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Carboplatin 10 mg/ml Intravenous Infusion
(Hospira UK Ltd)
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Carboplatin-ratiopharm® 10 mg/mL
(ratiopharma GmbH)
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(mL/min)
41 ~ 60 mL/min 250 mg/m?
20 ~ 40 mL/mim 200 mg/m?
20 mL/mim i JH & & HELE 5
HIiE. 7—
H IR A5y

MEZRET DO E (BHEEAN2OHZ 3
b, HAULZIRED D VXS FIDE AL IR E
FSIANG I
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e Calvert ® R i, SRERAKEHFE (GFR :
mL/min) & i R EE AR T A (AUC ¢
mg/mL-min) AW THHET 3, :

& (mg) = AUC x (GFR + 25)

(Calvert ® 3, Tl #5872 mg/m® BN T
< mg AL THEBIND,)

SRERIRIEIEFE (GFR) ZRET 2 72 OFEHER
IRVEE. BT MERAL G D 51-Cr THERR L 72
EDTA ® 27 U7 T v ZADOHEIC L 5, EEICIE,
WHERIIZ LT F=2-27 U7 7% (Cly) I
LR E. Cly BIEGFR, MR, g 2
LT F =2 (Py) DHEMT 5 Jeliffe o T F
EBIZX-oTHER S NS

GFR(% 1) =CL, = 98-16 (4 - 20) / 20
Pcr (mg/100 mL)

GFR(%ZPE) = 0.9 xGFR(H 1)
HIZ AUC IX, BITRIED HIVIZZ ORITER & |
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4~6mg/mL-min | WART T F | BiREEZZ T
A 5 CRE

4~6mg/mL-min | AVRTZF v | FilEEEZ T
OF A # 5 TWARWEE

% : AUC A H W T, BRI A 21T Tz
BEICBTSY 7R 7 7 2 NFAR, £/
AR O A EIZ )0 b3 = bR > FOFA K
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e Egorin ®F TlE., mg/m? BEAL T 5 &3
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{EFELEDORIEE 22 TR WERE
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=0.091 x [CL. (mL/min) / {& % @ & (m%)] x
(iR - RS i MR EOR A < 100

i/ MR
HAME L 0 BRI, BN R AR E &
50,000/mm?® & 9%, EIXREBE (R vs E )
WIRC TR ZRAES+ 22 &,
LZEFRIE DRI &2 2 T 7o /B
£ (mg/m?)
= 0.091 x [CLe (mL/min) / {4 % i & (m?)] x
(if/ VB - B i VRO ARARD) <100 — 17

s ML
BAME PR s - EBICE., B AR AR R E &
50,000/mm® & 4%, TR EEE (R vs &)
WKWIRCTIhEZ R+ 22 &,
NG
BUROIM A TIX, BIVRT T F o O/NRITHT
LEGITHERE TE R,
®E&%
G REE BRI & G
HIVRT T F 10 mg/mL KA. 5% Ko
PEH IR LT, 0.5 mg/mL OEE £ THA]R L
TERGTDHLZENTED, IVRTTF a2
HLUE®%, 5 %7 FUBK O+ vy a7 v
~EHELE T D

+ 86

+ 86
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CARBOPLATIN INJECTION 10 mg/mL
(Hospira Healthcare Corporation)

HE « 2R

(FLFE DI 72 L)

Carboplatin InjectioniX, Rz I8 BLHE O ZF
—IRIGH . M ORI THEZD D5 —Rin
ST D,

ik - &

N &

TRRIED 72 VB S RE N IE W 7o BE 1ZIX, AT
75 F > 400 mg/m? % 15~ 6043 7> THEIRA
WENHIE SN D, HARTTF o ORIEIO
a— ABABENBKRET HE T, HEEHEVIRL
TR B 220N, W EOFREME D & 5 IaH X4
HIREORB R EERE O H 5 EBHEITHN

TIE, PIAl&E 52D 20~25% O I8 & A fE1E <
N5, misDBE T, PIEEOZDOROEL
BEBETOREBIZL U THENLEIZ/RD Z

Ebdhb,

HIlE = — 2 ik, Bl miEEAIRE LTS 2 &
WWEOVRIREZERETLIZEICED, IALRT
FF L OEGRERLOREGR 7Y 2 — )L & R

THZEEHELRET S,

BHRERRE DO H H BB O E

BEIANC MR R A R VB RE 2 Bls T2 2 &
JVTF= 70T T RCESDE, 5 EEE
T D Z LR HER SN D,

ITF=VINTTVA TINVKRT T F K5 E

> 40 mL/min. 400 mg/m?

