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ERZWBI SIS 2,000~2,500 AHHD 5~6%IHT=D &
WMESNTWDZEND 100~150 AEHEH S D, Lo
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NAVELBINE®

(Pierre Fabre Pharmaceuticals , Inc.)
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HLA PR %

A7 F 100 mg/m* & O OF L

AT T F 120 mg/m® & O PFHIERE

HELE ] B 13 NAVELBINE 30 mg/m”> T Y |
RN LD 6-10 40Tl 1 Bl 53 5,

AFl% 28 H[E45 NAVELBINE 25 mg/m’
Z 1, 8, 15 XU 21 A HICHIRNIEE S H 5
W 6-10 2RI TR 595, v ATT
F %1 HABDA 100 mg/m®> THR 535,

NAVELBINE 30 mg/m” % i 1 [A] %Ik PN 4 5-
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77F T 1 BB E2 HHIZ
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NAVELBINE 10 mg / ml concentrate for

solution for infusion (Pierre Fabre Limited)
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VVIBEEE 2 3 I 1, 5 HRRW LT L,
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i % AR L (2014 45 11 A 21 HEUE)
ME | BGE4 (d22%4) | NAVELBINE 10 mg / 1 ml Konzentrat zur
Herstellung einer Infusionslésung
NAVELBINE 50 mg / 5 ml Konzentrat zur
Herstellung einer Infusionsldsung
(PIERRE FABRE PHARMA GmbH)
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1 % AKFB72 L (2014 45 11 A 21 A BE)
LIE | BR7e4 ({B3£44) | NAVELBINE 10 mg/1 ml, solution injectable en
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NAVELBINE 50 mg/5 ml, solution injectable en
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VINORELBINE TARTRATE FOR INJECTION
(Teva Canada Limited)
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NAVELBINE® Injection
10 mg/mL, 40 mg/4 mL, 50 mg/5 mL
(Pierre Fabre Australia Pty Limited)
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BIBRIE/ AR AT (1B )LL)

1B #1 DARE 0 52 A B B 14 0D FE /)Nl B fiti 8 (2 kf
THYATTF AT, PIEHEE LT
NAVELBINE®25-30 mg/m*> % 16 #[EIZ 7=
D1 EABEICHEIRNE ST 5, VAT T F
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(D National Comprehensive Cancer Network
(NCCN) Clinical Practice Guidelines in
Oncology for Soft tissue sarcoma ver. 2. 2014. &
¥%-6)
@ National Cancer Institute Physician Data Query
(NCI-PDQ) Childhood Rhabdomyosarcoma

Treatment. Date of last modified, 29 Oct 2014 G
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RN ED H

(DNCCN X A), B). D). E)xT'F), @PDQ I%
A)-D)%& 5 H,

oot | AVBERCE N . FERRCA IR M A, = —
AT RE, B RE
B) BEACT I, MR PR RS . ARAE T Rk
NMTERES VB
C) BEBUD PIIE , FEREAL A P A G0 P fiEE e
FHRE, B, o— 1 R, B
D) AU P, FEBRECT N IEPE G IS . R
Feh it b R
E) FMNE, e fEE
F) GIBRASHE ST HEFE M 4G5 HAL ik A e

M- JE |AE /LAt r30mgm? % 3 EM1IYbA 271

(XIME- Lo R8s ARICEE

Ji I B 0 b ) B S

% ) B) £/ L)V 25 mg/m™ & 4 M 1 A 7L

LTIl 815 HEIZEE

Y/ uARATZ 7 2 FiE 25 mg/m’ & 28 H A
At n &5

C) B/ L)L E v 25 mg/m* % 4 B[ 14 7L
ELTI1, 815 HEIZEE

L/ uARATZ 7 2 FiE 25 mg/m® & 28 H A
ERI=EiEE

D) £/ L/LE Y 30 mg/m® & 453 1 [A] 6 ¥ [
fed G- L, 2 W HIRIE 2 f v iR 9,

E) B/ LA EV% 20mg/m’ ZfHE, A kL
XY — h 50mg W2 1 BIFEARNE S

F) £/ LJLE Y25 mg/m> LV L Z E L 800
mgm’ZZFNFN 1 HAKROS HAICKEL 1
BREKRIEST D, 3EE 1A 27 vET 5,
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B) Casanova M et al. Cancer 101: 1664-71, 2004. *
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3. WHERNEIHRDENIDREIH « HEFICTHONT
(1) BMAEZRALEEGARR, RS IR D AR E L ToHERN

<R DRI L (RO R %) | BRRRG R . SCHR - #5500 33 L
1 D ABE I 2 >

AR ICHERIFPubMediZ T, BLF OBEATHRE L7z,
("vinorelbine"[Supplementary Concept] OR "vinorelbine"[All Fields]) AND
("child"[MeSH Terms] OR "child"[All Fields]) 2014 4= 11 H K%
BONTHERO S B, NEEEFRBER 2R E LICm XK OHTA RT7 AT
GIH SN TV DL &R Lz,

<A I 1T D BRI >

1) Vinorelbine and low-dose cyclophosphamide in the treatment of pediatric

sarcomas: pilot study for the upcoming European Rhabdomyosarcoma Protocol.

