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T ASRAETFRIEE A RE L AR RIEINGE 1 OISR LRSI 2 Ofisz
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ENRELETHHO (TEREAFT ) X TERMEAA ) &5

7 ERRFFESEZ 2 FOYIINHE 28T L7211 5 A LL O D AR O IR HE
EIToTWnWbHZ &, 9B, 280 Eix, DALY L U EREESOMHE
E{ToTWBH I &,

A [EAIRFFRS®% 2 FEONHHE 2 & T LRI 4 FELL EORRIRERZ A L T
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NAT e Y A7 (Bariiz) RAOREEHEET A 8742 (il
HIAR 23 U S E) DER M OB 8 A HEE T A B Z A > GE/ NI i |
EHERARE) O —fiEiZ >N T

PR BOE R & DA T #2016 (R 28 426 A 2 HEIE) 12k
WTCVEBMERS OO REHEEZ XD Z ENEVAENT-Z L 2%
T CLUHETAIE S L A B LB B IR AT B o O IS el I HEE T A R
TAVEEKRTHZELELTWVET,

S, NAaTr Y XvT7 (BEHEEEZ) BE (k4 XA ML —F R
T EE 20mg & ONE 100mg) 122W T, dHpgAR U U UoREICx L Cff
AT 2BEOEEFHEZNRO LBV REEMRAHEET A K7 4L L THY
FLOFELEZEOT, ZFOMERHICHEZ>TIE.ATA RTA VIOV THES
o Lo, BEENOEREELOERICHT2EMEBBEWLET,
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A f\A7m U AX~7 (Bl z) "AOHEH LoEENHET SN
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allss
e/ INHR itigeE O Fe i i R HEME A R A O ET @R Gorlf < i)
Fen 5]
R =Y (THREERD) Y= (BUHRRERHEIER)
43— # 1 ARWERGE (KEYNOTE-024 #U5R) 43— (3 1 oI
— T
K 200 mg | Ll 77/2@‘
V| iy
(154 1) (151 f41)
Tg%]@ 10.3 6.0
(o5%CD) (6.7, NE) (4.2, 6.2)
PFS™ | /N — 0.50
R (0. 37, B
(95%C1) 0. 68) —
P fi* <0. 001
(95%CT) (NE, NE) (9.4, NE)
0S*™ | NP — 0.60
R (0. 41, B
(95%CI) 0. 89) —
P f* 0. 005