20 - 39 mL/min. 250 mg/m?
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0 - 19 mL/min. 150 mg/m?
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D, NRITKT D HESE ] B3 STV
A

e
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CARBOPLATIN INJECTION
(Pfizer Australia Pty Ltd)

UNERRIE S

(AL D72 L)
HEAT ) b Rz M R B

it - &

TRIRIE D 72 VB RE N IEH 7 B 1T, AT
75 F > 400 mg/m® % 15~ 6045 /> F TERIRA
BEPHER SN D,

507 Ko BHRIZIEFI L C, 0.1mg/mL X v K>
JREFE THNL THRBHIET 22 LN TE D,
ARAFEIRF L oRIE, FIEA A S E R, A
W e fE R 2 D T2 IS, HRUTE S O
ELATICATV, B0 G3 5 2 st s
o AHEEIRIL, 24RFMILINICHER T 2 &, 4
HERRBT2ECT, HHEEZHVRL T RDL R
1

H

O

o

-

B REPNE O & D BTEE TFR O XD 7e, Ak
HFDH5EFIZBNTIE, PIEHRGEEND
20~25% D E N HELE S N D,

78 MR R 2 T VIR IR A2 R 325 =
L2, INVARTTF o OREEROERE A
YV a—NVERGT LI EEHRET D,

R RE R
ANRTTF IR L » THEH S, B
RS D b, SHENZMEMREMZ =X
Vs L, BERERETH L,

VT F=r 70T T URCEKSE, B5EE
PET D ENHER SN D,

INTF=/IVTTV A VIR T T F o5&

> 40 mL/min. 400 mg/m?
20 - 39 mL/min. 250 mg/m?
0 - 19 mL/min. 150 mg/m?
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. At
f;‘;f@ CORE  PE  RmE RE T
FOE R | (RRCKSE 6 722 [E T O EEERYfE H N )
%&ﬁ: K45 [ T OB A A (N RSB 2 ETIC TR
ﬁ KE | A RTA NCCN Guidelines Version 3.2013°’
PN 72U N s Ak Vg Invasive Breast Cancer
T WHE - R | BRE T EBILE
;\:Lnjﬁb - k(ifflij}ﬁﬁé'
%2%@15%:@ ?i%iéﬁ?%
gggf?%% Ak - Fﬁ% - Carboplatin HiF|# 5 ©)
(X7213ME - | carboplatin AUC6 ivd.l 21-28 H 4
MEIZEED & ;
7% 20k 8 ) - Gemcitabine+Carboplatin f %% ™)
Gemcitabine 1000mg/nmi d.1,8
Carboplatin AUC2 ivd.1,8 21 H &
A RZ A4 | 6) J.Clin.Oncol.29(15_Suppl):Abstract 1025, 2011
DR YL F Isakoff,SJ, PE Goss, et al. TBCR009; A multicenter
phase Il study of cisplatin or carboplatin for
metastatic triple-negative breast cancer and
evaluation of p63/p73 as a biomarker of response.
7) J.Clin.Oncol.29(15_Suppl):Abstract 1007, 2011
O’Shaughnessy J, Schwartzberg LS, Danso MA et
al. A randomized phase 111 study of
iniparib(BSI-201) in combination with
gemcitabine/carboplatin(G/C) in metastatic
triple-negative breast cancer(TNBC).
fifi #
WE | A RNTA ESMO clinical practice guidelines for diagnosis,
4 treatment and follow—up. Ann Oncol 2012; 23 Suppl
7:vii11-19%’
Locally recurrent or metastatic breast cancer
whie - R P TINRAT 4 THRE RVE SRR

(L7213 5h%E -
AR IZBHED H

72> HER2 &) (Z%f4 B iR o —&
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FoEl e L

A RKTA
D IR PG S

FoElZe L

1 %

gL

A RTA
g

Je[E & AT

Zhag - Zh R
(F£7-13%08E -
2h B B 0 B
2 GOk A7)
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(£ 13 -
HAEIZEED H
2 R )

HA RTA v
D FR#L G S

e

{INEs]

A K74
g

JE &R T

EE - AR
(E 713508 -
RICBIE O b
% wCHL B FIT)

Hik - H&
(F7HI1THE -
AEICBEED H
% RC# B AT

A RNTA v
DR L7

1 4

nE

A RZ7A
g

R

ZhAE - Zh R
(£ 7213 %0%6E -
EICBEE D H
% ek )

Mt - H&E
(E7-13%0%E -
EIT B E D &
% FC ik AT

A RTA
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ZhAE - Zh
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Zh R EAE O B
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(E-13HE -
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3. BEENRFITIRDENADLNTE T « REZEIZOWT
(1) EEA LI, K ENERBRE TR D AFELEE L COMERN