Cancer. 2004 Oct 1; 101(7): 1664-71. *%

A KT A4 ORHLFH L : B (NCCN guideline ver. 2 2014 & U8 NCI-PDQ)

RBEFAT ROV EI7aFR A7 7 I FOFHEEICBTAE, LLEYD
&R E & OFRRIE O R M2 500§ 2 IR,

FiE 18 Bl O FMi AR BE XL O Zh i in kN 1T/ R IE S (RMS 9
B AR AE AR AR I BE (MPNST] 2 5], #RMETE Bl /)N T R B i 35 [DSRCT ]
2 5, YEMERAE [SS] 2 f5l, non-RMS 3 i) Zxf&% L L7z,
MiE-AREIZY 7 0R 277 2 R&225 mg/m? IZHEE LT 28 HMHE R0 #%
H LT, €731 HEMFET 3 EEGEAFIRE S L, 48813
LT 2221 A7V LTCINERERS L, E/LLEVD
P EIT 15 mg/m? 2 58 L T mg/m? FOTHEL 3T A I LY
MTD % et L7z, gD 2 22— A CTHBL L 7= Graded D4+ EKJE ) . Grade4
O ML/ NRIBAD B O Grade3 & 5\ % 4 O FEMEFMES DLT & €% L7, %
THIEOERGHANS 6 BHLUNIZK a2 — ARG TER2>EHE LT
Day8 5 WL 15 DE ) LA E L ORGNE\BIEDIZDiiT TE o8
A6 DLT & ER Lz, AMEOFHMmIL RECIST ver. 1.0 & W7z,

FER  JIGUER OFE I 12 5% (2-23 %) TH Y., FF 90 72— XA DIREMN
iThini,
HMEIZOWT, HEFREREZ LD 17 Hl 28 & Lz, 16l (6%)
IZ CR (RMS). 6 1 (35%) (Z PR (2 il RMS, 1 fl DSRCT, 1 i SS, 2

11



5l non-RMS) . 4 ] (24%) 122 » HLEL Ed SD (2 f5l RMS, 1 $1 SS, 1
non-RMS) %D 7=,

R EICHOWT, B/ LA E Y 25 mg/m? D5 £ T DLT O HEHIT
AW F 30 mg/m®> D 5T Graded O AFHERIED A 5 FlH 2 F TRD ST
72 MTD & W L7-, #ER D=, 25 mg/m? a2k — k THEIZ 3 il
AT T2AE R DLT X 6T, YiZHEN RS & & Hlr s,
ZAEMIZOWT, Grade3 & 5\ L 4 OAFFERIEAD 13 17 Bl 13 51 (72%) .
B —RL LT 2 —RAH 43 a2— 2 (48%) IZBWTHEH HNT-, 25
mg/m* D5 TiT Grade3 & 5k 4 O PERID BNIE a2 — 2 L LT 41
T—ZAH 15 23— (37%) THD LI, Graded HLIFE T — A L L T41 =
— A2 a— A TEDTENFEH LD i3z~xuh®t®m1ki#
SN0 To, GF FRERECD JE R BLEI ] H LS ﬂmr%/\{ﬁw_ 1 il
BB AP AZ B L LTz, Grade3 X3 4 O)[ﬁl/] WD M OV I 1 GR ?53)726
Molz, £72. Grade3 L LI EMEHE ML LR Do 72, LLEX U
BRAT 7 I REOE J LL e BRI EEEN MR S, 5% fil*]
B AN A R T RTREME DS R S LTz,

2) Vinorelbine in previously treated advanced childhood sarcomas: evidence of

activity in rhabdomyosarcoma. Cancer. 2002 Jun 15; 94(12): 3263-8. %%

A K74 ORGS0 A (NCCN guideline ver. 2 2014 K U8 NCI-PDQ)

REBRZ A7 1988 429 H)2 5 2001 4 8 H F CTHJERE THER S - RiTERE %
BT 5T/ NEREREICHT I E ) LLErDOREN L HME B
T 5,

FiE AR 2 AT 5 33 o/ NRAEESR (RMS 13 £, non-RMS 5 fi,
a—A 7 WIE [EWS] 9L OWIE [0S] 6 fl) #Xxt5 L LT,
M- HEIZE L ey 30 mg/m? % 1 8RBT 2 B U CRE Rk
HL, 3B IIKRE, 21 B2 1A 7 0E LTRE®RS L,