CI : {E#EIX[H. NE : # A 0], *1 : RECIST #HA

RIA v 1.1 BRIZES ST deE, %2 ¢

Bl Cox HefINY — RETIIC LD 7T FFHlH|
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otfbRE L O, *3  Ehlle /77
e, x4« PR OT —% 2016 4£5 A 9
HW > b7
6 N— F 2 AHhMERGE (KEYNOTE-010 #-5%) 6 N— (3 2 OB
A 2 AAL10 | REHXF
mg/kg mg/kg v
Q3W Q3W
(344 #1) | (346 1) | (343 $31)
0S | HrohfE 10. 4 12.7 8.5
Al (9.4, (10. 0, (7.5,
(95%CI | 11.9) 17.3) 9.8)
)
AP — 0.71 0.61
REE | (0. 58, (0. 49, =
(95%CI | 0.88) 0.75)
) <0.001 | <0.001
P fE*
Cl: EHEXE, *1: Eh Cox NV —FRET
KD FEXZFR L EDkig, *2: E@hja J
7 BRIE
TN—Y |3 WITINOORE TR SALL EORIEH | 6 X— W ORETHREBLEN 5%, EORIER (4
(ZZRVEMRHT XS4 H) PERRHT X G 4E )
2B RIS ¥E (SOC: System Organ Class) SoC
FARGE (PT: Preferred Term) PT
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(MedDRA ver. 19.0) (MedDRA ver. 19.0)
8N— | Fo, BEOREREE (BFMEIRERE, £ | 73— 7o, BHEOREEE (BERRIREGEE, £
JEALDE, FREIET) . BIBHEREMET . HAEA, I JEALBE, FARRIET) . BB FERER S | e/ 5
JHE. K - B, SE MK, Dk, fo JPE. W - B, 58 9 RREOLARIT
PR PR R BD PSR BESR s PR I M OVR 3 O LR T,
KT Hivieno Tz,
9N—T | R4 WTINDOORECTRILEN UL EORIEH | 8 X— W DORETI IR 5%, EOREIER (%224
(AT R SR AEHT) PEFRAT 6 S AR )
PRE RIS HE (SOC: System Organ Class) SOC
HAGE (PT: Preferred Term) PT
(MedDRA ver. 18.0) (MedDRA ver. 18.0)
9= Fo. BHEIEMREIIE, MK - ik, SEIE | 8=V FTo. BEIEMEE, MR - Bk, SE K
R DAIR, S R PE SR B . I RO RITFRD BRI o T2,
PR I & QR ZFEREE I TZE8 O DIV dr o T,
10~==> | O-1 Fio (1) ~ B) OWFANIEET | 9= | O-1 TFiLd (1) ~ B) OWVFANTHEET
HhEE THHZ L, HIEE THDHZ L,
(1) BAITHE R E TR E T % 23 A2 s 5L S (1) BAT @ RENTRET 208 iz R
JRPESE (AENT RS A2 S HE L AU RE, 215 A C ST SE VAV VE S-Sk 2/ N5 N
I3 AR HEHL SR T, Ml AS ARSI e B AN AR HEHL AR e, HUEOS ARSI
728) CER294F4 A 1 AREA - 434 figk) iR &) (R 28-4F 10-1 1 HIfR 427
(2) FyEtkRERIbe (R 29 26 A 1 HEFR : 85 fis3)
Hi%) (2) FrEtgRembe (PR 2845071 1 A : 84
(3) #E TR TG E T D S A R IE R B fiti)
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(S A2 IR EIRPE ., 25 A2 iEHE R )
APt DS AR BEHEMERT e &)

(4) ARALFRIEE AR E L, SR L FRIEIN R
1 XIIA AL SR IN G 2 O Jifi % FL YE 12 4%
LHEMHET> T oy CER 28 7 A 1
HEEAS 2540 fitiak

(5) FL M JEIES A1 A 5 45 BRI oD i % VB L AR
LR ET> TV Doy CERk 28 7 A 1
H RS 1290 fitig%)

(3) #IENFIRFNFE DR E T 5 3 AR b
(B AREEER EIRT. 23 A2 HGEE
JIHRBE, S AR EEEHEE R 7R &)

(4) S SRACF IR 25k 8 L, S SRAb BN
B SUTARALSIRIE NG 2 O Rk IR YEID
BRI EIT> T D% CERk 274E 7 A
1 HBES ;2638 f7%)

(5) PN R A1 AL 5 4 BN BE 0D it 2 JE Y L 2 4R
LM EIT > T Dltisk (R 2747 A 1
AR S 1284 Jfi3%)

11—

@-3 RITEH OZWr-extSIZE LT

BIVER (RVEMEMZEERICI A, KBK - HEO
T, ATRERERE . BRI TE RS R
R, WoMEE (FEAEERS . HIRR
PeRBREE . BIRHRRERES) . 1 AERKE. 589
g, Mk - BREUTARIE . BEdk. B DRSS
PR (B JEASIRARIE R . ZIRALEE, BRI
%) . infusion reaction, MZE - BHEEZ. HIJE
AR HES)IE, MREPEE (£ 7 > « N U —JEERES) |
DR, Ve i MRIBUD PR SR BT . Y i
i, FRIFERBEEE) 1oxf LC, Mikhtiak S idir bk
EREREORMEL AT HEMEEE L (RIE
HOZERSIZE L THRELR O EEZZIT 5
NOHFRMFIZH D Z L), EHICHE R LE)S TE