< XHEROFRITHE (RO BRI ISE) | BRR R, TR » iliEF o E H
H DAL 2 >
1) Lk Ik
[F— 4 _R—2] EHzET — % <X — % (1983-2013.11.1.) . Ovid
MEDLINE(R) In-Process & Other Non-Indexed Citations and Ovid
MEDLINE(R) <1996 to Present> (2013 4= 11 A 5 H /5% F i)
[ =]
H AGE: ("erbB-2 Receptor"/TH or HER2/AL or + U 7' /L/AL or triple/AL)
and (f2M:/AL or negative/AL or 4 7 « 7 /AL) and (FLEIEE/TH or .
JE/AL or F.72% AJAL) and (Carboplatin/AL or CBDCA/AL or W /LR ~T Z
F > IAL or JMS8/AL or JM-8/AL or "jm 8"/AL) and CK=t k
H3E : 1:(carboplatin$ or cbdca or jm8 or jm-8).mp. or 41575-94-4.rn.
(10090)
2 :(HER2 adj4 negative$).mp. (1439)
3 :(triple adj4 negative$).mp. (2424)
4 ‘breast cancer.mp. or exp Breast Neoplasms/ (165896)
5:1 and (2 or 3) and 4 (47)
6 :5 not HER2-positive$.mp. (36)
7 :limit 6 to (english language and humans and yr="2003 - 2014") (25)
ErES TS|
Appendix 1 Z
[ SCHik - Al DR B ]
R RO | HAELLEGABR O AR A IR Lz, £/, %RkT5 1(2)
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Peer-reviewed Journal O#&E | (251 H Z LTV 25 HEVEZ (b b G BR lokE
CWMNTA RT A OB CHER E & HIZiiaT 5,

<YM BT D BRI S >

1) Arandomized phase III study of iniparib(BSI-201) in combination with
gemcitabine/carboplatin(G/C) in  metastatic  triple-negative  breast
cancer(TNBC). J.Clin.Oncol.29(15 Suppl):Abstract 1007, 2011.”" [NCCN
Guidelines Version 3.2013 75| SCHk#E = 28]

s BRIRRBR 2 A 7 EAESAL, F—T T UL T FRBR, LA F e+
ARIEJFHGORE L Ay 7 B+ R + 14 =30 7(GCD#EE % L,

s REG HERBE N AT T 0 TR BRRIRITERBE N AR T T 47
FLEE L L COLFIRIEIZ 2 LY A VU, 18 A b, &k 519 SEH,

< JEIEYE  GC BElX. L3 % B2 1000mg/m2, iv+ A% AUC=2, iv dayl,8.
b ) E TR B ETT R IC1T GCT ~D 7 1 24— "—T1], GCI #ix., ¥ L%
By 1000mg/m2, iv+ A#K AUC=2, iv dayl,8+ 1 = XU 7 5.6mg/kg, iv
day1,4,8,11 % 21 H &,

- AEVEREAMG - EEEEMmEE H L. A (0S) L EFEEALFE (PFS) .
RIREEMIE H 1%, =R &2k, W 111 TH Y 41, OS FRfEIX, GC
B, GCIREZNZ4 11.1 » H/11.8 » A (p=0.284) . PFS HJfEiL. GC #t.
GCI Rtz Zh 4.1 » A/5.1 » H (p=0.027)

VR BL A EESL (graded/d OHEE) 1L, GCREL GCIHEENT
oo P ERIAIE 53%/61%. &l 22%/18%. I/ IE 24%/28%. M I
BRI E 15%/16%.,

- GC UFHEIBIC T 54 =" 7 ERHIX, FEFMEE ZEK L 20> 7,

2 ) TBCRC009: A multicenter phase II study of cisplatin or carboplatin for
metastatic triple-negative breast cancer and evaluation of p63/p73 as a
biomarker of response. J.Clin.Oncol.29(15 Suppl):Abstract 1025, 2011.°%’
[NCCN Guidelines Version 3.2013 5| ik = 11]

- EERRER 2 A 7 e L AHRER, X7 7 F 8 L IIARIERA 5
R G ERBME N AT T 4 T, BRRIRITER AR E LT T T

FTEEGERNL LY A LN, Bk 86 IEH,

BRI D VAT T T Thmg/m2 b L IEAZEK AUC=6 O EIFEER, 21
Hfg (194 271 %1328 HE TOIEEW),

- AMEREA - FEFHMIEH (%, 2205 (RR) &3\ A A4 ~— U —p63/p73 FH
(qRT-PCR IZ L 5 &E%TH), RRIEL. 30.2% (CR4 ffil. PR22 #),
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< AR : 51 #1IZ graded/4 DA EFRFHEEL, Grade 4 1., P ERAE
1%, &ILE 1%, graded X, J&57 8 ], AFHEREDE 6 i, &1 5 #]. 1K
F U v A LSE 4 4,

