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(WFeds « A7 Y —RREMEHE 20 mg, 4 72— R SEH#E 100 mg, 472 —
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1. 1L I
RIS DOF M « L RMEDOMEROTZ DI, U SCEFICE S W2l E AR D
BND, S5, IHEOREEMOMEAIC L0 | FURESR S 72 & OF 50 7 5 BLE k%
FREIREDARIND T T, 2O OERGZ FEICHNEREFITRMLT 2 2 L BRED
AL 2o TR REMBGEE & SO AT #2016 (AL 28 45 6 A 2 H BIRERE)
IZRWTH, FHERLEOHEAORE(LHEEZX S Z LS Tna,

BORVE RS E R ST, SR &M 7 0 7 7 A ADRBEFEDER S & B S i
MHZENDDH, ZDH, AINERONZEMEICET HIERNHERT 5 £ TOM,
WHERLOBEEE T D2 ERPR SN BEICRH U THEMAT S & &b, BIE
RN FBL L 7B B2t & & D 2 & AN ABE e — 8 O B 23 7= 3 I SRS B 5
THZERHEETHD,

L7eRoT, RIFA RT A Tlid, BARERELZNE TITELN TV D EFITH -
2R RN S-S & | LUT O =35 O figitd 70 6 & HEdE 3 2 8L D B B B %
RO EERER~T,

I, RITA BT A A%, MSIATBOE N ESEG EREERR ORI, AR ENEANB AR
ERRMES o, — M ERE N A ARERRNBH ES FEFREFITEEE A B ARNE 22 & O
—RFEEEN B AR ER TR OO b EAER LT,

WG L I B EINL L ATV — R A 20mg, A7 Y — R 100mg, AT
— R ETEETE 240 mg (— 4 =R~ T GEfs TR Z))

REERDEIAR - BIBRARRZRHELT « TR O I/ NI At

WELRAREROHE - @% . RAICIZ=A L~ GBEFHE#Z) & LT, 1[E240mg
Z 2 MM CAREEET 5,

B I GE 3 /NP T RIS A




2. ARHIOFHE, 1EREST

7Y — R SRR 20 mg,  [FLATEEFE 100 mg K OVNELSEERE 240 mg (—#k4 - =
R~ 7 GEETHHELZ) . LLF, TARAL Evvo,) 1d, AN T¥RASE 2 &
Ly 7 24t BT VAR -~ ¥ —2 2747 (BMS) #) 2B% L7t ~ PD-1
(Programmed cell death-1) (ZX3 5 MlIgG4 £/ 7 m—F AHiATH D,

PD-1 1%, &ML L2 Y "8k (T HfE, B N F =2 /0% 7 —T M) KOE
BRI R BT 5 CD28 7 7 X U — (T AR OIGMAL 2 MBI 1E & BUHIE3 2 5
%ﬁ)KE?%%@%f%éoPDli#E%f%%’%ﬁﬁéPDluﬁyk(HHJ
LOVPD-L2) EfEA L. U SERICHFINE S 7 VBB L T U R BROTEVE(LIRRE
ﬁﬁ%%bfw6oﬂ}lUﬁyhifﬁﬁﬁﬁﬁuﬂutF®%ﬁ@@%ﬁﬁ=%ﬁ
LTHY, BEMERAMREEE) U LB HT 2 PD-L1 OFBLLINEDAEF
Wil & OMICADOFBEIEIR A & D Z & A3 S Tu % (Cancer 2010; 116: 1757-66)
F 7o, R AR CIEEIRE T MR ELET 54 v —T7 =r v H o~ (IFN-y)
IZX > T PD-L1 OFEENFHEI N, @K LGRS PD-L1 OFHL & itk o
AEAEWIR & ORNCIEDOFBRR N & 2 & DS S & 5 (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 Z i@l 588 S H -8 AMIaiE, PURFFERR CDS Btk T Miia o Ml fafs
TR 2P S ¥ 528, L PD-L1 AT PD-1 & PD-L1 & OfEAZET S L2 oMl
EEEENRRIET 5 Z ENRENTWD, D Z LMD PD-1/PD-1 U T2 REREEIX, 7
AR TR R RAY 7R T AR D OBEE X BT 28 FD—2 L L TEZ LT
Do

ARFNE, SR OFE R 6 PD-1 Ol Ek (PD-1 U 7 FREAHEIE) ITRA L.
PD-1 & PD-1 U FEDFREEEHET LI LICLY, DAPURFFRZ T Mol
PEAL K OV AFIIRIC kT3 2 IS =G M 2 B8R~ 5 2 & TRk e PSR &2
ZEDER I TVD

;ﬂ%®ﬁﬁﬁ%.ﬁﬁiﬁ$@f NS SR Y IV bAR =Y INPAURE VR N AR L E RV N
FE/ R BT A xS & LT BRRER R A e L. A b, et O D R
i,