10 <=

-3 BIWEHOZErxNZE LT

BIWER (FMEMEMZERISINZ, KIEK - HED
T, IFEREREE, ERERERE T (RAIE A ME
EREE) . WHWESE (T EAEEEREE . FUIRR
FERBREE . BIRARREREE) . 1 ABEIRE, 589
A%, fhde - RSO RRIE . ek, HE D ZE
B (REREAREERE . ZIALEE, JH KA
A2) . infusion reaction, MZE - BEESE . HIJE
A0 fRRFRESE (57 v« N U—JEMERESE) |
DAREE) ATxF LT, Mg X3 U e = R
BOHEMMEZ AT HEMEEHE L (BEHOZ
Wr-oxH S ICR L THRE L R A2 T b DH 5
iz H 2 &) BEHIZHETI 2R ALE DS T E DR
NESTNDZ &,
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HAREN NI S TN D L,

BN R AR F O IHEE T A R T A o OWGETE AT Gt A X ER)

b4l &
A= (RSB RD) MY AR— (B TE AR HIER)
43— | EEFHMEE TH DRI [RECIST A KT4 | 4= | FEFHEEHE Td 2R [RECIST H A KT A
YL RIS S RIEIEI K D 582288 (CR) VL RIS S RIEIEIZ K 5 5222850 (CR)
XAFHR5y 7% (PR) ] 1, 24% (95WEHHXH : 12 XIFHRGy 75 (PR) T I3k, 24% (95%(S#EIXTH] « 12
~41) ThoT-, 7ok, FANIEHRE L7 BIHEIE ~41) ThoT-,
10% Cdh o7,
4= F 1 HEhEAGE (KEYNOTE-002 7-5k) 4= (& 1 OEN)
AAI2 | AFN10 | fB5HFR
mg/kg | mg/kg %
Q3W Q3w
(180 | (181%1) | (179 f51)
B
0S | HRfE 13.4 14.7 11.0
[A] (11.0, | (11.3, (8.9,
(95%CI) | 16.4) 19.5) 13.8)
MNP — R | 0.86 0.74
s (0.67, | (0.57, —
(95%CI) | 1.10) 0. 96)
PAE*® | 0.1173 | 0.0106
PFS™ | o duf 2.9 2.9 2.7




https://www.ajha.or.jp/topics/admininfo/

[H] (2.8, (2.8, (2.5,
(95%C1) 3.8) 4.7) 2.8)
NP— R | 0.57 0.50

b (0.45, | (0.39, —
(95%CI) | 0.73) 0. 64)
P " < <
0.0001 | 0.0001

CI : 14X, *1 :

RECIST A4 R4 1.1 iR

(ZEE D < SRR EE K OV SR M R I K 2 5F

fifi, *2 : J&RH Cox LBl Y — RET LT L D1k

FRIE L DR, *x3 : ERIn T U RIE
6 — # 2 AHMEAE (KEYNOTE-006 24ER) 62— (% 2 o)
AAI10 | AFI10 | A EY
mg/kg | mg/kg | A= T
Q3W Q2W
(277 (279 (278
i) i) i)
0S™ | HIgfiE NE NE NE
Al (NE, (NE, (13,
(95%C1) NE) NE) NE)
MNP — K| 0.69 0.63
[ (0.52, | (0.47, =
(95%CI) | 0.90) 0.83)
PfE* | 0.00358 | 0. 00052
PFS™° | Hfi 4.1 5.5 2.8
[A] (2.9, (3. 4, (2.8,
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(95%CI) | 6.9) 6.9) 2.9)
NP— K| 0.58 0.58
b (0.47, | (0. 46, =
(95%CI) | 0.72) | 0.72)
L < <
0. 00001 | 0. 00001

CI : {EMHIXH, NE : HEEAT], *1 : PRAAEYTHE

DODF—4% 2006 FE3A3IHIY AT, *%2: &

Bl Cox I — RETFT NI L HA Y A=T

L DL, %3 J@hlle 77 U FiE, *4 : RECIST
HA BT A2 1.1 IS HES RSE L7 i B ek
= OISR P 1 K D RFAl. *5 : I ARATIRE
DF—% 04FE9H3IHI Y b4 T)

