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“SYSTEMIC THERAPY AGENTS AND
REGIMENS WITH ACTIVITY IN SOFT TISSUE
SARCOMA SUBTYPES (NON-SPECIFIC): Soft
Tissue Sarcoma Subtypes with Non-Specic
Histologies: Combination regimens: Gemcitabine
and docetaxel”

MS-11:

“Gemcitabine in combination with docetaxel,

vinorelbine, or dacarbazine has been shown to be

active in patients with unresectable or metastatic

STS of various histologic subtypes. In a randomized

phase Il study, the combination of gemcitabine and

docetaxel was associated with superior PFS (6.2

months and 3.0 months, respectively) and OS (17.9

months and 11.5 months, respectively) compared to

gemcitabine alone in patients with metastatic STS.”

ML - & | s HEICET L
(L7213 R%E -

MAEICEED H

% FL U A7)

74 RZ A > | Hensley ML, et al. Gemcitabine and docetaxel in

D AR B G 3L patients with unresectable leiomyosarcoma: results
of a phase Il trial. J Clin Oncol. 2002; 20(12):
2824-31
Maki RG, et al. Randomized phase 11 study of
gemcitabine and docetaxel compared with
gemcitabine alone in patients with metastatic soft
tissue sarcomas: results of sarcoma alliance for
research through collaboration study 002. J Clin
Oncol 2007; 25(19): 2755-2763
Bay JO, et al. Docetaxel and gemcitabine
combination in 133 advanced soft-tissue sarcomas:
a retrospective analysis. Int J Cancer. 2006; 119(3):
706-11

fifi 7

HA NI A UK Guidelines for the Management of Soft Tissue
4 Sarcomas.
e - R Page 12, Selection of SACT:
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“An alternative second-line option is the

combination of gemcitabine and docetaxel. The

evidence for gemcitabine and docetaxel is greatest

for uterine leiomyosarcoma. However, subsequent

studies have demonstrated activity in soft tissue

leiomyosarcoma and other tumour types including

undifferentiated pleomorphic sarcoma. The GeDDiS

trial in which this regimen was compared with

doxorubicin in the first-line setting for all sarcoma

subtypes, showed it to be non-inferior, but more

toxic.”

Page 14, Key recommendations:
“6. Additional second-line agents include

trabectedin, and the combination of gemcitabine and

docetaxel. The choice of agent depends on

histology, toxicity profile and patient preference.”

ML - & ML - HEICEET 2 R0HE L
(L7213 HE -
MAEICEED H
% Lk i )
A4 RZ A 2 | Maki RG, et al. Randomized phase Il study of
D IR YL gemcitabine and docetaxel compared with

gemcitabine alone in patients with metastatic soft
tissue sarcomas: results of sarcoma alliance for
research through collaboration study 002. J Clin
Oncol 2007; 25(19): 2755-2763

Leu KM, et al. Laboratory and clinical evidence of
synergistic cytotoxicity of sequential treament with
gemcitabine followed by docetaxel in the treatment
of sarcoma. J Clin Oncol 2004; 22(9): 1706-1712

Seddon BM, et al. GeDDiS: A prospective
randomised controlled phase Ill trial of gemcitabine
and docetaxel compared with doxorubicin as
first-line treatment in previously untreated advanced
unresectable or metastatic soft tissue sarcomas
(EudraCT 2009-014907-29). J Clin Oncol.
2015;33(suppl; abstr 10500)
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ME | A RNTA Soft tissue and visceral sarcomas: ESMO Clinical
N Practice Guidelines for diagnosis, treatment and
follow-up.
ZhEE « B iii106:
(7213206 - | One trial showed that gemcitabine + docetaxel is
Zh RN BE D B i L
2 20k S AT more effective than gemcitabine alone as
second-line chemotherapy, with special reference to
leiomyosarcoma and undifferentiated pleomorphic
sarcoma, but data are conflicting and toxicity is
different [11, C]. Gemcitabine was shown to have
anti-tumour activity in leiomyosarcoma and
angiosarcoma also as a single agent.
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HA K74 | Maki RG, et al. Randomized phase 1l study of
D AR HLFR ST gemcitabine and docetaxel compared with
gemcitabine alone in patients with metastatic soft
tissue sarcomas: results of sarcoma alliance for
research through collaboration study 002. J Clin
Oncol 2007; 25(19): 2755-2763
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<XERDORFR T ik (B FR A 3R i 1 5 )\ MR R, SUHR - pRE S o0 e B
FH oD ABE I 55 >