AAFNOAERFE 25D B DREFUSIZ & 2BEWEMSEDR O bbb, E@ﬁ%SZ:iﬁEtii’
£ 5 H ﬁﬂ%é $ﬂ®&5$&0&5% T, BEOBEZ T3IATV, BE R
D OIS AE I, FEB L4 mbtﬁwmﬁﬁﬁk@%%ﬁOE%kLﬁbfL
@@%%%m%ﬁw\@E@ﬁgﬁﬁKiéﬁﬁmﬂ EOND AT, BB E AL
T RO GO IR LE 21T 9 DR D D,



3. ERARRHE
UIBRANRE 72 AT « PR OIE/INRaME O 7 B Rz R OSFER - ERCEE) OGREEIZRE
i &2 AT - 7o F 72 R RRER D piE & 7~

(A2hPE]
R P BB

OENE T FHRER (ONO-4538-05 #ER)

77 F R e G AL RIERE 2 A T 2 UBRAEE e B B/ IV XX R O R R
#35 (ECOG Performance Status 0 &2 O8N 1) 35 fil & %522, AK| 3 mg/kg % 2 MFFET
REFE L7, FEFHMEHEE TH 528505 (RECIST A F7 A~ L1 RIS < ke
HIEIZ LD CR UL PR) 1£25.7% (95%(EHEIXH] : 14.2~42.1%) Th o7z, 728, FAl
IZF%E LT BIMEIX 9.0% Th - 72,

QA EAHFRER (CA209017 585%) (N Engl J Med 2015; 373: 123-35)

7T F SR a G AL TFIRERE A AT D UIBRAREZR OB 1/ IV U T3 O /¥ LR
H3 (ECOG Performance Status 0 2TV 1) 272 5] CARKIEE 135 i, K& FE/8E 137
) ZXRIC, ReX XL Z3BE LTAS 3 mgke & 2 HFE MR CRMEE L,
FEFHGE B CTh 2 LM (h i [95%EHEIXH]) 1%, AT 9.23 [7.33~
13.27] A, REZFBARET6.01 [5.13~733] BATHY ., AANL R X FE1IZ
kT UREHFHICABERIER 2R LTc (O — RE 0.59 [96.85% 15 #HIX M : 0.43~0.81],
p=0.0002 [J&H!| log-rank fE])
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0 3 6 9 12 15 18 2 24
Overall Survival (Months)
Number of Subjects at Risk
Nivolumab 3 mg/kg
135 113 86 69 52 3 15 7 0
Docetaxel
137 103 68 45 30 14 7 2 0
Nivolumab 3 mg/kg (events : 86/135), median and 95% C1: 9.23 (7.33, 13.27)
Docetaxel (events : 113/137), median and 95% C1: 6.01 (5.13, 7.33)

1 OS OH[HfENT D Kaplan-Meier Hif7 (CA209017 3UR) (HE/E2{b S 7-4E£F)
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GER- E R
OENE TR (ONO-4538-06 #5R)
7T F SR E G TIRIERE A A T D UIERANREZR B B/ IV LTI D IE R LR
8 E (ECOG Performance Status 0 &2 OV 1) 76 3l & 42, ANK| 3 mg/kg % 2 @ E PR
THRIEEE L, FEFHEEE T 2RF (RECIST A R7 A4~ L1 RIZESLH
JEHEIZ L D CR XUE PR) 1% 19.7% (95%(E#HIX[H : 12.3~30.0%) Th o7z, 7o, &F
AR E L7 BEIX 9.0% Th o 72,

O/ S IARRER (CA209057 785%) (N Engl J Med 2015; 373: 1627-39)

7T F R G LA TIRERE A AT D UIERANREZR B B/ IV LI FRE DO IE R LR
&3 (ECOG Performance Status 0 2 OV 1) 582 1] (ARFIRE 292 51, Rt & & /L#E 290
B) BRI, REX XA ZxBE LTAS 3 mgke & 2 HFEME CARMEFE L,
FEFMEE Th o 2AEFHH (TRE [95%EEXE]) 1. AFIFET 12.19 [9.66~
14.98] # . REXFB/EETI36 [8.05~10.68] W HTHY ., AHNL FEZ FE/NLIC
X LR RIICAH B R IER 2R Lz (N — R 0.73 [95.92% 5 HE XM : 0.59~0.89],
p=0.0015 [J&%!| log-rank #R7E]),
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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 m B8 34 10 5 0

Nivolumab 3 mg/kg (events : 190v292), median and 95% C1: 12.19 (9.66, 14.98)
Docetaxel (events : 223/290), median and 95% CI : 9.36 (8.05, 10.68)