8 R— 3 FWEBLEN UL LORIWEN (ZaetEftrst | 7~— & RELRED WL EORIER (a4
SR L)
PRE RIS ¥E (SOC: System Organ Class) SOC
HAGE (PT: Preferred Term) PT
(MedDRA ver. 18.0) (MedDRA ver. 18.0)
8§ X— Fio, MREE (X7 « NU—JEBERSE), B | 73—V F7o, MRREE (X7 - NLU—EEES) . B

PREERE T (RMEREMRE2RES) . BIEES, 1
RUBEIRI . BB OO B RETE (BRI IRAE PR |
ZIRLBE, FRIIESF) . IR, Ak - BRIl
fRIE, EUEM BRI, MR - BIRR . DR,

PRRERRE RMNE BB RE), BITFEE, 1
RUBEIRIA . BEEEO R FERETE (B AL IR ARIE R |
ZIEHLBE, FRMIEE) . ek, Wik - BT
fRIE, BUEFRIEIE, MR - IR OO R
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S PR RIS B . P i PR I S OVR TR bZe oz,
FERBE TR D N o T2,
9— F4 DTN ORETREED 9L EORIER | 8 X— X WTIDOFETHRILFN 5%LL EOFEIEH
(N R SR AL ) (2 MR AT RS )
2B RS ¥E (SOC: System Organ Class) SOC
HOREE (PT: Preferred Term) PT
(MedDRA ver. 18.0) (MedDRA ver. 18.0)
9= Fo. BIBEE. 1RBERE. Bk - MR | 8 X—v Fo. BIBREE., 1RBERE. Bk - MBUTR
FRAE ., O SasE M RIS D MR SR B . U FRIEMR O RITFED BRI o T2,
iR i OFRFERPEITFR D B LR o7z,
10 X—2 | RE WTHOORETHRILEN 5B, LOREWEH | 9 ~— DT NDOORETHILRD 5%, EORIEH
(2 NEfRAT R R EE ) (22 A MERRAT R S AEHT)
FRERIRS¥E (SOC: System Organ Class) SoC
HAGE (PT: Preferred Term) PT
(MedDRA ver. 18.0) (MedDRA ver. 18.0)
10 X— | E/o, BEIEMEIPE, Ok, /MR | 9 — F 7o, BEAED I PELLIRITFRD B
DPEERBE . TR MR I e ORIFER S 378 & -7,
ez,
1H~= [O-1 Fio (1) ~ 6) OWTFhNIZEYET | 10—y | O-1 TFio (1) ~ (6) OWVTANITEYT
HER T DH T &, HFX T HZ &,
(1) JEATEREDFEET 2 7 A2 P EEE AL (1) JEAGBREDIEET 203 A2 LA
BT (BRENT RS A2 L SR B, HE il (BB 2N A2 I BE AL SR Pt |
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SRS A2 IR R SR e, Hdk s A2 IR R
2 E) (FRk29 44 A 1 AW - 434 k)
(2) FrEtSReRbc (R 29 -6 H 1 HIRFA - 85

i)

(3) FEF R TR E T D 0 A2 EEE Pt
(DS AR BT, 25 A2 i) /)
JBE. D A RGBS HEE R BT /e &)

(4) I KA TFRIEE 23 E L, Ak b B A
1 TS AL BN 2 O Jifi 5% FE HE (2 4%
Lt T o T Dlitiak (CERk 28 /- 7 A 1
HIREA @ 2540 fifi gk

(5) UM R AL 5 45 BRI D i 5% H T L AR
LIt o T Aliiax CFARk 28 2 7 A 1
HEREAS 1290 Jitig%)

HUE S ARSI HE L AU e . HiIE S ARSI
bE7e &) (PR 284 10-H 1 HIRFA : 427
%)

(2) FrErgEERPE PR 2849 H 1 AR @ 84
i

(3) AEF IR FNFE DG E T 2 03 A IR e

(DA REEER IR, 23 A2
J1IHBE. S ARSI HEE B 7 &)

(4) AP RIEEZRE L, Ak b REm
B ISR IRIE NG 2 Ol a B
BB EHEIT> TV D lEax Rk 2747 A
1 HIH A 2538 fifi7%)