NCBI PubMed (23T soft tissue sarcoma, chemotherapy, gemcitabine,
docetaxel ® key word IZ L DB DOFES, 2017 4 10 ABET 174 O
DR S 7o, A& bR < R CHm 30 122 B L0 EESCGRIEE I T 5
gemcitabine+docetaxel ﬁffﬂq‘ﬁ?%‘ BT % 6 oA A hhi L,

<A T F T D B IR

1) Maki RG, et al. Randomlzed phase II study of gemcitabine and docetaxel
compared with gemcitabine alone in patients with metastatic soft tissue
sarcomas: results of sarcoma alliance for research through collaboration
study 002. J Clin Oncol 2007; 25(19): 2755-2763. (3Ciik 1)

ARERIL, KED 8 sk CE SN T X 2L IR TH D | B
JEBHEAT E L IXERANCH T XLV A E VAL ALV A E U+ R XXk
NMFRBEEOREZBRHE LTS, FAUH EVHARETIE 1200mg/m?2 %
dayl 3 L WV day8 IZAimErE L., Tz 3BWEMEITHER L 7o, OFFEER CIX
TATHE Y 900mg/m2 % dayl B LW day8 (2, FEHFE/ 100mg/m? %
day8 (25 L., 3WMITH Y Ik L=, FEFMHE B L RECIST IZ X 5 &= 23K,
Bl B9 R TE B 3 A M (PFS). 24 MBI (0AS), AEFLET
D, N XHERIZE S HEHETT T2, 7 A2 B BAIREZ 49 #i,
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T LU H e+ R YRR RRIERIC 13 BIAEI 0 AT BT, BRhRILT
LV ZEHREZFEAMET16%, 7 AV ZEUVRET8 % & IFARIENE -
TWie, £ AFICEHLTY PFS RREIZ S A v Z B+ REX RV 6.2
y AT LT ZE RS0 HTHY OFRHBIENHE PRI EE D HEFRIT 98%
Tholz, OASHREIZHONTE, FAYAE U+ REX B 17.9 » A,
TLYAEURE1LE » HTHY . OFHRRIENHTEFAIIC LR S #HESR1E 97% T
boTz, MEBIEIZOWTIXWBETCRENE)N ST, grade 3 DEFERE
K OWEA 3 OFPRIERED 26% DIEGI T, 7 Ly Z B AR T 10% DAES]
TROLNT, £ AEFFLIC I DERE P IEFIIOFHEEIZ BN TE o T,
AFER Tl MG IEE S WD IRETH D720 T & LMEEFE 1T ARER O
o, FAVAEVHANILW L TTF AV Z B+ REZ X2 A0 HEE
23 PFS L TN OAS IZHB W THE-> TRV, B IC T 281K TH
LHEfEmINTWD, o, HENBRETHL RX Y LE oA A~ A R
Z W T £ O BTG IEEEITHIC R T S iR o R L ik L TH, B
T ELS RN b OO, EFICEHLTENRY BAREETHY , AERLY
AUEBZONDHFERTH ST,
A XX NCCN # A K7 A »(NCCN Practice Guidelines in Oncology
v2.2017). ESMO %A K 4 > (Ann Oncol 25:Suppl3, iii102-iii112, 2014).
WE AT A K7 A4 2 (Clin Sarcoma Res 6:20, 2016), AXA  HA KT A4
(Cancer Chemother Pharmacol, 77:133-146, 2016)\ J 2LIZ HARIL & L CTHE
M., ftilich TRy, RbEERET VA2t T o eEEZLLND,