2 OS?PHfiEHT O Kaplan-Meier it (CA20905735%) (HE/EZR (L S v 7= HEH])



(PD-L1ZEBLUR IR D A 20 fe OVEE )

WA IFEGRER  (CA2090177858 K& TNCA209057:R8R) ICHLA AN BB ED H B, il
BEAARRIC B\ CPD-L1 & 365 L 72 SRS 5 6d 2814 (LR, TPD-LIRBIE | L 9,)
BT D IERNE O N8O BE DT — XIS E | PD-LIZEBLRBNIR R ARNT
EAT S T2 ARPER NV EVEDFERIILL T D LB ThHo12,

AMEICE L Cid, R LR TIE, PD-LIORBRRICL S, N & 3w L Ef L i
L CAAIRECOSHIER T DM FED BT,

FER-_E RO TIEL PD-LIZE B RPN 1% AR DA R 2 2Vl L IRIERBEOE R T
Ho7= (T,

B, RELRE, FRELRRES HIZ, PD-LIOFRBRRICL ST, AFHOLEMET o
77 A WVEERETH o 72,

10~ \ 1.0,
5, X
091\ 09\
W .
0.8 ’L_L‘ =) 0.8 R i
- N
s 07 > —= 0.7 ~
B N g 0 o
£ ~ 13 Ny —
£ 06 . 5 06 i
h o _\\ @ 1
T s _\m\
205 A 2" Y
z2 o - Yy
204 St - 1 " 5 o4 e
[3 .. -
03 e . A & 53
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et T e "
0.2 | p2d 0000 e e ana
| -
0.1 = 0.3
0.0 T T T T T 0.0}, s p— —
0 3 L 9 12 15 1 0 28 7 0 3 6 9 12 15 18 2 24 27
Ovesall Survival (Months) Qverall Survival iMonths)
Number of Subjpacts at Rusk Number of Subjects at Risk
Nevolumab 3 mghg Nevolumab 3 mgkg
108 1 73 0 60 an » 20 17 'y Q 123 % 86 ” 3 65 27 13 5 1]
Docetaxed Docetaxel
123 102 80 [ 44 6 13 4 3 o

10 &7 69 53 38 30 13 5 2 0
Nivolamad 3 mohg (events : 77/108), median and 95% C1: 10,41 (7 .29 14.26)
Docetaxed (events : 75101), median and 95% Ci : 10.09 (7.36. 11.53)

Hazard Rabo 3 mg/kg over D and 95% Ci - 0.90 {0.66. 1.24)

Nevclumal: 3 moRg (events | 68/123) median and 95% C1 0 17.15 (12,00, 2063)
Docetaxel {events : 930125), medkan and 5% C|: 9.00 (7.10. 10.55)
Hazard Rato (Nivokamabd 3 mgikg over Docetaxed) and 95% C1 - 0.59 (0.43, 0.82)

X3 CA209057 5k PD-L1 FHEH|TD OS O H[EfENT D Kaplan-Meier i
(Z£E : PD-L1<1%DBFHEHEM, HX : PD-L1=1% D BHEEMH)



[Ze4pE]
VR 2 )
OEWE THE (ONO-4538-05745k)
#1 FHRDP5%L EORIEH (ONO-4538-05:5k)

Grade 4> Grade Grade 3-4 Grade 5
AlERTEE FEEL JEBIE | Bl R | BEL FBEBE
(MedDRA |2 X % SOC-PT 4y%) Hix (%) FE (%) FE (%)
NESES 35 35 35

ERS 24 (68.6) 2 (57 0 (0.0)
MR L OV R bEE 2 ( 5.7)
. 2 ( 5.7
oy WARE 4 (11.4)
B ek R AR 2% 2 ( 57
El e 5 (14.3)
T 2 ( 5.7
L 3 ( 8.6)
— % A HBEE RS IO 5L ORRE 11 (31.4)
35N 5 (14.3)
AP 2 ( 5.7
FEL 5 (14.3)
oz R EE 2 ( 57)
BT 2 ( 5.7)

FRIR RS 8 (22.9) 2 ( 57
T ARG UEET I NT AT = Z— BN 2 (57
M7V T F U RARYF—EHN 2 ( 57
UL SERERR D 3 ( 8.6) 2 57

R B L ORAEREE 7 (20.0)
&7 V7 I sE 2 ( 5.7
BARIE 5 (14.3)
B #E R d KO AR Rk 2 ( 57
FAfm 2 ( 5.7)
TSR 3 ( 8.6)
R =2 —1 /35— 2 ( 5.7
IR 25 0 s L OV R i 55 5 (14.3)
Jii 1. 2 ( 5.7)
A AN AN ik e 10 (28.6)
SURRRRRG 5% 2 ( 5.7)
FLBE 2 ( 57
B2 5 (14.3)
R INIRZ SN A2 2 ( 57