FER - P GUEBI OF P BT 16 5% (2-29 %) Th o7, i 178 = — 2Dk
FIIE N RAT S T,
ANMEZHDWNT, 28 BINABPEDORHE A FIRETH 72, 8 B (28.6%) I
PR (6 ] RMS. 1 i OS. 151 EWS) KT 10 f5 (35.7%) {Z SD (2 #4] RMS,
3 5 non-RMS. 2 #] OS, 3 {5l EWS) Z 8@ 7z, PR JAEHI D175 ] 13
10 » HToho Tz,
LRI DOUNT, 63%IT Grade3-4 OUFFEREA 258072, FEMREMEIL 1
BHZ R PEA Lo ANEO 7ML Grade2 LFTHY, EELRAES
LUTRBL L e Dr o 723 X%ﬁ%#%&ﬁéhﬁj6m¢sﬁ(u%)_ﬁ
IRREZFRO T, Eio, BSBEEEZOFH L THEEOHEMBITR O o7z,
LEXv, v/ v idmiigEREEs AT 28T/ NERBEEREICHLTDH
DERMENHER I, FFICEATREIC L CTHEERIEFTH L Z LR
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=i,

3) Phase II evaluation of intravenous vinorelbine (Navelbine) in recurrent or

refractory pediatric malignancies: a Children's Oncology Group study. Pediatr Blood

Cancer. 2009: 53: 590-3. *%

A K74 ORI SL : D (NCCN guideline ver. 2 2014 K T8 NCI-PDQ)

REBREA 7 giREEZAET H/NE R OEFERNOETEREBEEICNTHE
LNV E DOIERMEE AIMEZRET 5 72012 COG 23T - 125 T A RER,

FE: AEEEEZ AT 5 50 BIOMET/NR N AV RFE (KIE 20 6], BRI 22 4,
R EENE [(NB] 8 fil) Zxfg s LT,
AiE-HEiTe s v e 2 1[0 6 HREER L TR S L 2 3K
T 8E 1Ao7 e LTIERE L, Y90 35463/ Ly
YA 1IEH 70 33.75 mg/m?> # 5 L7228, 25 5] T Grade3 X% 4 4 ER R
DREZR RO -T2 FE 0 D 15 BB W T LA H 7= 0 O 58 % 30 mg/m?
THEM L7z,

R B OER PRI 10 (1-255) Tho iz,
BRIPEIZOWT, 16 (2%) 2 CR (BEBmAIE [RMS]) ., 561 (10%) (T
PR (RMS 3 51 }e OV i S 2 f51) . 15 $51 (30%) (2 SD (RMS 6 #il, non-RMS
3, BMEGS 3 Bl OYNB 3 f3]) ZF887-,
LAEVEIZOWT, 33.75 mg/m® TH G &7z 35 Bl 25 i (75%) 1 grade3

UL 4 DR ERIBD & 38D 26%I2 IR 21— A DR B AR IE ] <0 B 2N BT

bolz, TD7 30 mg/m® ([ZHE S B ASERE Sz, BEZ O 15 4
10 5l (67%) 12 grade3 X% 4 OUFHFEREAD 2RO b DD, BH A7
Vo VB ER G EOBEITRO DN hoT, £z, 20%IC & 1M &R
. 8%IZ Grade3 DIIEARRIEE 25O, 2B, WRKEELIIR D b
o T,

4) Therapy of desmoid tumors and fibromatosis using vinorelbine. Am J Clin Oncol

1999; 22(2): 193-5. #*¥

HA R A > OBRPGEH L : E (NCCN guideline ver. 2 2014)

RBREA T RIBFEL L BFEY T TAF UK A b L XY — MR ER
WIEZHT 27 ZEA NG SUIMMEEG EFHE 24210, B/ Lire sk
O A b b U3 — NEREIEICE T D 8200k OZ 2% BT,

FiE D 1T HIORBES LIy T7 7 AF KRR AY b Lxt— FMEAREE
BIRIEBZ AT 57 A A FEE IIMHMERIGERE 25 & L,
AE-AEIZE LV E VRO A N R LXY— &2l 1 BIREIRE S L
PR & L<{T CR Z@ROHLET. BKRM/NIRPEDO LNTRRND 3

H%ifﬁ@&%bto&k 16 3 O Rf L CTHBENR D g o 7o
ek, EP IS LIIMERE~OBITZE R Lz, FEIXZA R FLF
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P—rZ21EHEY 50 mg/m? KO/ L% 1EHEY 20 mg/m? #%
HE4pz bl BEHEANRE LEZGAICIIEEBET 22 & LT,
R RBEEOERIZ 10N S 29 TH - 7=,

HIEZSWT, 341 (17.6%) 12 CR, 7% (41.2%) Z PR, 6 fil (35.3%)

IZ MR (mixed response) X (% NC (no change) #72 %, =3 IT 58.8% (%

w LTI 60% & KFt) Th ol

LAEVEIZOWT, 80%D EH TIREABIIHE I EIRmARO bz, 72 16%

D SH A VT AR AR B 55 23 FE B Ltz’» REEREH T 5H O TR -

7‘:0 BT T AF U kwff"ﬁﬁﬁkﬁéﬂ%ﬁ%ﬁﬁx Ei3. B/ LE
ICE#T A LT TE, Eo, Aok L ETHY, B LV

= /&U\)‘ N~ LR — MEHEEOR B émh&b bl

5) Phase II study of vinorelbine and continuous low doses cyclophosphamide in

children and voung adults with a relapsed or refractory malignant solid tumour: Good

tolerance profile and efficacy in rhabdomyosarcoma - A report from the Societe

Francaise des Cancers et leucemies de 1'Enfant et de 1'adolescent (SFCE). Eur J

Cancer 2012; 48(15): 2409-16. *%>

AR A OBRAFHC : C (NCI-PDQ)