2) Bay JO, et al. Docetaxel and gemcitabine combination in 133 advanced
soft-tissue sarcomas: a retrospective analysis. Int J Cancer. 2006; 119(3):
706-11. (GCHk 2)

(LENZ B W T HEM S 7o BV G ET OIS T2 7 A Z e+ Re X%
YL OF FHIEE O retrospective 72 E TH D M, 114 #il L IEFIE N 2 F TORK
KDOWETHRLEZV, YA X EL 900mg/m?2 % dayl 8L W day8 12, K&
# Xt/ 100mg/m2 % day8 IZFRIRINEE G- L, 3B G 2/ L7, &
BNZ I 1T 2 H G EE O P RAEIL 3EITHh -7z, RIROFL)HIT 18.4% ., AL
B RAEIT 12.1 » H Th o 7o, HASEMHT TIX. MR 2 FiEfH A
i, Performance Status 0, {LFRIEICKH T HRNMEN TH EAEICHEL T
mk@%ﬂ (ZB8 L T, grade 3/4 O 4F FEREA 2% 19.6% ., 1M/ IMRIEA 25 8.8%
D LN, MEHEIZ 0% THY . ML TAZFTFERIIRE L E X b,
AR5 X retrospective ZRfENTFE R TIXH 2N, Y2 X B+ KX B 0F
MPRE TN RS (2 L CTA RO LI SN O FALERL DA L
MmN TS

A XX NCCN # A4 K7 A4 »(NCCN Practice Guidelines in Oncology
v2.201 IR E L THH, ST




3) Leu KM, et al. Laboratory and clinical evidence of synergistic cytotoxicity
of sequential treament with gemcitabine followed by docetaxel in the
treatment of sarcoma. J Clin Oncol 2004; 22(9): 1706-1712. (3C#ik 3)
KENZ W T FE i S L7 B IE S E T O T 5 75 A 2B+ FEH*
Y L OF IR O retrospective 72 S Th 5, BEIEEGEIEE 35 Bk L, 7 A
UHEE Y 675mg/m?2 % dayl 3B L N day8iZ, FE#FE&/L100mg/m2 % day8
RS L, SEMICE G Mk Lo, RIEFNIZIT 5% 5 BEE O Il i
5 ThoTz, BIKDREYRIL 43% L BAFTH Y, CR541. PR10 fi2#l%2
ST, BECEAFIRTRER 6.7 » AL AT R 13 2 ATH
o7, 6 7 HAEFEIL 90%(95%CI, 80~100%). 1 FATFFH T 66%(95%Cl,
41~92%)*6&>o Too BHEITBRETHY | FICHERAEFZITE O LA TV
o ARHE T retrospective RGN FER TILH LN, FAv X+ X Ftk
Wﬁﬁﬁfﬁ/ﬂ FHEMEEGREG 2 L TAER LY AV EfmS i Tnd
Aiw LT EE S A FZ 4 > (Clin Sarcoma Res 6:20, 2016) |2 fR il &~ L’Cﬁéﬂq\
I TnD,

4) Hensley ML, et al. Gemcitabine and docetaxel in patients with
unresectable leilomyosarcoma: results of a phase II trial. J Clin Oncol. 2002;
20(12): 2824-31. Lk 4)