AT DA SN HES4 1, MedDRA ver 17.11% AW TRi A 2 7=
Grade{ZCTCAE (Common Terminology Criteria for Adverse Events) v4 H ARFEFRICOGHIZHE LT 5,

¥, EMEMZEE 2 6] (5.7%) . KBk - BEOTHRI2 6] (5.7%) . fhikkEE (%
7 NUERESE) 361 (8.6%) | ATHERERRTE 2 Bl (5.7%) . RHRIRERAEREE 3 §1
(8.6%) . RITEHERERETE 1 1] (2.9%) . EHEREFEE (PR HIEMER RS 161 (2.9%)
S O infusionreaction 2 ] (5.7%) 23i8& HiLlz, Fio, HEDOKERES (KEREEIRE
el ZICALEE, FRHRIESE) | TIREAHEREREE . 1| BRI, BER, FIEME)E,
2% - BEREDE . 5 & 9 ER K VLI RITRD e nr o 7o, ARRWERZE BRI R E
% (AMRAERT 2 5T) 2 B0HEIRE =T,



@UESMEMAHRER (CA2090173852) (N Engl ] Med 2015; 373: 123-35)

F 2 FBBLEN 5%LLEORIER (CA209017 75)
Grade 4= Grade Grade 3-4 Grade 5
RITEAE A FYL O ORBIE | BB BB | B RIF
(MedDRA (Z & % SOC-PT 43%H) K (%) FH (%) FHE (%)
ESEN 131 131 131
ERS 76 (58.0) 9 ( 6.9) 0 (0.0
Gk E 24 (18.3) 1 ( 0.8)
T 10 ( 7.6)
A0 12 ( 9.2)
— - REFEERB IO GO OREE 41 (31.3) 1 ( 0.8)
FliyaPn 13 ( 9.9)
5T 21 (16.0) 1 ( 0.8)
KRB L OSFEREE 18 (13.7) 1 ( 08)
BARIGE 14 (10.7) 1 ( 0.8)
Fh B R FS L OVE A R Ak b 17 (13.0)
BAm 7 ( 5.3)

AT b SN HES4 1T, MedDRA ver 17.11% AW TRi A 2 7=
GradelZCTCAE (Common Terminology Criteria for Adverse Events) v4IZH#EL %,

7k, MVEMMERE 6 B (4.6%) . KIGHK - HEEDO THI 11 6 (8.4%) | #hklEE (%
7 v NU—EREESE) 1361 (9.9%) | ATEERERET 4 1 (3.1%) . RLRRBEREREE 5 4
(3.8%) . EHEREFEE (RAMEMEMBRE) 4061 3.1%) . EIEFHIEAE 141 (0.8%)
KON infusion reaction 1 51 (0.8%) MWFRO LAz, Tz, BEEDOKEREE (KEkEEIRE
eRE, ZIHLEE, JEHREIESE) | FIRAHREREE . RIBARRERRE. 1 BUREIRAE. k.
2% - BEREDG . 5 & 9 R K VLA RITFBD GV n o 7, REWERFBLRIL LB EF
% (ABRAEERT 2 5T) 2508 RE =T,

(FER LR
OEWNE T AHRER (ONO-4538-06745%)
#£3 FEBENS%LL EORITEA (ONO-4538-0675%)

Grade 4= Grade Grade 3-4 Grade 5
RITEATE A L RBIE | B RBIE | FKBL BRI
(MedDRA (Z X % SOC:PT 43#H) K (%) F (%) K (%)
NESESN 76 76 76
ERS 64 (84.2) 16 (21.1) 0 (0.0)
I anA e 9 (11.8)
R IR B REAR T E 7 ( 9.2)
H I 26 (342) 2 ( 2.6)
Y 5 ( 6.6)
T 4 ( 5.3)
L 8 (10.5)
BIADS 4 ( 53)
g 4 ( 53)
— - R HFEE B IO GOk 29 (38.2) 1 ( 13)
G 9 (11.8) 1 ( 1.3)
35N 11 (14.5)
FEEN 11 (14.5)
AR AR A 18 (23.7) 3 ( 3.9
U R 6 ( 7.9 2 ( 2.6)
Rt B L O SREE 17 (224) 3 ( 3.9
= wa WA #NIikiH 4 ( 53) 2 ( 2.6)




Grade 4= Grade Grade 3-4 Grade 5
RIVERIEH FEEL OB | 8B EEIE | BHL RBIE
(MedDRA (Z X % SOC:PT 43#H) K (%) FH (%) K (%)
RRER 76 76 76
EE 64 (84.2) 16 (21.1) 0 (0.0)
RHHOR 11 (14.5) 1 ( 1.3)
TR R 10 (13.2) 1 ( 13)
ZEIPED F 4 ( 5.3) 1 ( 1.3)
R EENY TS SRR N e 12 (15.8) 4 ( 53)
R A 4 ( 53) 2 ( 2.6)
A AN AN ik e 26 (34.2) 1 ( 13)
EOFEIE 6 ( 7.9 1 ( 1.3)
S 11 (14.5)
iR NR N A 4 ( 5.3)

Rl e SNIZAEESL4 X, MedDRA ver 17.01% W TH A Z 7.