RRZA T BIHREBHEO/NEROEERANEERIEICHT 28 e &
Ol @Ey 7 aRA 77 I NOFREIEORME, Zatte PK CEYHE)
RE) A REAM 3 2 55 11 AR,

FHiE AT REIR A &2 AT 5 117 Bl o #EIE M/ R T e AR (RMS 50 fil,
non-RMS 18 f#i], NB 16 f#, OS 10 f5il, EWS 16 il & O'#E2FE [MB] 7 fi)
xR e L,

MiE-HEIZ, B/ LAy 25mg/m? 2 1A, 3 Bk sE L, 488X
W9 2%, £/, 7ok A7 7 3 FiX 25 mg/m?® Z 28 HEE R 0 #% 5
L. MAlEBIZ28 HEZ 1 VA7 LTINERERS L, 91O 7
BlIE Ly oFEEEZ 30 mg/m? & LR 1oy MR BRI
HIY 25 mg/m?® (2 L Tkt L 7=,

PUEE R RIX 2 A 7 V12 WHO criteria CREfi L7=, £7-. AEFERIX
NCI-CTC ver. 2.0 TaFAffi L 7=,

4IFE~1S O 18 BIDOBFEER G, 1 a—2AHL2a—XHIZE /LY
> @ PK Z M LE A (63 ) & He#dsRas L7z,

R SEF OFER P IEIT 12 5% (1-24 5%) T, 5F 334 2 — A O{LFEEE
ﬁﬁﬁ’rﬁﬁéhko
ANMEIZDWT, 50 #il> RMS 12317 %5 ORR (objective response rate
CR+PR) 1% 36% (95%CI, 23-49%) (18/50) T CR 7’ 8% (4/50) . PR %
28% (14/50) B N7z, £7= SD X 24% ToH » 7=, EWS. non-RMS,
NB 517 5 ORR 1% % 12% (2/16) . 6% (1/18) . 6% (1/16) Th o7,

14




%72 EWS. non-RMS, NB B} 5 SD 14 % 19% (3/16) . 33% (6/18) .
13% (2/16) TH -7, OS & MBIZEBWTIL PR LA EDH B % 78D 72 H
> 77,

TR HOWNWT, 117 HITEF 334 =— & (PRAE 2 23— R) BT Sh
7=o FEAMATREZR 330 == — & 105 == — & (46 ) 2B WT., HFIRAKI DR
BT R RIEZ LB L LT, HEXIIIRIED LR BRIZMEHETH -
7o 7T HU LEORFIEM 2 VL L-BEIT 0% TIRFE I — AT 4%Ilc L &
Fol, B IEOBEBITFEERBOHE 85 Fl, Azt XKW 4 fFl, MK
B 1B, BABIRIEO T2 2 fi], SARHRIEIBRITIC X D AERYIR A DIE K 3
) e VA Bl 2 5] CTdo o T2,

LAREVEIZDUWT, 45/117 f51] (38%) | 66/330 =2 — A (20%) (235> T Grade3/4
DI HERED 23D 7=, £ LT 18/117 I (15%) . 21/330 =2 — 2 (7%)
(3 W THE B 4 TR BR D M &2 TR D 72, Grade3/4 DA IMIE 17/117 511 (15%) |
25/330 T — R (7%) (2B W TR, Grade3 O ML/ 1Z 5/117 61 (4%) .
5/330 = — A (1%) ToH o7, Grade3d/4 OIEME M & L TRAARIR,
TE RIEMRERES . R, S, (K U v AffE, fERK . H’Eﬁfﬂ
M 1 e OV F R ERIAD 2 fE D 2R WL 2 58 0 7o, RSP R E 13 3 BIIZER
SN, MOBFBERERZIT2HLTICE EEote, 2k, REBMMTOIE
BRI TR O I o T2,

PKIZHOWT, AEBEMBIZLVE ) LA ELOBERBZIRELEES. 4%
MO I5mETO/NEOE 2 LAy 27750 Z2 (Lhm?) X1 2—2H
78 24.1+£7.29 [10.4-38.5].2 = — A H 75§ 22.3+5.46 [12.1-30.0] TH Y . KA D
25.946.0 [12.5-40.8] & b L CEIFR O L0 » 7=, £ 72 AUC (h*ng/mL)
IZOWTh, WNED 1 a—XHR 11494446 [661-2347].2 =2 — A A N
1175+994[843-2087]1Z%F L. H A TIiX 1023273 [613-2001] & [RIZ&ETH - 7=
IEML, BV AECDY VT T A EFERICITHBENED bt o
7=

6) Gemcitabine and Vinorelbine Combination Chemotherapy for Patients With
Advanced Soft Tissue Sarcomas: Results of a Phase II Trial. Cancer 2007; 109:
1863-69. %)

A KT A4 ORHLE L : F (NCCN guideline ver. 2 2014)

