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HEERHEETA N1~
TTFY Y RA<T (BinTH#X)
(BR7E4 - 72> b Y 7 BT 1200 mg)
~ AL~

SR2E9H (Ffn445 A%ET)
JEAE FEE




SR

AN e

X LI

ARHN DR, 1ERET
i PR BSAR
Higklc oW T

S EED O B ASY ey

BEICER L CTRET & HIH
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P3
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P10
P11



1. IXL®ic

IS DOF N - BEVEOHER DT DIZIT, B SCEFICE SV B A A R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 J R 1E A%
FERMDPEARBENDLHF T, 20 DOEEKNZ FICHLER BT IR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 (CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMERNEOMHRAORE(LHEZXS Z L L ShTnd,

BOFVE RS E SR ST, SRS 2 T 1 7 7 A ADRBEE D ES L & B S i
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIfF SN BT I LTERT S & &bz, mIfE
RMFEBL L 7RIS B 23t % & D 2 & DA fE /e — 8 O B i 7= 3 e BE CfE
THZENEETHD,

L7 oT, KRHA RTA4 Tl BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O E IS O it 70 8 2 HEE S 2 B0 b B e ik B 2
F RO EFREE T,

I, RHA BT A 3 MAZATBAE NEI L EREIS O, /IS EEEARAER
BRI IR s . —MAERTE N B ARERIR NRHE 2 e OVt E N B ARl O 1 ) o
b EER LT,

KGR DHERN T N 7 EREE 1200mg (—#4 0 7TV Av T (B
FHEHL R )

KA ERDMEIAE  CIBRARE 72 MR

WEERDMEROHE : "NV X<7 (Ba7HEIRZ) EOFRICRENT, WBHE., AL
377V ) XA~7 (Eiaf#Hz) & LT1[E 1200 mg & 60 43
2 T 3 MR CREFET 2, 23, YIRS ORAEMEN R
I ChIUL, 2 BIH LD G R 30 /0 £ THMiTE 5,

B 0E ik 8 F - PO

(&%)

NNV AT (BT Z) OZREUIZIR, BiELOHE

BNRESUTANR « YIBRASRE 7 AT e

MIEROHE : 77 Y ) A7 (BlaF#az) ORI T, @H. BRAICEN
N A=7 (Binff#z) & LTI1E15mgke (IKHE) Z s E RN
W2, &KEMRT3HEFEU EET 5,



2. AHRN DR, 1EREF
TR b T EHEEE 1200 mg (—#%4% : TT YY) A~T GER R Z) . LR,
[AF ) &9 ) 1E KE D Genentech, Inc.iZ & Y AI# S 4172 programmed cell death ligand
1 (BAF, TPD-L1) & 9,) IZxtd 2% v Gl (IgGl) 727 72Dk M
E)7u—FAHUETH D,

CD274 (PD-L1) &, EENIZEW THUFIR RIS IZEI L TRV | & ELY
VRER (T MR, BMIfR L N F = T % 7 —T fifn) 2B+ 5 CD279 (LLF, [PD-
1] &»5,) RUCD80 (B7-1) &G L, EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fix DfE
EREIZ B L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 #iA XA
TH V., PD-L1 & PD-1 #40 L7ofRB& 1%, MRS HURRFELAY 72 T AR © OB R
RS AFDO—D2 L LTEZLNL TN,

AFNX, PD-L1 OAAASMEIRICHES L. PD-L1 & PD-1 L OfEAZIALET 5 Z L5
0 DATURFEERRZ: T Mifa oM EFTEME 2 TR U, 5 OHEM A+ 2 &3 %
LTV D,

ZIDDHIEN G | AANTHENERES T 28 7 R IniEKIC 2 0155 6 O L WIRF S,
A B 2 5 & U7 R IRARBR 2 320 L . A 20, 2t R OB M R S 7z,

ARFNDVERREFF LD B DRERIRIC L D RIEREDRN & bbi, BHEXIIET
(CEDAREMD B D, AFIDOBEG-h R ORERIZIT, BEFOBRE 72T BENR
P BT AT, FEBL L2 FRITIE U 7S MR 22 Nk & B8R 2 R RN &g L T
WY BERRE W 2 ATV B OSRE RIS X D RIER 25D 2 5 a 1213, B RE AR
IV CHIDBGE O RLEZAT O BB D D,



3. BRPRARE
YIBRANBE 72 BT MR D A GRIRFIZ A &2 1T - 72 F 72 B R 5Bk O il &2 7~ 37,

[ 2]
[ BRI R 275 11 AREER (IMbravel50 #5R)