Grade!/ZCTCAE (Common Terminology Criteria for Adverse Events) v4 H AGEFRICOGhRIZHE T 5,

7k, MBI EAE] (5.3%) . KRIBK - EHED THISE (6.6%) . fhfkEE (¥7
Ve N L—IEMEEEE) 10641 (13.2%) | AT RERE 5151 (6.6%) . HUIRIRHERERE F 1061 (13.2%) |
RIBHEREFEF 161 (1.3%) . BREREMREE (RMERIEMEBRE) 45 (5.3%) K& Vinfusion
reaction 3% (3.9%) MiRD HNT-, £7-. EEOLEEE (FEREIREGRE, ZAL
BE, FHRBIES) . NEEAHEERREE . IBOBEIRA . ek, BEEMEEE, Mk - Bk,
5 E D ER KO RITFED bivie oo, AEIWERZBUR DU E S5 (FRMRAE
Wik at) #EtEERE T,

O/ E AR (CA209057 #5%) (N Engl J Med 2015; 373: 1627-39)

F 4 FBIEDN 5%LL EORIEH (CA209057 7ER)
Grade 4= Grade Grade 3-4 Grade 5
mEHEHE FEBL FEBIE B BB FEBL FBLE
(MedDRA (Z & % SOC-PT 43%H) HH (%) FH (%) FH (%)
eSS 287 287 287
S 199 (69.3) 30 (10.5) 0 (0.0)
oy WARE 24 ( 84)
FPR IR e AR T 19 ( 6.6)
B 74 (25.8) 4 ( 14
T 22 « 7.7 2 ( 0.7)
L 34 (11.8) 2 ( 0.7)
W 15 ( 52)
— - R FEE B L O GO REE 90 (31.4) 4 ( 14)
e 29 (10.1) 1 ( 0.3)
5T 46 (16.0) 3 ( 1.0
B RO E 43 (15.0) 2 ( 0.7)
BAEGR 30 (10.5)
B R 3 L OV A R R 5 36 (12.5) 3 ( 1.0
RA SR 16 ( 5.6)
A AN AN ik e 60 (20.9) 3 ( 1.0
EOPEIE 24 ( 8.4)
w5 27 ( 9.4) 1 ( 03)

R HE SN AEES4 1T, MedDRA ver 17.11% W THiA 2 7.

GradelZCTCAE (Common Terminology Criteria for Adverse Events)

VAIZHEL B,



7k, MBI 10 1] (3.5%) . RABK - HEED NI 22 6 (7.7%) | #RdREE (¥
T v NUIEEREE) 26 B (9.1%) . HFREREREE 15 61 (5.2%) . HRRIREERERE 27
Bl (9.4%) | BEHEREREE RME EIEERE) 7601 (2.4%) . ok - B2 161 (0.3%)
KON infusion reaction 8 5l (2.8%) MR L=, £7=. BEEDOLERE (B ERIFEIRIE
fERE, ZTRALEE, BURHIES) | TERAHREREE. RIBMERE. 1| BOERKN. FX,
FIEFIEAE, 5 E 9 BER LD RITFE D B o 7o, RRIVEMZE BRI B H
% (RRREMERETEZET) 280EHEREZRT,

10



[ - &)

AR OREMEYBETT L EZFHALIZY 2 2 b— a3 42k v, KK 3 mgkg (K
) XL 240 mg & 2 BN CTEG L2 BEOARF O MG FRENREF S iz, £k
R KK 240 mg G L TZBROBREERIL, AH 3 mg/kg G L7 BROREE & L g
LCEfizmrd eTHlasnizbon, ARNBRICBOTAFESHR I THDH
% AR (10mgkg % 2 BRI CERG) CAKIZ RS LI-BEORE R & ik LR
g PR ENT. (FR), MA T BEOEEICB T 27 — #2125 & A 3mg/kg
(RE) 0T 240 mg % 2 WG CHG- L IZBROARK OMRE & & AT ek &
OB A RFTT D BB ST T VBRI, S BEIC O W TRFIDM ThL i R,
ERROME - HEOR TAMER ORI 2R IT Vv E PRI,