3) TBCRC 001: randomized phase II study of cetuximab in combination

with carboplatin in stage IV triple-negative breast cancer. Journal of
Clinical Oncology. 30(21):2615-23, 2012’

- BRIRERBR 2 A 7 SR AR AL T FERRER, &Y & o~ 7 B E 0 R B
TR EY v~ T+ AREIHAE~D 7 0 A4 —"— (arml) LBV F ¥
~ 7+ ARHEOEHEE (arm2) & LG,

X% N TR T o TEBHE . B EFRE (adjuvant b L < (XEEBME
FLEIBE) X3 LI A ETHE., B LEBMEAREIEE S LT EGFR R
b LIXT 7 FFREUEEBEEHOR GRS TR &,

< B arml,2 L HIT, BY X~ T WA 400mg/m2, iv, 2 [A1H LRI
250mg/m2 i@ 1 [a], A% AUC=2,iv dayl,8,15 % 28 H f#, G-CSF 0 #& 5 7],
- BRI FEFME B L. B (RR), TOMOFHMEE & LTI
BETECOMM (TTP), &4 FHMME (08). MM, JEFIEEREIX. Simon
optimal two-stage design (25 &, arml [T K 41 FEH], arm2 (FHK K 52
JEBI, RR 1%, arml O&Y ¥~ 7 BHAEGREIL 6%(2/31), HEBHETHOAR
L OO FHRFIE 16%(4/25), arm?2 1% 17%(12/71), TTP %, arml TO &Y ¥
VT HMANT 1.4 » A, BY U~ THMBEIEORBEITRICEY ST
+FARIEOEHFNL 2.6 » A, arm2 1% 2.1 » A, OS FRflEiX arml (X 7.5 » H .
arm2 |% 10.4 » H,

- M - Grade3/4 OHFEFGIL, Y XU~ T HME HGREFO=31D%,
e 11 (B%). FRIEREWR 2 1 (6%). &Y ¥~ 7 + RIEOFH 5 H(=96) 1%,
W7 4 H4%), FRERER 7 4 (7%), 4P ERUDIE 7 #:(7%), O 4 £:(4%),
WSS 3 (%), Al 1 1(1%),

4 ) Paclitaxel and epirubicin versus paclitaxel and carboplatin as first-line
chemotherapy in patients with advanced breast cancer: a phase III study
conducted by the Hellenic Cooperative Oncology Group. Annals of Oncology
15: 1517-1526, 2004 *’

ERRRBR & A 7 RRE SR 2B & TV D EEAE AL TIT A He i i B [Ga
o5 AR 74]l, N7 UV X FEL->2ELE T (Group A PE) & X7
U %Xt /L—AK3H (Group B : PCb) % bk,

- xfg AT, 18 Ll B, BEIRE & L CTINRILPEIED K T L 12 22 H U
ERREB L TOWOHHEFTHDL Z &,
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- B Group AlX, X7 U X ¥ &/ 175 mg/m2, 3hr div>TE/LE T
80 mg/m2 % 3 MM 6 %1 7/, Group B %, /X7 U ¥ %+t /L 175 mg/m2,
3hr div—>A# AUC=6 %= 3 #H[#HE 6 Y1 7 LHElT,
- A ROPER A ¢ FEFHMIE B XA, BIREEMEE BT, B BRI
W (time to treatment failure : TTF). #E K72 %M, Group A & Group B
DBRGIEFEILE N Z N 163/164 ], EFHFEITZENEN 22.4/27.8 » H
(p=0.25). BHRITZN TN 47/41% (p=0.32). TTF TRz <Lh
8.1/10.8 » A (p=0.04)
- ZEMEREM : Group A. Group BZhvFhnAd7a< &t graded/4 DEIVEH N
FHLLUTZIEFNIZ N ZE 0 39 6l (24%) 146 5] (29%) Tholz, TOWNEIL,
21 3/5/4.0%., HIMERGEA 7/9.83%., AF FERHA 11.2/12%., /Mg 1/4.5%
(p=0.04) . HE.L - W& 1.2/1.0%, RKIEMRESE 2.5/2.5%., @HEUER IS 0/1%.
JEYe 6/6%., FEEMELF R ERIBADE 9/8 5, Group B @ 1 YA 7 A& IZRIMSE T
DIETH] 16, fEERES A X2 b TDO ARED Group A/B ZihZ 1 1/2 i,
s RERIEB O 5 B, HER2 etk (HER2:0-1) %X, Group A & Group B \Wi'h
H 64% ThH-o7-, HER2 BEFAETCOEGFMITIZIFEI LTV T2M3,
HER2 & %% Bl (HER2:2-3) JEMIOEFHIR X, HER2 F2MIE K O 4 77 3 ]
CHEEET RN T,