REBRZ A 7 ABIRIE 2 A 3 2 YIER AN RE S TR RS M S AL Ak P I AR B 1T 37 2
B LLAVEVRRT AV ORBEERINEBRTT 27200 11
FHABR

FIE - BRI 2 A 5 UIBR AN RE SRR PR AR AL A Y I AR 40 1) &2 kf 5 &
L7, Wik &I Day 1 XU Day8 I/ LJLE Y 25 mg/m® K NT Ly
2 e 800 mg/m® & ZNF I, 10 4 KON 90 43 ) A EFURIEST L 1 38 [
WHES D 3L 1A 27 0E L TREERE L, X, FEDEFIZIL Day
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1 X Day 151 &5 L, 4z 1A 27 0vE L TKERSE L, PD XX
TRCTERVEEDNRIAT2E TRYVIELKE®R G 21T- 7,

R JREHRO P REILX 2 (22-77) Tholz, YAV X EVEOE )
LILE T, IER 248 A 7 VG D ThiTc, A>T, #E-M
AIHEZR 40 BZI VT 10 Bl (25%) ICZhRBFR O Hiv7z, WL CR 28 1
B (2.5%). PR 2N 4 6] (10%). SD 2856 (12.5%) Thoiz, LI
W T, 40 B 20 B (50%) 12 Grade3 ® L < 1% 4 OMiREMENIEEH LT,
b BEE O EWEIEA X, Grade 3 O I HERIBAME T o 7o, FEEVE I Bk
WD E T 5% AT T o 72,

< HARIZE T B KRR >
wER L

SICH-GCP #EMLOEE R AEBRICHOWTIX, FoSE#+5 2 L.

(2) Peer-reviewed journal DFRFE, A X « 7 F U v R EDOHEIRDL
1)

(3) HHEF~DOFEERNRFK L L TORRBIRN

<IN BT D HHEFE >

1) Principles and Practice of Pediatric Oncology, 6th edition, 2011; edited by Pizzo

PA, Poplack DG. Lippincott Williams & Wilkins® %"

Section 4 Chapter 31 Rhabdomyosarcoma

p940-2 EFTHIE OEMHAE (RMS) ~OFHER RSN TND == 78
PK 77 7 A VEFOLERE DT A IaAf RTHY, dLHFENAY AT
O RMS BHE CTORKRBRAITHOA TV DAL LTRESh TS (K
) o o, BEREEOY 7 R AT 7 I N EOFHRIENKE RIS T
DHEFFRRIE L L CHRRRBA RSN TV D LB SN TN HY,

2 ) DeVita, Hellman, and Rosenberg’s Cancer : Principles & Practice of Oncology 9th

edition. 2011 #*'V
Chapter 115:Soft Tissue Sarcoma: MANAGEMENT BY PRESENTATION STATUS,

ESTENT OF DISEASE, AND ANTOMIC LOCATION: Mulimodal Management of

Advanced Disease: Recommendations for Patients with Advanced Disease

pl572 Angiosarcoma (IfiL%& PIJIE) [ZAHRMEAZRT AIREMED & D HHD—> L L
TE/ LA ECYRRBEN TV D,
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< HBHARIZ
el Ze L

BT 2 HFEE>

(4)

LA D

PRI KT

A ~DFLHR L

<A T

BIFLHARNTAE>

1) >KI[E : National Comprehensive Cancer Network (NCCN) Clinical Practice

Guidelines in Oncology for Soft tissue sarcoma ver. 2. 2014

(R SCREHNA)
SARC-E 1-20F 6

1 3-6)

SYSTEMIC THERAPY AGENTS AND REGIMENS WITH ACTIVITY IN SOFT TISSUE SARCOMA SUBTYPES MON-SPECIFIC)*B®

Soft Tissue Sarcoma Subtypes with

Non- Spemﬁ{: Hlstomgles“ £

dacarbazine) 4
« AIM (doxorubicin, fesfamide,
mesna)®®
= MAID (mesna, doxorubicing
ifosfamide, t'l.vu::1|rl's:|zinej:"-"r]"-B
* losfamide, epirubicin, mesna’
+ Gemcitabine and docetaxel "%

~Grmoitalige agd gpowlbiug!? -

e e e e e —
Combination regimens _S-
= AD (doxorubicin, -

ngle BQEI'IT;S
Doxorubicinao- 14

« fpsfamide®. 15

« Epirubicin'®

= Gemcitabine

= Dacarbrazine

= Lipnzomal daroruhicin'?
« Temozolomide™ 18

wiingrebine '3,

Pazopanib"2 0

GISTN

« Imatinip?! -2

« Bunitinik??

. Regorafenibz“

Disease progression after

imatinio. suniinio, and

regoerafeonil

« Sorafenip2327

+ Nilotinib®®2

« Dagatinib®® (for patients
with DB42W mudation)

Desmoid Tumors (Aggressive fibromatosis)

« sulindac?! or other non-steroidal anti-
inflammatory dmags (NSAID=) including
celecoxib

- Tamoxifen + Sulindac?33

« Toremitene™

- Mathotrexate and vinblastine?d

- Low-dose interferon3®

* Doxorubicin-based regimer!s»:‘”"":"B

« Imatinip***1

- Sorafenibi?