#£5 AKOENBE T A—F

M - R Cimax Cumind14 Cavgdl4 Cmax,ss Cmin,ss Cavg,ss
(ug/mL) (pg/mL) (ug/mL) (ug/mL) (pg/mL) (ug/mL)
3 meke Q2W (352 '760-8) (10-17?'264-5> (17.214,";3.9) (75.1){3171) (27.612,'107) (42.717,'?27)
240 me Q2W (51-712,.109 (15-22?.354.6) (25.3137.8) (10;,5354) (41?57,.21;58) (62.11(,)91 87)
10 mg/kg Q2W (14;,9;19) (51.621 '739.2) (79.900,'21;14) (33?,9232) (18421,1 ;13) (23;7286)

A (%7, 95% ) . Q2W : NS, Cows : BNV 5 6 O R LT THRIE . Conars : HIEIER 5 214
FES50)  RAIIE IR Cogord  BIEHS6214 F HE CTOTHIMIEPIEE, Coanss - EHAEIES
152 RIS T | Coings - SERCRIEIZ ST 5 RIS THATE | Congos + ERTIRIIC 351 2 A LI o
e

11



4. fgklZ-o>W\WT
R L LT EGRGRA (2FIfRE) 2ZEE O TWD Z enb, Yikilh 2
(2 I T E D Mt TZ?)ZDJAEZM@% T D LT, AANOFEG A @) 72 8 22 Wr -k
EL\ AFN DTG L0 HEREWEH 283 LIZBISHIS T 5 2 EBRER 72D LUT
03@“*@@?“&“(%{%71?7@@4 IBWTHAT 2 ~ETH D,

O fEgEic>WnT

O1 T (1) ~ (5) OWTNNITEYT DR THDH Z &,

(1) BEAEFBREDEET D03 V2R EEILEIRPE S (BRE TR S A2 B HEIL Rw P
HUIE S AR B EE L R T . MBS AV IRREPE 7R &) (R 30 4F 4 H 1 HIKEAL : 437
fiiF%)

(2) HrEHERERBE CERL 29 4E 6 H 1 BN « 85 fiigk

(3) HARENTIRENFDGE T D 03 U2 HEEHEETRIT (D3 A2 FEEfR ERlTE. 25 A2
W bE. S AR REGEEEREE LR &)

(4) IRACTFIRIEE A %L/%%M%ﬁﬁm%lﬂi%%m%ﬁﬁm%zwm XL
AR D I ZIT> T o ftiag (R 28 4FE 7 H 1 HFEAL - %mﬂ;)

(5) #ﬁrﬂifﬁmﬁﬁﬁmﬁ’i@ﬁm RILYEIAR D R AT > TV D tiaR (CERE 28 48 7
H 1 HEEA ;1290 fitigk)

-2 i DAL SHRIE S O RIE & BURE D RIS 453 70 ik & BBk 2 FFOEAT (R D
WPHINNTEE ST D ERN) 23, U2 REBOAANET 2RO BEMLEE L L TRESH
TnnZ &,

*

o [ERIGFFEGEE 2 FOWMHEZIE T L7212 5 L EDO N AIGIROEERIHE %
fToTWAHZ &, 96, 28 EIF, BDAEYEELZ E & UZRRESGFONHE %
IToTWVWAHZ L,

o [ERRFFISER 2 FOMBIHEZE T L72RIZ 4 FLL ELOBRKEREZ AL T
Z&o Dby 3FLLRIE, RO SRR & G L MR SR S O BRIRIHE 21T -
a2,

© BERNOEELIFHREBEOAKHIZDONT

EEAEREBICEF T2 TENEE S, BERAE O OFRED, Ao - &
EVEEIEIOE OB B ONERIE SR D R, AFFR08E LG o®RE
EW. SERHONIITONDIERHINE S TWDH Z L,

12




® EWEH~DRIEIZHNT
@-1 fak Al B3 2 Ef

W MENGR B O B 2 RITEA N R A LB, 24 BERRSIRIAHIO T, Bkl X
IR AR (2B T B L ZBIERNICIS U CABRE B L N CT & OFIVER ORI 4
PRMRAEOR RN L ARG O, EHITRISATREZRARI R > Tnd Z &,

-2 ERUEFHIC L DA EFEZNISITE T % 2t

IS ABIRTHE D D BT 22 e e O\ Be 2 A 2 BIRIEFRE D EIEl =2 ) 7
EEDIEROA Y ) —= 0 T 2T OERE & FmzE A TE 5 F— AERAH 2%
S TnDZ &, B, BRIKHIZOWT, BABE EZOFEICHHIEAmEiT
W5HZ Lk,