5) A randomized phase III study comparing three anthracycline-free
taxane-based regimens, as first line chemotherapy, in metastatic breast

cancer. A Hellenic Cooperative Oncology Group study. Breast Cancer Res
Treat (2009) 115:87-99" "’

CERIRRRBR & A 7 RRE TR 2SI ST D MR A AL TIT A e i8R G

XOSIHCHEE 75], N7 U 2 X ALK (PCh) LAV > REXF

/1 (GDoc). weekly /X7 U Z %+, (Pw) O 3 /% Lk,

xR EBMERE. 18 UL B, BEVRIR & L TINER L FRENK T L 12 v A

UL E#RIE L CWADAIHREFITHL L Z L,

< VR PCb BEIX., 237 U X3+ 175 mg/m2, 3hr div—> A% AUC=6 % 3
WM 6 1 7 vhiafr, GDoc BElL., 7 A% B2 1000mg/m2, 30min div,
dayl,8— Kt % ¥ &/ 75mg/m2, 1hr div, day8 % 3 W[ 6 Y1 7 L HE1T,
Pw BEi1x, X7 U X X&) 80mg/m2, 1hr LA E div # % 12 B EIT, W
oS HER2 W@FIFHBUEF CTlX, (bFEEK TR N7 AV X<T HH
4mg/kg, 2 [A1H PAKE 2mg/kg O fiild # 5-Hif7, 2003 7 Al 7 AY X< 7
BHICET 57 e b aa%El L, HER2 R 38 BUEF| TI3fb L4 &
EBITEGAREE LT,

- AN - BRI B X AEAEEIE . BIREEGEE B X, BT E ToH]
] (time to disease progression : TTP). Z&h=K, St E K23, QOL,
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ITT TOAREORFIERFEIL. PCb #/GDoc F/Pw FEZ N 4L, 136 #i/144

$1/136 i, AP RMEITZENE 29.9/26.9/41 » A (p=0.037), TTP *+

RAEIXZ 24 11.5/10.4/11.4 » A (p=0.57), ZRNEIXE L 38/46/49%
(p=0.20),

- BEMFHN : Grade3/4 D2 DO EMEIX 3 BEOH T, GDoc #f D If H ERE A
(p<0.001). ff/MkJE4 (p=0.001), &l (p=0.04), HMEKHED (p=0.04)
DIRBNEFIZE D> 72, PCb BE/Pw B T ORI EE ORBIIABICEH
o7z (p=0.02), K72k & BLE X GDoc # (p=0.02) . PCb &% (p<0.001)
THBIZE Do T2, FEEWE M BRI JiE 1 PCb #E/GDoc B:/Pw B2 41 41 3/3/2

Bl CTH -T2, QOL ZEAICEI L Tk 3 BEMICHEZEII o T,

- JISIEBI D H B, HER2 fEtEiX. PCb #/GDoc B:/Pw Bt Z 1021 57/56/60%
Toh-7-, HER2 & RIFE B A M T A F PN 2 @RI A5 R 1%, Pw #E
N PCb #f., GDoc BHEWTHNIZH L TCHHARICEHTH -7,

< HARIZB T D AR RS >

1) HER2 @ IR EL D 22 W FL 12 %3 2 AL 7R L2 B 1 % Carboplatin @
HHMEOKRT. BALBEFESRES T v/ T A4S 2119], page.218 abstract
08-3-07-05 (2013.6) ' ?’ [ICH-GCP #~F 0> [ fifi 3= 3 i oK i Bk ]

- KRR X A 7 SRS 11 MRk, X7 U X% ®/L—-CEF (v
JOARATZ7 7 I R+ BNV E YU +5- T dn T o) EEERZ ) X%

IVARIE (AR T T F ) -CEF % bk,

- %f5: : HER2 @RI B O 70 WL, FLIREE I CHER 2.1em 2L EH L < IX

MR U o _EE BB O BRIRAS B ITI~TITIA, 4 18~70 ik, &k 181 1,

- JRIEYE X7 U Z ¥ &L 80mg/m2 # 1 [FIX12 [A—-CEF (V7 rAk A7 7
I F500mg/m2+ = E/LE T 100mg/m2+5-7 /L4 1 7 7 2 /L 500mg/m2)
X4 a—2A2 (PRE) &7 1) XX+ 80mg/m2 # 1 [0 X12 [0+ A% (H1
RNTZ7F ) (AUC=5) 34 X4 F—CEFX4 2—2 (CP#%),