EEALFHIERED 72\ Child-Pugh 7758 A OYIBRARE 7 AFMIf s 1501 1 (A AN
61 il & &te) ZxtBRIT, AFIRONRAL X7 (B z) CLTF, R X< 7
EVD,) OFFRES (RAIGEHEE, 336 ) OBENERNLEMEE Y T 7 =T F L
Rl (LLF, (Vo7 7x2=7) Lwo,) (YT 7==TRE 165%]) &9 25 I
ARER A T2 L7272,

FERHEHEE O—2>Th 5 24EEHE (LUT, T0S] &v9,) OFRIfEIT O E, ITT
ERNZEBNT, RAIGFHBETY 77 2 =T EEL I L CHERIEEDNRD HiL (HNF—
R [95%5#EX ] : 0.58 [0.42,0.79]. P=0.0006 [J&5H!] log-rank # &1, MHIA E K UE
0.0033) . HAE [95%ERIXH] IIAAIDFHEE ChdiERE (HEERE], VI 7=
TRET 132 [104, #EEAREE] WA THH-7= 2019F8 A29 BT —X b v hA 7,
D, b9 — >0 LAl H CT&H 25 RECIST ver.1.1 (2553 < ST AR H] & 12 L 2
e A LEHARE (LR, TPFS) &\ 9,) 1IToWTh, FMIFOFEE. ITT £z
ARPFRABETY 77 = =T L IR L THERIERARD b (N — R [95%5#
X :0.59 [0.47, 0.76], P<0.0001 [J&% log-rank FE ], MHIAEAKAE 0.002), Hik
B [95%EHE XM ] 13AFIGFHARET 6.8 [5.7,83] WH., VT 7 =2=THET43 [4.0,5.6]
HHATH-T= Q0I9FESH29 HTF—Xhy vA47, X2),

*1 RIRE GREEI™ & ) — VEEAFRE, T U4 BRI, ~ A 7 vl E ek, FFaiRIEH i
W AP AR, BT S) OEIG & 72 5 B XA S,

*2 o ARFIGFHEETIZAA 1,200 mg K AT <7 15 mglkg & 3 B Z LIRS, Y57
=TIV T 72=27400mg & 1 H 2B OFEE LT,

1.0 “‘“—&._\\\_\L‘
i ARE G
0.8 TN T
HH“—‘\—v——‘_. N o : ) it TR -

4—13 0.6 / b -
iﬂtn VS5T7z=7#
e 0.4

0.2

0

EEA3TGT»o0HE (A)
Atisk% 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17

REIFIAEEE 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
VI7xZDR 165 157 143 132 127 118 105 94 8 60 45 33 24 16 7 3 1

X1 OS ® Kaplan-Meier BifR (IMbravel50 3AB) (ITT £H)



1.0 { ey

%
08 ’Xﬂ
@ B T A HAY
—:: 0.6 \“\; /
‘,T: }—ﬂ\\j—‘_ - % B | -

& VST2=T B S

Atrisk ¥ 0 | 2 y 1 f 8 9 10 1 b }
FEIHARE 336 a2 20 2 a2 201 169 137 120 74 50 A M1
VP22 DRE 166 148 109 s 80 57 1 4 27 15 ) | 2 |

X2 PFS @ Kaplan-Meier i (IMbravel50 3882 (ITT £:H)

HARNBEEMICKIT S 0S Ol [95%(5 #8 X [ ] 13XAKOF I REC oS fioRszE [
EARGE], VYT 72 =T7HET 149 HEEARE] WA NP — R [95%E/XMH] : 1.71
[0.50,5.84] Th o7z (K3), £7=. BARNBEZEMIZIIT S PFS O Rl [95%EHH
X EAAIGHARE T iRz (6.4, HERBEIVH .Y 77 = =TT 7.74.2,12.7]
A =R [95%EFE XM ] : 0.85 [0.39,1.86] Tho7z (K4),

1.0 {+—
\—-\777:7—7%3

FEIGAE

0.8

0.6

EFEE

0.4

0.2

0
FERET I 508 ()
0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17

Atrisk 3
AEIFFEEEE 35 35 35 3 33 30 30 29 26 2 17 9 8 5 3 1 1
VIJxZ 8 26 23 22 2 22 20 20 20 18 14 11 7 5 4 1

3 BAANEMIZEITS 0OS @ Kaplan-Meier Bt (IMbravel50 35%) (ITT £H)

1.0 {+—+—

08 ( RA A

: 0.6 ]L
N o >
= | B 5
£ VITRmT B l
02
0
Atsisk$l L2 i 6 7 s 2 1
FHRIHER o 5 29 29 28 2 22 7 15
VIFe= T8 o 21 20 16 1