@-3 RITEHORZEr-CxH IR LT

RIER (REMMERICINZ, EAEMEIE, O, Rk, BB RAEE . KI5
RO TR, 1 ABERP . R, IFREeREE . 5. MRS BRI Rel
TEAREREE, MPRES. BET (B2 - RWEMEEBREZET) ., RBIFEE
Mg, EEORZERESE, FHRMARTERIE, infusion reaction, HEE /R MikkESE, MEKRER
JEWERE, f5EZ. WEEORERS, MBI, DIEPESE (LEME) - #RIK - DRSS
IHASE) %) 1ZxF L CL Yakhak )T BB O MM 4 A3 2 Al & dEE L ()
TER OZWr-oRHSIZE L THRELR OB EZ T oNL5GMICHH Z L), EHIZHEY) 72
JLE N TE HIRHINESTVWDH Z &,

b I I R*

\;
/

13



5. EhxtgL s BE
(G 2hEIC B § 2 F1E]
O TROBFIZBWTAAOENERHIES N TN D,
o TIFFRFEGUALTIRIERZ AT 2 URARER B B/ IVHI XITFHR DR

bR RERE
o T IFTRAZGTACFIRIEEZ AT S UFRRNEEZRTIB B/ IV U I DI
R bR B

¥, RV bR CEGFREMA 48 B U ALKEL A BHA B F IV T,
JFHI & UCEGFRF |1 % ¥ v F—LILEH UFALKF 1 % & v % F— L RHEA O
D R SR Ay E <

@ TREICZYET 2 BEITHT D2 AFN OG- M OERITEIZ ST, AFIOF R
PHESLSNTE LT, AFOREGHR LRI,
o ALTFRRIERIGIRO B
o IR
o MOTUEMESA L O L TR Sh o B

@ MBI A K74 (HAMEFESMH) (28T, ECOG Performance Status 0~1
U 75 5% LA . X% ECOG Performance Status 2 5V o BE i, 4 3 SHUEH
(FEZ X% OFJRGENHELSEINTEBY . 777 F 1A O LR 13K
Wb S eWnWr—2AR3 b5, oA, 77 FFRAIOFHRER /2 EHE

3 HARPUEAIHEA COREREZAG T HERFTIZBWTL, AFORGE2EETE D,

@ AFNZUFEAFMAREBRICB W T, R B OIER T EREOWThoBEICE
WTH FEZ FEARICK L TEBMERRGES N TS, 72720, R LD
B TIE, PD-LIRBLRIZ LD AOMEOEM AR D Z & 3R SN HRER 1G5
NTWDZ b, ERFEEREOEBFIZEB W TIEIPD-LIREB R LR L7 ETAR
HOBEAIGOUW AT 2 Z ENEFE LV,

*  PD-L1 BILEN 1% K ThH D Z & AR S VIR LR A 2BV TE,

(ED ECOG @ Performance Status (PS)

Score | EFe

0 | <Ml IEBTE 5, FWHTE [ U HHAEESHIRZ AT D,

PIRRIIC IR LUNEENIHIR S D23, BATRIRET, BRI > TOMEREIIIT O 2 &R TE 5,
RS N 2

AAITARECH A OH OEY O Z L3S N TAFELZAERIZTE RV, HHO 50%LL Bid~y FA Tl 2

ROENZHOSOHOEY OZ L LTERY, BFO S50%L L Xy Rk Tl 7,

Bl

BT RV, AGOHFOEIY O Z LFTaE TERY, BRIy R fiFTiHId,

14




JFHI, Re4 XV EORRILSOFUEM ISR O 5 28+ 5, 2

e NATnURYT (BlaFHHiz) oo =42k (584  PD-L1IHC
22C3pharmDx [# =] ) 2LV PD-L1 3R A MR L7 ER - LR D B
Tho T, AFloOZWEE (K7E4 : PD-L1IHC 28-8pharmDx [# =1 ) 12X %
FBRA S REE 2 GGITE, LT OERE 2 2B ITARF OG- O 7 & 2 E T &
Do

SCHRS)
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

(ZatEicBd 2 FH])

O TFTRICEZYTIEZIC OV TIEIAFORENERE SN TWDLZ &b K5 %21T
branz &,
o KHIDBSHTIH LI BUE OB D & 5 B

) (A%HU@nyﬂﬁ BWTFRRICIEEY T 52 BFIZOWTL, AR GIFHER S Loy
S, OIRFEERITUK D 2 NGEITIRY | EREICAKZEHN T2 2L 2B ETE D,
o MHEMMEROEIX iﬂﬁ?}i@&)é jriEa
o @B AR A C B R 258 D B K ONE B O HO B itk 2% R0l e e it 2%
FE DN RIEMEZA LD A B 5 B
o HOMEEROADE XUXEMERZE L IXFREM%EO B CRZEEDOBERED
HDHEE
o EERBME GEEMaBHEE L 5T) Ob b EE
o HMEORGSOIBEE AT 2B
e ECOG Performance Status 3-4 "V D