« Gemcitahine and dacarbazine!3

Hﬁwrmte.nnqunﬁhuﬁ

* Liposomal doxorubicin

Mon-Pleomorphic Rhabdomyosarcoma

Combination regimens

« Vineristine, dactinomyein, cyclophosphamide®

« Vincristine, dexorubicin, cyclophosphamide®®

* Vincristine;, doxorubicin, and cyclophosphamide
altemating with ifesfamide and stoposide

« Vincristine, doxorubicin, ifosfamide®

« Cyclophosphamide and topotscan®30

« liosfamide and doxerubicin™

Single agents

« Doxarubizind
« Irinotecan?350
= Topotecan

* Mipogglbige®

« High-doss methotrexatel63

+ Ifasfamide and etoposide2

« Irinotecan and vincristing®24

* Vincristine and dactinomycin

« Carboplatin and eloposide

+ k) 0 e 7 e | i O
curlgohosghamidg®

« Vineristine, irinctecan, temozolmide™®

i Vi i s itis T ial Giant Cell T PYNSTGCT]

+ Imatinib®

Solitary Fibrous Tumor’Hemangiopericytoms
« Bevacizumab and temozolomide™®
« Sunitinib” 72

Angicearcoms

+ Paclitaxe|5.66

* Docetaxel

~alngreibing,

+ Sorafenibs?

« Sunitinib®®

« Bevacizumah®

« All other systemic therapy options as per Soft Tissue Sarcoma
Subtypes with Non-Specific Histologies [SARC-E 1 of &)

(LR 2N 5% 4 & )

v LIV E T EACHELT
158 NI A 20 & o LT,
(I & PR O H BRI 2 DA O R Hlis SCiE, 13,
DAFICER « KEZFEIZOWT (1) EAEZL SR,

INFCHRE L COMERDI ] OHEIZFEEHEH L72)

B, BRED D WIS R NE D 5T

E%Wﬁt%éﬁﬁ%
S B RERBR S AR D

2 ) >K[E : National Cancer Institute Physician Data Query (NCI-PDQ) Childhood
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Rhabdomyosarcoma Treatment. (Date of last modified, 29 Oct 2014) &X-7)

(R SRR )
*Single-agent vinorelbine. In one phase II trial, four of eleven patients with recurrent
rhabdomyosarcoma responded to single-agent vinorelbine.[19] In another trial, 6 of 12
young patients (aged 9-29 years) had a partial response.[20]
*Vinorelbine and cyclophosphamide. In a pilot study, three of nine patients with
rhabdomyosarcoma had an objective response.[21] In a phase II study in France (N =
50), children with recurrent or refractory rhabdomyosarcoma were treated with
vinorelbine and low-dose oral cyclophosphamide. Four complete responses and 14
partial responses were observed, for an objective response rate of 36%.[22][Level of
evidence: 3iiiDiv]

G EN)

- 5 IAHRER C, FRBEH RO BF 11 Flf 4 Fl23 e Lor e BRI L
TG ZzR Uiz, BoRBRTiE, FEEHE (9~297%) O 12 Bl 6 B35 75
it & 72 o7z,

VIR AT 7y I REOHAFED A vy BT, BAHREDOEE 9
AH 3 NCEBER DTz, 77 AOH AR (N =50) Tk, /&
FSNTERYEDOBBH AR /N, B L e RO ER A 7 nk A
77 X NICK DR AT T2, RN 4 ) R O 53 2820 2% 14 BB O B AL,
BB RDFIL36% ThoTo, [T A L~ ¢ 3iiiDiv]

3) EKJI : Annals of Oncology 25 (Suppl 3): iii 102-12, 2014: Soft tissue and visceral

sarcomas: ESMO Clinical Practice Guidelines for diagnosis, treatment and follow-up *
¥-10)

(R SRR )

For progressing cases, optimal strategy needs to be individualized on a
multidisciplinary basis and may consist of surgery (without any adjuvant therapy),
radiation therapy, observation, isolated limb perfusion (if the lesion is confined to an
extremity) or systemic therapy (see below) [56] [V, B]. Systemic therapies include:
hormonal therapies (tamoxifen, toremifene and Gn-RH analogues), non-steroidal
anti-inflammatory drugs; low-dose chemotherapy, such as methotrexate + vinblastine
or methotrexate + vinorelbine; sorafenib; imatinib; interferon; full-dose chemotherapy

(using regimens active in sarcomas, including liposomal doxorubicin) [57-63]. It is
reasonable to employ the less toxic therapies before the more toxic ones in a stepwise
fashion. A comprehensive clinical judgment of progression should be used. Hormonal
contraception should be discussed with the patient, and definitely stopped in case of
progressing disease.
(ZH49)

Yo Il ek TR Sl ME N 0% 2N EAT L T2 EBNIS S 5 — D DIRIRIEL LTA M ML F i —
e/ L btofECOfEENTEHINLTVD,
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<HRIZBTAHAHTA FT7A4 %
FhEC 7R L