- APEREAN - EEFHIE E YT, WELEEAE (pCR) ., pCR FIiX, CP ##
(n=88) 31.8%. P #t (n=91) 17.6% (p=0.0166) & LK T F &G

CP HENAEICENT,

« ZEMEFENT - Grade3 UL LD EREA X, CPRED/NT U & B VARG

BEHIZ 58.0%. PREDO AT U XX AIRETIZ 9.9%, /X7 U ¥ X /LIAREKE

D 3B I T ERIBD 2.8%. grade3 DLk oo & /i /NI S L E L

15.9/1.1%,

* OEEEHMIEE . L MEiEAn ORISR EEIL, BER AT A F (Appendix 2) LV

AL,

KICH-GCP LD EFRABRICHOWTIX, ZOFRWT D &,
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(2) Peer-reviewed journal O#RFH, A % « 7 F U T 2EOHREIRD

1) Platinum-based compounds for the treatment of metastatic breast
cancer. [Review] Chemotherapy. 57(6):468-87, 2011 %’

7T FF RGBSR X AR, BEALEICB VW TAL RS TY
%o BEIRE COMENEGE LN o THER ZxGIc L TH, 77 FF RUUEME
JEEAIEAE LT, 1 REEL LTEWVWRDIERELN TS (REHEFTO
RN 20-35% G CHF OB AT 12-14]), VAT T F U IRE L X X R b1
FMEEEA & OPFHICE D 1 WIEE, 2WIFEVNVTRICBLWTHLEWHIR L&
EMENRR LN TS (BRRIT 54-62%., LML P EkEA . A f kD
TholzERXF o5 A 71-77]), v/ v s toffHicsnTh T
VATH AT Y RHUEMIEEA, X S 2 R PUEMIEE A O BEIRE A B W
TOMPL BIHRERENS D, 77T T RIUEMEEBA &= FAR Y ROX 7
LAY REEIEEOJFHICB W TIXb TN RIEER A o5, = kAT KT
FEwEELROND (REL T MRS FOREZRIL, RIBEFNIZS L T
7-50%. BEVREBIIZ 3 L Tl 0-24% G SCH o 51 H SCHk 48-54], FCTH iR KO
BRIXREAMAER] 33 B, Th=R 27%, E/pmMid, AmEREAD . /e &
Vo T E BEIN ST A AL E AL 16/10 SEB L & A7 [Ew SCH o 51 SCHER 49], AR3E &
FhvEE O HBRER, BEE 30-53.3%, ElemibiL, AP ERED . &
i, /SR B A T BRIV E T & o T2 RS o 5 I SCER 93-97], b
UIPNIAT 4 TEBIEESRICLEARKLE F L2 OFHBEEZ., &
Zh# 32%. Grade3/4 DUFHERIA . M/ B . I A R ERJADE TH -
7=GRsCR o5 HSCHER 102]), 7o AT %A 7 U U RHUEEEREA & OO HIZE
K7 & U CHIFRIXI CE v o7, HER2 BEIEHICB WX, 7755
RYUEMEBR~D b T 2V X< 70O LR EIL, ENRE L BIFARAEAE
RN, N TPARTT 4 TEHBARICR L TU AT T F IR
EHTHREIRER E O HBEIE IR/ YR CE, SO RIFEMB I T
%o WBIIICX T2 7T FF RIUEMSEA O X, BRI E B
FHRELEOHICEENRLETH D,

2 ) Breast cancer: review of platinum-based cooperative group trials.
[Review] Journal of the National Comprehensive Cancer Network. 2 Suppl
2:52-9, 2004 ' ¥

7T F 7 RGUEMEEIE AN L IR, IR T X 0 RYUEME
BRI T FF RYUEMERESE A N T 2 Y X~ 7 OfF ] THER2:1E Tl & 81857 2.
BEDOIRIEEL LCHIRWRFT T arThd, FeEZXBIKEOHHM.
HER2[&ME$R LI (2603 2 1R L & U CL AT ILIE ORI E & L CFE4T A/
RBETH D, 77 FFTRIUEBMEBRI O L Y A NI KR 72 L la sk LRI C &S
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/_,

572 DR A REE S AL, WL OO ENEITH TH 5, ETILEICR TS
weekly Nt & &/ & RIEDOMTATHFEEIZ, pCR40% T - 7= [FaxH o5 X
k13, = D% (b & 7= : Oncology 2005:69:117-121],)

(3) #REF~OFEER R E L TORERN

<WPAMZ BT D BB EE >
1) DeVita, Lawrence, and Rosenberg’ s Cancer Principles & Practice of
Oncology 9th edition, 2011: pp.1401-1446, Table 106.25) '°’