(F2 372 U fhoBEMEEE A OB 5COWT, AR, EERSICHKNT 5 Eofh, BE LR L 7
HEWER ORBOBZNN b 5%, EFHY LAY Ll Sh-BE QISR (oW TIEZ0/RY
TRV,

15



6. BHICKEL CTHETREHHE

WA SCEFITIN 2 BOEIREEE D TRAET 2 B RS T D & ARH O FEME K OV EAE
O DIZ B ERE HCHEE L ThBHERTHZ &,

TR YENE D BBE XL E OFIRICAEDME L a2+ L, FEZ 5
ThroHEETLHZ L,

R EECEEIC IV TIL, PD-L1 FEEE G fERR L7z L OARKIO G- 71 & A k-5
T ENEFE LW, PD-L1 BEERDFER TE RWEEITIL, AAI O H O & % 5

@

@

Al

ZHIEr L7 ETHR G 2 L,

FREWEFH O~ A DN T

WEMERREN D 5o b Z ENdH D DT, RKFOFKGITHT= > Tk, BFKIE
W (PR IREE, ik, FEEVE) OfERE R O X #fR i 0 s, Blgx +5
IZAT9 2k, Fio, BEITGUTHE CT, MG~ —h —%DRE % Eid 2
e,

AFNOB 51X EE D infusion reaction (2 X CERARFIZ 43726t D T & 5 U
1T o7 ECRAMGT 2 2 &, F72.2 [81 H EARE O A A 5-I¢1Z infusion reaction
WHHONDZEbdHDDT, KFIERE R OARFEGHHE T HIT AL Z A
ERAET D%, BEOREBE I8 T 52 L, 72X, infusionreaction %
FHLLTEGA TR, 2 TOMEBE R OER D ERIEE T 5 £ THRE 2 +08l4
THZ L,

ORI RERE . T RAEREREER DCRIEEENS LD ENHHD T,
AFN D ¥ 5B AR M O G- I I E IR I Nk RE R A (TSH. FHfE T3,
WEHE T4, ACTH, ML =L F > —VEOHIE) 23+ 5 2 &,

AR OEHIZ LY | BEOREINTER T 5 & & 2 LDk~ IR BT E
NHLDONDZ ERbD, BRENBEDOLNHEICIE, BELEERIIS U
BRI 70 dnak & AR R A REO AT & U CE b R R W A 1TV IR O E
BOGIZ £ 2 BWER 23 8o 2551213, AR ORIESUT 1L, Kk ORI BE R
NWEHIORGEEZETHZ L, B, BIBRERLVEORGIZLYEIE
R OUEDRGTRD HAVRNGA T, BIE BB AR VE LIS O S il o B
HLEET D,

BHRE TR, BEBN S ARGE L T SRIERNRET D Z 08B D570,
AR OG- T #IZHRWEM ORI 21T EET D,

1 BUBEPRIE (BDE 1 BUBEIR R 2 &) b Db, BERBEMNES 72 R—v &
CEDZLBRHLOT, HiE, Bl NEHSEORER O FEHC mAEE D EF- (21
NEETDHZ L, ARENEDN SSRGS 2RI L, AR U8l
H O HEOWEE) LB ZITH Z L,

AENDOERRIRICINT, REHIAND 9B, ZLIRRIZ, &GN 14F
A3 3 MR G T Z EICARMEORHMIi 21T > TWz Z L 2551, ARSI
FEHIRNZ BHERA CRIROMEBEZIT O Z &

16



(7E2) Bk

e, HERG R LRE S 225 BIEH 02 E 44

< REZXBARBR LD BE>
HEREHIH OS5 BE
EYEE SO L T B B

FEE A UBYYE Dbl 5 B

i P SEANOBBEUE DBEERE O & 5
B0 AR L TV B RTREtE D & 5 B

< FRZFRANEEREG L RDEE>
BHEIE OB 5 BE

[ MR 28 ST IRRRMESE D & 5 B
FFBEE O & 5 B

EIEEDH D BH

BIED B DB

TERT 2 ATREME O & 5 B H

< FeZXv/LOEKZEIER>
Bl

av IR T T 4 Tx—
P, IPARA, ITREREREE

AMERA
PRTPERGZe . e
DARA

FEREPE I E P EEEEMARE  (DIC)

W zedl, B, Bk, K%
A LR

M PR A T A

SWEES

BEE AL ARSEMRE  (Stevens - Johnson SEBRE) . Hagth R EEEIEIE (Lyell IEMERE) . ZIEALEE

D R =T ffiKEE, R - R
OEZE, FRIR AR ZEARE

JEYLIE

PURIR ARV ARG WEERE (SIADH)

EE R O NRE ORI, AR, RIS

Recall #15:

17

+ VU oD B 5 o0 AR A A o B s

. Radiation