/

(5) BENEIZH DAL TOEKABRAE L ORARMFEHERE (EFE (1) B
) 1o T

1)

(6) Eieo (1) 226 (5) ZEEABEDZLHEIZHONT

SNEE - R ITONT >

Alﬁlﬁtﬁéﬂflﬂé MEEyeME/NEREE ) Ikt 2 8 Laver (BLF, KAL)
ZHRAWEIRFEEX, KETIE NCCN H A K74 > KO NCI-PDQ (2, ERIN T
ESMO A K7 A NI HIREDRIRE & L CRiffe#Ei Sz, —F. AFITE
FEEFEHTA KT A 2, BB TEARI 2 AW EEIEICET 55
L2,

ERNADIRERFE OBV RERERITENZ EPOARMLIZBNTHAH
PEREFRE SN D b0, ENTOMAEEEOMENME S TEER M/ N A E
(KT DAL ST WD LB S THIB TX 220,

<HEHZEHE - HEIZS>WT>

BRI G THEE SN TV AAA 30 mg/m? D IOV TIE, KETiX NCCN
A KT A4 2Kk NCI-PDQ TRLHEH SN TWAHETH Y, Bk 6 »EIZHBW
THEEINTWDLHEE - DR EFE LD LDOORANTER SN TV D H E&#H
NTHD, —J., BRI TIE, RIZx L TiE ZivE TofEHE o fEu
HETHY ., AT 2 EARAREIZ 2 S mgm* T TTHLH-0, BRI T
%M 30 mg/m® DAEPEITHER TE TV ARWEHIB LY EEHED HAA
INBIZHT 2 29 EITERICRF T OLERDH D EE XD,

—H FABEG THEEIN TS AF 25 mgm® LNV rERAT 7 I RIC
DWTIE, BU7E. ENOIENFZE T/ R EEES 33 5 KR BB kA%
B/ LA+ 7l A7 7 I K (VNR+CY) f7FEY 2 I R+ bRV R
(TMZ+VP) Z > & AMESE NAHRAE | CTEEELRTEESRFTTHY . H
ARNNVIZET DA - HEOZYETBEE CIHBIEcE 20, o
TR AT & o THEHIW L nEPY),

k. AROFHEEOZ S M I 5 BRI, BUE S oI L 5
BRAROL 7 rAkA 77 I FEDPHEATHL I L NDLY 7 REZXT7 7 I RO
AL - HEOZLYHEIZOWTHRLGRHE T oL ERH D EE XD,
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<FRIRBINLE ST I DWW T >

WA EEE 6 » [HICBWTAREZ AT DEIZZRWV, BRI NIEZ S T,
HEEME/NRAIEIC BT A ARFEH O 57 2 & L TlE, NCI-PDQ ICEB W\ T,
HREBBBAEORFEE L TAAEZEHA LV AR ET VA LA
3iiiDiv (R b 7= BEEMIC BT 55 RIS W T, HilEER) R 4 M E
HELEBROANMERB D LN TWS) LTRSS TS, £72, NCCN
HA RTA BT, Category 2A DOHELEL ~UL & U CARFEM L7 L v
ZEr, VI/RBFAT I REOA MM —FEeDOfFHICEDHEEINT
WABN, DT A RTA4 BT ELINTZ30HE - 2V RICEET 250 #0 wEsR
nWizholz, RAOHERITIRBIIEH TORENRHDLDHTH 5,
EWIZBWTIE, Ao &30 TR/ E RS 53 2 2 =0 kG
WE LA+ 7R A7 7 I K (VNRHCY) f7EY B I R+= hART R
(TMZ+VP) Z > & A8 NAHRER ) BEMPTH O EERME/NLREEREIC
BIDAAOFRAEICOWTHRMTPTHD *F), A%, ZoMEELICEN
A RTA U ~OFRHBRFT S, FFRAICERNICE W T HIREORR RO —
2705 LB 2D,

4. FEhiT RERBOFEHL £ DO HIER

ASEEZIN TS TEBRME/NLRE] 123 LT, HAREG TEZEI LT

% AFH 30 mg/m* (2O W TR A DR AT 2 AR EOH PN THET S
TW5, ENOEAICE T 5 &R EIL 25 mg/m® TH D7D, /INRICK L THE
ANDOEKRBHEZ A5 30 mgm®> Z2H 53252 L OZEMICHON TR, LV EE
IR T 20 ENSH D EEXD, LLENRL, AFOENIZEIT 5 #5535
BERDPBDBTCHD Z L E2BET DL, BRSO IRAE O FEHE L5 O
TH#EETHD B 2D,

FHHEG THEES N TWAARA 25 mg/m® EHRAT 7 0RZAT7 7 3 FiZoWn
TIE, ATk o L0 TERE/NREREE ST 2R BB REEFEYE /L e
Y+ 7R AT7 7 IR (VNR+CY) xf7EY v I R+ AR K (TMZ+VP)
T U LMEE R RBEEBINTEBY ., AFEFEHLZL Y X 2B
FHNENAREICHT I REN EANEERTI T TH HEEY, KRB R
X, AKFNE 7 mRAT7 7 I NEDOHHAEEGROEBE/NEANEICB T 54 H
WEBRFT 2 ETE, FiRkBorE I RnwEEzoh5,

5. &

20



< ZE D>

6. %5 LHk—&

HH.3) Casanova M et al. Vinorelbine in previously treated advanced childhood
sarcomas: evidence of activity in rhabdomyosarcoma. Cancer 2002; 94(12):
3263-3268.