(5) PN A1 AL 5 87 BR NG oD Jit ¢ B HE | 2 4R
LEMHEIT > T Dlsk CERR 2747 A 1
H RS 1284 Jii k)

12—

@-3 FIEHOZErCR ISR LT

BIVER (RVEMEZERICI A, KK - EED
TR, RERE TS, BHRERETE  (RAE R
BRE) . NowkEE (FPERAKERERE. FIRR
FErElE S, RIEAEREREE) . 1 BRI, 5&9
g, Wik - BREUIRARIAE . Sk, BHE DRSS
b (RGN ElE . ZIALBE, FERIEIE
45) . infusion reaction, M7 - BhfiSs. EHIJE
i) E, RSP E (X7 > « N —JEERES) |

11—

@-3 EHEHOBWrox T LT

BIWEA (MEMEMZEEICI A, KIBK - EED
TR, FTRERERET . BHERRREE (RMME RENE
ERE) . WoWEE (TEAERERE . FIRR
MeRelE S, AIRAEREREE) . 1 BUBEIRIA, S &9
T, ok « BRAUTBRIE . e, EEE DS
s (ZERERRAEERE, AR, JERRIE
Z%) . infusion reaction, AM#E « BEfEZS, EHIE
AR D 0E  PPRRFESE (87 v« N U—JERRESE) |




https://www.ajha.or.jp/topics/admininfo/

TN B2 o 11| A N 85 3 3 S TR N LK e =
i, ARIFERBESE) (kL. Makhnk XITurk
RSB OBV A AT S AT EEE L (RIE
HoOZEr-oxt I L CTHRER O X ELZIT 5
NAFRMEICHDZ L), EHICEURLENTE
LRI S TND Z &

Vot orey

NP IS AUNGNIET157 i & E S lin 7 0= =35
BORMMZH T HE & HEE L (RWEHDZ
WPkt IZR L CHRE L X EZZ T b d 5
s 2 &) BB 7R ULE S T X AR
NI STWNDH T &,
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(2% FIRxRER)

© 9L PD-1 HUAHUEMEIES AN AR 2 el HHEE T A R T A OREITHE D BEFHIZOWT) CFR 29 22 A 14 ARESE 0214 54 55) D

D2

W IE %

5 7

2 FA b—& AR EE 20mg K& ONF 100mg
(1) ~ (3) (%)
(4) FREUTEEEOHRA AR Y L oN#
AU & B3 U EHAEMEO TR V% U VRO G ICH
W DEEIE, RO FIE A 2R B AN O BRI FRa T 5 = &
1) RIS D05, 24935 b0 (s BT | 205 [
REMA| FTO I HEENT D DAL
7 BABBKENEET DA SEEEI RS (EEE A
VRS AR IREHE ML i e . LIS A B2 R BE L R e, it is
D ARBIRIEBE 7R &)
A FEEREREIEPT
U HGER RN ESEET D A SRR (DA EEE
FREBT, A A IEEEE I IbE, DY A SRR EEHEE i BE 72
)
T ARARTFRIEE AR E L, SR RN 1 3 kAk
SERENNE 2 Ok AR D S H 51T - T 2 fifiek
A PUEPE IR AL T B BN O fif g% FEUEIZ AR D Ja 21T 5 T

ALY T

2) WIZHITLEMOEND S5 H, ARWANZEES D IGROBELSE

2 XA M— X pEEE 20mg & VA 100mg
(1) ~ (3) (%)
(o
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ELTERESNTODEDNZYT L0 (EMEAET | 3 TE

T e I o 19

7 ERRFEIRIGE 2 SEOMIMINHE 24 T L2 RIS 5 L ED
DINBEDBEARHEZ T > TSI L, 56, 24D BIE,
PNAEYEREE £ L BRIEREONHEZ{T > TW5b 2
Lo

A EEIRFFIRIGE 2 EOMMIBHE 24 T LI %I 4 FLLED
ERRBREZ AL TWDHZ L, 5b, 3EUEF, i gEN
I D D3 A KR % 8 T BRI S DWHE 24T > TV 2
&