ARBRIX. K[E D Memorial Sloan-Kettering Cancer Center (23 T i S
NI EE R BR ARG T 57 L Z B+ R T AFHBIEDS
IIHRBETHD, VLA X E L 900mg/m2 % dayl B3 LN day8 12, REZF
£/ 100mg/m2 % day8 IZFFIRINEE G- L, ZThad 3lfEIC 6 = — A% L7z,
34 FINBEE S, FOWN 16 BN RF VLB L v &G te T2 s THIT L
TEO, KV 18 BlHIEIATIREL T TV oTo, RIEFORFIL 53%
(95%CI, 35~70%)CTH Y., 3#HITCR, 15 TPRNVELNTWE, KX V/I/
B UATIREBID 50%I2B W T, F AV ZE U+ RE X XA HEIEIC
DRMHBAF DI Tz, A R B 5.6 # H(95%CI, 4.3~9.9 »
) AEEAFHE P REIX17.9 » ATH Y | 1 EAEFHRIT 66%(95%CI, 49~88%)
Thot-, MikzEMLE LTI, graded/4 OHFFERIEA DY 21%., M/ NRIEAD 3
29%. A 15% DIEFIZFE S HiLlz, F72 graded/4 OFEMEEMEIL, EY)
N 21%. FH12%., MREIEE 6 %, R 21% % Th o7z, Bk O H I FHR
BRCHorN., LA LT LAV X E U+ FEZ 2 A0FHBEETIBRD
THEHZRBERETOL EEwmINLTWVD

ALl NCCN HA4 K7 A /(NCCN Practice Guidelines in Oncology
v2.201 IR E L THH, Ll ST

5) Seddon B, et al. Gemcitabine and docetaxel versus doxorubicin as
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first-line treatment in previously untreated advanced unresectable or
metastatic soft-tissue sarcomas (GeDDiS): a randomised controlled phase 3
trial. Lancet Oncol. 2017; 18(10): 1397-1410. (3CHik 5)

AL, EEGEE ST T A S A B+ R Z A0 A
DD TD T o 2EHE I AHRBR TH 0 | KIEH 24 fiigkdls KA A A 1 figk
TR S o, BEEGHREG ETENII T 2 —RIGKOIEEIBIEE TH H M ¥
YVEVCBAIE P AV AU+ R R APHRIEORKEZ AR E L, R
¥V VE Y UHAIRE T 7Thmg/m2 & dayl [ZAEERE L. 2 E 3 Bk
Lz, — . PRRBIERETIX, Y23 Z Y2 675mg/m? % dayl 8L day8
12, REHZFE/)L 75mg/m2 % day8 ([Z#%5 L. 3EMHICHEY IR LT, T
i T 1% 24 3B B AT O B A AR BIRAYFEAMG IR B 13 12 08 B 5T o B
AR, EREAA BB (PFS). 24 (0AS), B, AEFLETDH
Sl FERYILEVCHEFIREC 129 6, 7L Z B+ R H FvA0RRE
FEIC 128 B3RN0 T BTz, 24 R COBBEAFRIITST L ZE U+ R
A XEARET 46.4%, RV ILET URET 46.3% &, TR & [F% Ok
BCTholz, £7-. PFSHRMEIZF L X+ Re X F R 23.7TH, ¥
YNET 233 THY OAS FRAEIZOVWTH, F AV A B+ FEXF
BARE6T3H, FXYLETUHT63ETHY, WTFN b A EZEITE) -,
MK T DWW TIXM B CREDE) > 7223, grade 3 DR BRI HRIE
BT 14%, ¥V ILE T HEARET 6% DERICERD Hiviz, —JF ., grade 3
O [ ZERE B F 1L OF HRIERE T 2%, R Y ey HARET 14% O SEH] TR
DO, WTNORETHIREMERC XA RN T, KRB TIZ, F¥
YIVEVVHBIE S AV E U+ R X TR AHBEOENEZRSE T
DL MG IR AT BT T D —IRIBIR OAREIRIRIL R Y v ey BAID
FE LMW INTZ, L, FAUFXE U+ Rb X 2R 0FRIEDELERR
WICH O THEMEEHER ICAHTOLZ &N T ¥ MMEE T il TR &
N, DEERETRFYALET P TERVWERICS, AEOREZR D
RBFIEL LT LV Z e+ R 220 HBENER TE 5 2 & &Rk
LEBERIIREW, B, 20T MMERRTIE, BEOREICHDL 7 LY
2 900mg/m2, FtE4#FXtE/ 100mg/m2DOHENBETCH-TE LT, £
O OKRABRICK T 2 HAR 1 LVEE (5% &) ThLT7LAv ey
675mg/m2, K& FX&/ Thmg/m2zH W\ TN EmR LT\ 5D,
KT, EH A K7 A »(Clin Sarcoma Res 6:20, 2016) IZ/B#L & L CTH:H.
B I TW D 2L Clin Oncol. 2015;33 suppl; abstr 10500) 2%, 2017
TSNt o Th 5,