AT IO T AL E LWMEFREEDO —EROP T, KEOHAEE, £7-
B R PUEMERG A N VA 2R PUE RS OGP AR E S, BlE LT
N7V EXELROREFH., FEZXELEOAREFHDO LD X BB &
NTW5H,

<HRIZBIT DB E
1)%%?@%%3%T:Hﬁ@mz$ F A i R 5 2 2 ) 1 ¢
FoELZe L

(4) F2 I3k %%ﬁ4h74/~@£ﬁﬁﬁ

<A Téﬁ% N7 A%

1) NCCN Guidelines Version 3.2013°’ : k[E National Comprehensive
Cancer Network(NCCN) 7 1 K7 1 > (B3, ERIKER I L O o &R ER ST
RECLOLVMEHT 20108 LEBKRERTA K74 )

Invasive Breast Cancer TO B F I3 I O{LFEIEL A & LT,
DLFo X ricigilicsniTns,

- Carboplatin B & 1% ©)

Carboplatin AUC6 ivd.1 21-28 H f#
- Gemcitabine+Carboplatin {f 5"

Gemcitabine 1000mg/m d.1,8

Carboplatin AUC2 ivd.1,8 21 Hfg

2 ) ESMO clinical practice guidelines for diagnosis, treatment and follow—up®’ : ¥k
Jllﬁuuﬁﬂir? A RTA v

Locally recurrent or metastatic breast cancer T» ~ U 7))V 2 W7 ¢ 733 (K /LE
VKM D HER2 [214) ([2xF79 AipE @& O —% (Tabled) OH T,
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AH % G T Regimen Nit#i ST\ 5,
- Paclitaxel/carboplatin
+ Platinum-based combinations (e.g. cisplatinum + 5-fluorouracil, carboplatin +

gemcitabine)

<HRKIZBIFAHA RT A ZE>
1) FRRRRILIC RS BB IET A R T4 o OIE%HR 2013 K. p.9-12 7

V=N T ZAF 3 20 TR TEE/2 R EMEILIE IS L CTIRai b 28 E
T BN D) O [(3) 7 %A THIOEYIEHSRIN ] BT, U L
XHTT 4 THIECK LTI T 7 FFRPUEAIZHWTZE 1T FHRBESA V< 2
T, BRCA1 ZRZATHIBICH L TEWENREZ A LEZ L ORES)
b B, B TIIEERIR E 77 F R A 2 O IR gL i L2 5
III FARERIZITON T 6T, 20V 7 X4 7128 LA FEEL O A 30
FEALLTIERANZ ERREH STV D,

(5) BEHENEITHR DA TORKFERE &K OFRMEHFEE (L5 (1) B
) 1z HoNnT

1) AT, AEEREEZIRLE L, ©EICKAREOHBERRITFEE SN T
WRWY, — 07, ARINTORRFEHAERICONWT, Z2Wike LT, mBILEA
HABTO S 1 RORKEOABEGICETIHE D, <7 U ZxtL L0
L7ZBROERIRE 2 B4 1L MG SN TEY . Moy Tb R OHE A
BTV D,

PLEXD . KFICB T, REOAREE TOMEMEERITDH D LHET D52
CIXFRELEEZ LN, EATHHSNL TV OIAEOERLE HFIEEIANTH D,

(6) Lo (1) 226 (5) ZEEAXTBEADZYPEIZHONT

<HEEZRE - IRITHONT>
1) #p (HER2 2PE3lE 25 Ts)

[ D2 Yo\ T]

KIEFR L TOEE « DRIT T TIEBEINTW D0, ik - AEOBREIZ X
V. BEIT HER2 @EIHBILE COFEMHICRESINL TS, KFBIZE T D
ICH-GCP 5T =Rl F 8RR > (13 (1) <AARICEIT D ERR
BREH> | OIEBMR,) . B OMwARBRo®ES 7 0D (13 (1) </
BT AHERRE> | OEHBMH,) BIXOHA KA 8 (12 Bk 6 nE
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f@ﬁﬁé’ﬂ%ﬁﬁﬂwﬂj DEZM,) LV, HER2 WMEIFHEL O WHRE T LT
OF HAMEIZERO s &l Lz,

<BEYHE - HEIZDWT>

1) @HE, RACEIALRTTF L LT, 1 H 1[E 300~400mg/m2 ({KF
mfg) &5 L, 2 eb 3EMKRET LS, Zhid 17 —e L, 52
DT, B, BHEILX, BREOREBICIVEERT S,

[ DRI >\ T]

