THRTOEFELESADLEDHIC

ARERHT, PINYERLEBEIN T 51 7> A fFEL TSI I - RIN> - 3-03240 12 A 12 B N-EILF) IRERU
CHUGAI IV ZAV-2O—EREFIER - #REEL. SEERELTRMIZEDTY . ERSENREBOLD. RIRPRBERINME
FENBEICTBRLLE.
Ova H—7 JF3Z(&. https://www.roche.com/media/releases/med-cor-2019-12-12. htm& ZEEEW,

2019 12H 19H
& fiI

N—=1HEN-CTFOEERSICLDEER FEEH.
HER2 LA AICE VW TEIOFHEREN X T2 MR DIES 2 RS

BEIEAEDEER T/ERAIED TSN, FHEROEEFRHE LU TR Sk E e aiE

56 III 4HBRIRAERD FeDeriCa B4 T, BIEEAEDECE K TIERASFHNERFILLLEUIRY
BRE(CHIBIFSIEN RSN, BB LU ZEEFFHERFILRF

SUERAHE(L . RERMERRESIVMINERRTZESOZEORBEB/IHRETE

03243 12 B 12 B, BREERO/->14® (RILWAIT) EN\-tTF>® (FSIAYIIT) O
BElEASCLARAR TERFICONT, 5 111 4BEEARRER FeDeriCa stEROFT AR EERRLEL
fz. FIEERT(E. EIEREBOE AR T ERFICERT L ERELOMHAICLD. ERERFCLZ/(-14(C
MIBMIRE CEMENEE) DIELHENREIN, BRERFCLZ/\—TF> . K-S 1IB8LMEFE%
(T 3EMESLUE DM ERZETUR Y,

EEBEORAS FERAORSIL, MEH S 9, 2 BELIEEN S DEBLET, TNIHIL,
R=S19E)\~ T FORSERAVEHTZHE . MEH 150 23, 2 EIELE(E 60~150 HEEL
x5 239,

FeDeriCa :RB&(IFEHMAIEB TEMKL. BEEAZOESKE T EEAEE. N-S1I0FHTEE|ZFR
EORIPETIRSURRON - 1INRRMFEE  (Crough) ([CHUIESMERUEUZ, EEFHMIES
T3 geometric mean ratio (GMR : FEY)ENREZFTAMN I ABRICERENZFEIIBEDLEER) (£ 1.22

(90%CI: 1.14~1.31) T#&HH. GMR M 90%CI OFIR 1.14 (F. FBRICHRESNIFELS Y-S T
53 0.80 ZEBX TLFEUI. BIRFHMIAIER T&H3/\—tTF>D Crrough [CDWVWT(E BIERAEDESK T
ERFUSSEOMIPRE . \—tTF o 0OsEFREIESEHITUIES HRERLELZ [GMR=1.33

(90%CI: 1.24~1.43) . 90%CI DR 1.24 (FFEHMEX—-T 2 T3 0.80 Z E[Eof] . 2%
BEBTISLLEERU T, AUIRSBIRTEREEIAN N -1\ -t TF D (TRBEINTWR L & TESD
I3, FELSHEOFHAEBRNBVSNEUR. S50, BIREHEIER ThaREFNTEE (pCR) D
HEEMEETAEZTH). BEAENRAER T FRFIIKSETE 59.7%. 8HF0/N->15E
N—CTFAZSEFT(E 59.5%T. Z0E(E 0.15% (95%CI : -8.67~8.97) TULR YV,

Bl AE0E AR MR LEREOHABKFOZE2HTOIr IV, BHEON -1\ - TF>
BIMEFEEOHAREBEZETHD, FBREMEOS T HILEERHENT | LEMCRIKDHDZEEHD
FHATUL, MERERE—MNAEEERE. BE. B, THAL, Bmclr Y,

hHRIEERRNERT EHIRE T103-8324 RREbhREAAGER 2-1-1
AF 4 FPUL—v3avATI—F TEL:(03)3273-0881 Email : pr@chugai-pharm.co.jp
AURAF— - U—avZAFI—7  TEL:(03)3273-0554 Email : ir @chugai-pharm.co.jp


https://www.roche.com/media/releases/med-cor-2019-12-12.htm

FeDeriCa i#BRICOWT >
FeDeriCa iB&(d. 500 %0 HER2 [F4FHAZFLNAZBESACB VT, MIBTE LM EYIEEALL T

{EEEERLHBUN-2198\— T F O NEERECLZIE AR T ERFIK SO ENRE. Bk

BLUZ2Mz, EEEECHBURN -1\ TF O OEE TR LEBAR ST UL, ZhEsRA—T> 3

NIV IME 2 BELEEROEFRIEFEIEE 111 ABERAREHER T . ASBROEEFHAIER (&, RIEIRSIFD/N

—STADRARMFVEE (Crough) TF . BIRGHAEIER 3 Z M. RIERSIFO/\-tTF>ORIKMT

BE (Crough) . FEH FHliZEMELIAEMICIRBEEMMREENRVWRIBFN T2 ETY,

LEANPRICEESHINLR G, ERCIDFREEINTVET,

!

1. Tan A, et al. Subcutaneous administration of the fixed-dose combination of
trastuzumab and pertuzumab in combination with chemotherapy in HER2-positive
early breast cancer: primary analysis of the phase III, multicenter, randomized,
open-label, two-arm FeDeriCa study. Presented at SABCS, 2019 Dec 10-14; San
Antonio, Texas. Abstract #PD4-07

2. European Medicines Agency. Summary of Product Characteristics for Herceptin.
[Internet; cited November 2019]. Available from:
http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-
_Product_Information/human/000278/WC500074922.pdf (2019 £ 12 B#E:R

3. European Medicines Agency. Summary of Product Characteristics for Perjeta.
[Internet; cited November 2019]. Available from:
https://www.ema.europa.eu/en/documents/product-information/perjeta-epar-
product-information_en.pdf (2019 £ 12 B2

4. US Food and Drug Administration. Prescribing Information for Herceptin. [Internet;
cited November 2019]. Available from:
https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/103792s5250Ibl.pdf

(2019 £ 12 B#:R)

5. Clinical trials.gov. A Study to Evaluate the Pharmacokinetics, Efficacy, and Safety of
Subcutaneous Administration of the Fixed-Dose Combination of Pertuzumab and
Trastuzumab in Combination With Chemotherapy in Participants With HER2-Positive
Early Breast Cancer. [Internet; cited November 2019]. Available from:
https://clinicaltrials.gov/ct2/show/NCT03493854 (2019 £ 12 B2

BE

2/2


http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Product_Information/human/000278/WC500074922.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Product_Information/human/000278/WC500074922.pdf
https://www.ema.europa.eu/en/documents/product-information/perjeta-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/perjeta-epar-product-information_en.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/103792s5250lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/103792s5250lbl.pdf
https://clinicaltrials.gov/ct2/show/NCT03493854