P -4) Casanova M et al. Vinorelbine and low-dose cyclophosphamide in the
treatment of pediatric sarcomas: pilot study for the upcoming European
Rhabdomyosarcoma Protocol. Cancer 2004; 101(7): 1664-1671.

BEEH.5) Minard-Colin V et al. Phase II study of vinorelbine and continuous low doses
cyclophosphamide in children and young adults with a relapsed or refractory
malignant solid tumour: Good tolerance profile and efficacy in rhabdomyosarcoma
- A report from the Societe Francaise des Cancers et leucemies de I'Enfant et de
I'adolescent (SFCE). European journal of cancer 2012; 48(15): 2409-16.

B 98.6) Kuttesch JF et al. Phase 11 evaluation of intravenous vinorelbine (Navelbine)
in recurrent or refractory pediatric malignancies: a Children's Oncology Group
study. Pediatric blood & cancer 2009; 53(2): 590-593.

PH8-7) Principles and Practice of Pediatric Oncology, 6th edition, 2011; edited by
Pizzo PA, Poplack DG. Lippincott Williams & Wilkins

FIEE-9) /NIE. FRIE/N R BT (o6 D RR BHEASRIER E L Toe / b
NEUHY 7 BRAT 7 I R&T7TEY R I R+ FARY R T U&7 AMEEIHEER
IRFRBR Y 244 BE R AS - o AT ZE s &

- IR, AfE (v a—-<) [Internet]. [ELN AMFIEE > Z — e dim e
BEGEIES; « U e U 7 — 3 3 VB [updated 2014 Apr 28; cited 2014 Dec 8].
Available from: http://www.ncc.go.jp/jp/rcc/01 _about/sarcome/index.html

{2 3-2) #KEBANE [Internet]. © 2014 JSZATBE NE LA ABFSE | o & — 8 Akt
KWt Z— NENAEHRY —E A [updated 2014 Apr 22; cited; 2014 Dec
8]. Available from: http://ganjoho.jp/child/cancer/soft tissue sarcoma/index.html

1= 3£-3) Burningham Z, Hashibe M, Spector L, Schiffman JD. Review The
Epidemiology of Sarcoma. Clinical Sarcoma Research. 2012 Oct 2(14) [Internet].
© 2014 BioMed Central Ltd unless otherwise stated. Part of Springer
Science+Business Media. [cited 2014 Dec 8]. Available from:
http://www.clinicalsarcomaresearch.com/content/2/1/14

B2E-4) HML BT, Rk 24 FEREA T @B e R B & (BE R B IRE R
AT R E 45 2E) [VNRIB MR ER B OB G - B - fifr - a2t
(CBY D HTE) o BRI

12E-5) MEr . N ORWAE [Internet]. [ENL S AMFIEE > Z — B/ E

21



BA - FLAR - FEEE N AL [updated 2014 May 1; cited 2014 Dec 8]. Available from:
http://www.ncc.go.jp/jp/rcc/01 _about/sarcome/sarcome(04.html

123£-6) National Comprehensive Cancer Network (NCCN) Clinical Practice
Guidelines in Oncology for Soft tissue sarcoma ver. 2. 2014.

123£-7) Childhood Rhabdomyosarcoma Treatment (PDQ®). [Internet]. National
Cancer Institute Physician Data Query (NCI-PDQ) [updated 2014 Oct 29; cited 2014
Dec 10]. Available from:
http://www.cancer.gov/cancertopics/pdqg/treatment/childrhabdomyosarcoma/Health
Professional/page8/AllPages

12 3£-8) Weiss AJ, Horowitz S, Lackmen RD. Therapy of desmoid tumors and
fibromatosis using vinorelbine. Am J Clin Oncol 1999;22(2):193-5

123£-9) Dileo P, Morgan JA, Zahrieh D, Desai J, Salesi JM, Harmon DC et al.
Gemcitabine and Vinorelbine Combination Chemotherapy for Patients With
Advanced Soft Tissue Sarcomas: Results of a Phase II Trial. Cancer
2007;109:1863-9.

{23-10) The ESMO/European Sarcoma Network Working Group. Soft tissue and
visceral sarcomas: ESMO Clinical Practice Guidelines for diagnosis, treatment and
follow-up. Annals of Oncology 2014;25(Suppl 3): iii 102-12

1{=3£-11) Singer S, Maki RG, O’Sullivan B. Soft Tissue Sarcoma. DeVita, Hellman,
and Rosenberg’s Cancer: Principles & Practice of Oncology 9th edition. 2011.
p.1571-2

22




