B

fiff SRR B BUE OREEE D & 5 B
B0 SUTIEYR LTV B FTREME O & 5 BB

< FeX X AEERL LD BE>
HHEIE OB 5 BE

YR M AT 28 U THARAEIE D & 2 83
NFFEE D & 5 B

BEEDH DA

FED B 5 B

PENRS 2 ATREME D & 2 B

< KEeHXRALOEKZREIER>

B BEHH

vavJiER T T4 TF—

PO, PARA, TREREREE

AR A

VBT, I HRAEE

A4

FEFEME M N EEEDEBRE (DIC)

M Ze s, B, it KR, Kimk

Sf LR

SRR A T (B A

SRR

B2 REARE MR (Stevens - Johnson JEMERE) . HaEtEaR SEIEAE (Lyell SEMERE) . ZIHLEE
DX AT =T iAKIE, FRIE - RIRETR

DFEZE, FRR AR ZE AR E

JEYIE

PRIR AR VE o RE G 53 WEBRE  (SIADH)
HERAONREORER, MAE R, RMARES . B OB S O R MM EB)[EE . Radiation
Recall 5
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