4 BAEANEHIZEIT S PFS @ Kaplan-Meier fi#R (IMbravel50 38%) (ITT £H)



(224 14]

[E B[R SR IAERSR  (IMbrave 1 507805%)

B EFGITAAIO IR 323/329 5] (98.2%) . ¥ 7 7 = =7 Jf 154/156 {5 (98.7%) IZ
R B, BB (AAIGFARE CIIAR TSNV X~T | VT T2 =THETIEY 77
==7) & ORRFEBPEETE RWAFRERIIAFIONEE 276/329 1] (83.9%), ¥ 7
7 = =7 147/156 5l (94.2%) (ZRRD HAVTo, FEBLHED 5%LL EDOARA] & ORFEIRN
BETERVHEEHRZIIR1DOLEBY Th-o T,

#£1 EHABYRS%ULOEFIE ORBEBER/EGETERVAEEES
(IMbravel50 3RER) (REVEMRNT I RER)

IRERIRSYEE (SOC: System Organ Class) AAIGFHEE (329 1)
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) B (%) B (%) B% (%)
AH E OREBFENGE TERNWEHERR 252 (76.6) 90 (27.4) 4(1.2)
FR AR A 107 (32.5) 41 (12.5) 0
AST #0 45 (13.7) 14 (4.3) 0
ALT $0 34 (10.3) 7(2.1) 0
fm ey L e 8 27(8.2) 2(0.6) 0
/R 23 (7.0) 7(2.1) 0
—i% - RHEER L OB SEALOREE 91 (27.7) 6 (1.8) 0
I 57 49 (14.9) 5(1.5) 0
FEEN 27(8.2) 1(0.3) 0
HlEE 83 (25.2) 12 (3.6) 1(0.3)
T 34 (10.3) 1(0.3) 0
LD 19 (5.8) 0 0
BTGB KOV TR RRbE & 82 (24.9) 2 (0.6) 0
% 9 FENE 43 (13.1) 0 0
W5 29 (8.8) 0 0
Rtk KOs E 58 (17.6) 6(1.8) 0
BARIBOE 29 (8.8) 1(0.3) 0
o ibE 35 (10.6) 1(0.3) 0
FERIREERE AR TE 25(7.6) 0 0
55, R L OWEADHE 33 (10.0) 7(2.1) 0
HEAIZLE S RS 32(9.7) 6(1.8) 0
B LR RS 33 (10.0) 6(1.8) 0
Gl 27(8.2) 4(1.2) 0
i 21 (6.4) 8 (2.4) 0
& I 17(5.2) 7(2.1) 0

B AAIDFABRC I W CRBEMEMIZ SR 3 61 (0.9%) . FFHERERETE 87 # (26.4%) . K%
K HEOTH S H (1.5%) . R TH] (2.1%) . HARIREERERE 39 61 (11.9%) . FIEHRE
FEE 1B (0.3%) ., THEEABRERE 1 6] (0.3%), #fEE (¥F7 2 - NL—EERSEE S
7e) 1 % (0.3%). infusion reaction 32 %] (9.7%). BHHERERESE (JRAAEHVEMERRKE) 2 H#i
(0.6%) . BEEORERES 2 #] (0.6%). HEiEEm 14 (0.3%), 4FFERED - FEE:AT
FRERIBAME 21 61 (6.4%) K OVEYIE 20 B (6.1%) A8 Haviz, £z, 1 BUFERM, &=
FERRIERE, 2% - BRI . Ahoe - AREUTIRMRIE ., (O R, MERE RAEMGERE, oM MK
B PEEREER 338 B L o 1o, AR EFRIEBURDUIBIEFESR (RRREMERE 2 5T)


















@ IMbravel50 RERIZ#G-BI4A0 5 54 1 £ CTiE 6 WG, ZH LT 9 W EFE T
HRIMEDOFHMZIT > T\ Z & 22 F1C, AAERGHIXEMICEERAE TR D
ERZ1TH 2 &)
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	関係団体への通知
	アテゾリズマブ （遺伝子組換え）製剤の最適使用推進ガイドライン（非小細胞肺癌、小細胞肺癌、乳癌及び肝細胞癌）の一部改正について
	参考1_最適使用推進ガイドライン アテゾリズマブ（遺伝子組換え）～ 非小細胞肺癌～ 
	参考2_最適使用推進ガイドラン アテゾリズマブ（遺伝子組換え）～小細胞肺癌～
	参考3_最適使用推進ガイドライン アテゾリズマブ（遺伝子組換え）～乳癌～
	参考4_最適使用推進ガイドライン アテゾリズマブ（遺伝子組換え）～肝細胞癌～