AR I 2 ER EEERRBRICBW T, AT, weekly /X7 U ZF &)L
& OO TAUC 5, iv dayl, 3#E I 1HE# 5 THh - 7=, t\ﬁ%ﬁﬁmﬁi
RAA RT A DOFEHAENS, RFEHHFTITAUC 6 iv dayld 3-4H[H (T
&5\&A/&t/&®ﬁﬁfimm2Jvmﬂ3®%ﬁﬁ1@&5%L<
AUC 5, iv daylo>3‘FﬂF"ﬁ ’1@%&—@& SNTW5D, BEARHE - HEI TS
mg/m2z& 5L CThd 5 73, %%fjAucﬁﬁfwﬁ;waﬁéMTwé L
L. mm:%6<&5g% THT 572D M L 72 D GFROHUE & E /eI R H
THHELELTCare Y AREGELNTE HENRRWE, YNNI A—F 2 HE
DFRECMAERLOE L THE - HERICRE#HT D Z ki@éfﬁwkmbh
Do

< EEIRHINLE S ITFIc oW T >

1) HER2 iR IR L O 72 WHFE KT DA RT - T b aRE L LTid, 7 &
TH A7 U RUESEEAB LY 2V RUEEEEA 2 HAE5 bR T
LUAYDEREETHD T, KRS, NU T AT T ¢ THHEIX, HEY A
I NENTHRABRETH DD, 0 FIEIBEIE TORERIZILD WY T X
A7 ThdH, AABTHEITHEMEFLBHERARICEDN T, RIEIT, weekly /X7
U & Xt loffH+ CEF gk #RIEICE W T, EEMNLTFRIETH D
weekly X7 U ZX¥ /L EDOHFH+CEFBREL Y, AEICEHWRHEZANTEE
DFE (pCR E) BNE LTz, pCR B AL NTIERNIZIB W TOEFHREIL, pCR
DG BRI o T IEBIIC %AE%T%%Z”*kﬁg\K%@ﬁﬁﬁ\%ﬁ@
BRIV AHRLIY A TH D, BEMENCHEE L TREDIRI - JHEH#HY)
tﬁbhhﬁ\$%mHmm@@%%@mm Wi b2 E & U Cf 72 3k Al
ThD,

F 72, HER2 BN - BRABOBREICB W TIX, BEFOIGREELEZE L
LU AUREREIND, BIE. 7o AT A4 27U U RYUEMEEEAR L O
X RYUEMIEG A 5% 0 3 IEDOILFRIED —> & LTIk, Ay ¥
EURHELE I N TWE 2, KREKIZ S LA A L OPEAIC K Y IRIE R
ARSI, FHRLIY AL O—D2LR 0G5,
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4. FEhi T _XEAROME & £ D HIER

1) 2L

5. {5

< F Dfh >
1) 7L

6. & Lk—&

1) MENEAND AW FEIR B HI#R © 25 A D FtEE09

2 ) Harris JR, Lippman ME, Morrow M, et al: Disease of the
Breast: Prognostic and predictive markers, p675-696, 3rd ed.,
Lippincott Williams & Wilkins, 2004

3) AARIBEFEM PRI S ABZEN A R4 Q% - ik
W 2013 4EhR, p230-231, &R H k&, 2013

4) Slamon DJ, Clark GM, Wong SG, et al., Human breast cancer:
correlation of relapse and survival with amplification of the HER-2/neu
oncogene. Science. 1987 Jan 9;235(4785):177-82.

5) NCCN Guidelines Version 3.2013

6 ) Isakoff,SJ, PE Goss, et al. TBCR009; A multicenter phase II study of
cisplatin or carboplatin for metastatic triple-negative breast cancer and
evaluation of p63/p73 as a biomarker of response.
J.Clin.Oncol.29(15_Suppl):Abstract 1025, 2011

7) O’ Shaughnessy J, Schwartzberg LS, Danso MA et al. A randomized
phase III study of iniparib(BSI-201) in combination with
gemcitabine/carboplatin(G/C) in metastatic triple-negative breast
cancer(TNBC). J.Clin.Oncol.29(15_Suppl):Abstract 1007, 2011

8 ) ESMO clinical practice guidelines for diagnosis, treatment and follow -
up. Ann Oncol 2012; 23 Suppl 7:viill-19

9) Carey LA, Rugo HS, Marcom PK, et al., TBCRC 001: randomized phase
IT study of cetuximab in combination with carboplatin in stage IV
triple-negative breast cancer. dJournal of Clinical Oncology.
30(21):2615-23, 2012

1 0) Fountzilas G, Kalonofoonos HP, Dafni U, et al., Paclitaxel and
epirubicin versus paclitaxel and carboplatin as first-line chemotherapy
in patients with advanced breast cancer: a phase III study conducted by
the Hellenic Cooperative Oncology Group. Annals of Oncology 15: 1517 -
1526, 2004
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