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Afatinib versus methotrexate as second-line treatment in patients with recurrent of metastatic

<e

squamous-cell carcinoma of the head and nheck progressing on or after platihum-based
therapy( LUX-Head &Neck1): an open-label, randomized phase 3 trial
Lancet Oncol 2015, 16: 583-94, Published Online April 17, 2015

http://dx.doi.org/10.1016/S1470-2045(15) 701245-5
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1. BREGBEHEIEDAE  NCCN Guidelines ver 1.2015 TIZEAMIZ Standard systemic therapy (i #l

BiR)

Lstline MBRAEREEESEFNZPLELIZLOAUHERTHY .. £2HKENHF (X 2~3 FIHABREIZERT 5.

- CDDP: M7 7THEM LR L CTHREICEFHMZER

- CDDP (80~100mg/m) +5-FU(800~1000mg/m): OS IXERK LA L A CDDP B & Y ZMEIEAZ LY (KEDIZ

ERHE)

- CDDP (100mg/m) +5-FU(1000mg/m)+Cmab(EXTREME iXE&): OS. PFS., EE|&IZLEE$HE., CDDP OH
HUIZ CBDCA 8 IRIE®WYE D) (BREDEERE)

ShE . #&AE 2~4 v A. CDDP+5-FU 7.4 # A. CDDP+5-FU+Cmab 10.1 # A

2" line  1%tline TPD#&. 2"Wline & L TORARMREIEBEERTEFRPIRIEF 18 yATHS,

CDDP+5-FU(+Cmab)hW S TH > -15E. B HFIED)

LHIET B,
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EGFR : EBSEEDED
- PTX, DTX B EDZ ¥4 % Swe EGFREcrosstalkd 3
CTS-1 IEAHTHEAIN S B TRIAFT—ThH D TREL, [ EPOERBS family
- MTX [EERFED—DTHEINAKATITEEHNTH S Cmab EGFRIAHEAD
$hE . BE|E 4~29%., PFS1.7~3.4 7 A RS
WIFh$ BB L K AFIZEFE ST 5 evidence (4L,
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- 18wl k. - BREFOM - hIFEGE - TIHSE - HREERE. - RECISTver.l.1 TRIEAIREREZEHT S
- F 47 - EHERABRDBEISE L, - ECOG PS0-1, -G EL3NADBEATENARADD
1st line: - CDDP 60mg/milEx2 Lk, -CBDCA AUC4 L Ex2LlE. -$ EGFR#i{k (Cmab) D#HAELHRE
EBIER: 483 FIAVAEE2 : OV FA—IL1DEIATS VALE : 727 F=J8 3224, MTXE 161
BERE
O7 27 F=TJ8: 40mg/day TRAE 1 H 1EREOHRE. 4w % E5—AE % L—50 mg/day [CHEE
Grade3 D& HHEHIR—10mgd D E L THR/IMEE 21X 20 mg/day
QOMTX E: 40mg/m B 1 [E#% 5 THtE. 2w 5 —AE 74 L—50mg/mIZiEE
EERTABRMERESZ— 10mgm ¥ DFE L TR/MESE(E 20 mg/m

Endpoint:

19 HE 101 1EE% HfEdH S

2nd [ine TMPhase2 T (BN HER T E le—phase3Zt2> THIZ

Primary endpoint: PFS / Secondary endpoint: OS
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PFS: Afatinib THEIC &M o= | A W — b
Afatinib : 2.6 M™B (95%CI2.0-2.9) . MTX:1.7 ™B (95%CI 1.5-2.4) —

0S: HEEHL P B S A
Afatinib : 6.8 B (95%CI6.1-7.7) . MTX:6.0 ™A (95%CI 5.2-7.8) s

BUME: A—254 L& YEHAEN L0 Afatinib: 34.8%,, MTX: 22.4%  wl N iomema Sy Gide

$ITIN— TR HEGFRIBEES>THVOA, B, AE—RE—H—, [ -
WREESE. P16 [&tE. BFTERT afatinib 1< benefit A% Y 25 ThH o1, i .

QOL FA%&: Global health status, BET#8E. EEDL T 1 afatinib TEILZE = = - . W e
Biotrf (Cmab TREEShGA > MR, — L TR

BIYER: AMBEED AE: Afatinb: 127 ] (40%). MTX: 57 #5 (36%) o S AR EE R
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M7 V-V TRIERSEITELARRE T, CT TPD &2 LUBREIAR. TORERFE.
727 F=JE : 40mg TR, 4w HEBATORE GL. BF Gl. BRTR GLIEEE THE. Sw BICERTIR
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“EEREHN TS 2ndline D PFS (X 1.7~34MNATHY . MTX [EFRFED PFS1.7 M A, afatinib [ 2.6 MATH Y.
PFSERIEHITNTH S,

- JAEE  Afatinib (40 mg) : 11198.5 F/H. MTX(60 mg/body/week) :813.7 F/H. TS-1(100 mg):3251.2 /B & & %E.
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