6) Davis EdJ, et al. Arandomised, open-label, phase II study of neo/adjuvant
doxorubicin and ifosfamide versus gemcitabine and docetaxel in patients
with localised, high-risk, soft tissue sarcoma. Eur J Cancer. 2015

11
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Sep;51(13):1794-802. (3Ciik 6)

AR, KE CEME S BT IS R R AR T 280 To 7 v & Lk
55 I HHBER Cd 5 M aCH E 5 IR R B 5t 9~ 2 #ll B b R IE O R TR 3E C
HDHRX Y NLE U+ AR~ A RIFRIEE S A2+ e X A0
BIEOHEEZHKE L, REYALEY UV+AL R~ A FEETIZ, REVres v
75mg/m? Z dayl 7> b 48 FifElFifkidx 5. 1 A"~ A F 2.5g/m?/day % dayl-3 |2
SEFEL, a2 SHEIC4a— 2B K LE, —J, YAV HEUV+RE
HXEARETIX, YA X EY 900mg/m2 % dayl 8L day8 (12, FEZ ¥
/L 100mg/m2 % day8 (5 L, 3WEMEIZ4 a— AV IR L7, FEFAMIE
HIXABLER, IR E B X5 A7 1 (DFS), 247 (0AS), &%)
FLHAEFLEThol, FXYALEY U+ R~ A FRRC3TH, Foav iy e
Y+ RS XS 43 BIREID P baivie, ABERILRF Y LB S A s
~A FEET35%., YAV HAELV+REXXTRBABET26% L, AREEITRO LN
pinoie, EHOWEIZ, FFYLET U+ KR~ A FFET27%., YAy 2 E
VHREXFRARETIE AT% DOEFICHLE TH > 7, DFS FRfEITZ R¥ Y 1 e
VAR~ A RBET3T 2 A, XAy ZE v+ Rt XXt /LEE not reached “C“
HY ., SFMFAEGFRIIONTEH, REXYALEY U+A K~ A REET 46%.,
AT HEE+REXXEALEET 66%&. AF iﬂb\%0)®/7A/§?t/+k
XX ARECRFRMEB TH o=, MIKFEHIZRF I LEY U+ FR~A K
B, 2HEREF LV A+ R AT ZL BRI, AR
BT, SR AIGER EEE FR SR (51 L et 2 B b P E D FEETR IR I T 5 kv“r/
/l/t““//+4 R~ FRECH LT ALy ZE U+ R v RREIC

DFS 73 L[5l 5 fE )12 %@Aﬁﬁﬂﬂﬁfﬁﬁéﬁﬁk%ﬁ&kbf%#A/?
B+ R e & X A0FHIEEREFICAETH D & fm ST,

< HARIZBT 2 B R RS >

EREIZBWTIE, FAvH B+ K2 B0 HPEED prospective study
LT, FERBOESRIGTEEICST 27 LA+ Re& X2 A 0K
BT A2 ERRBR 2 IThhTns, 70, BEHIGTEERICT 742
Y+ R & e AOEHEEDO B ARANIZE T D retrospective study & L TR D
2WDIE R IDBME SN TND, S 52, BITEHELTH O B G AE B 12 %9
LD AVHEE U+ R XA HEEE k XFVYNLEY AR~ A RO
FEC XD EI B 2L D T o 2 2 LS TV FHRBR I >V CoHE S 72
SNTW5

1) Takano T, et al. Feasibility study of gemcitabine plus docetaxel in
advanced or recurrent uterine leiomyosarcoma and undifferentiated
endometrial sarcoma in Japan. Int J Clin Oncol. 2014 Oct;19(5):897-905. (3L
ik 7)
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AR, FEREOEEICHREEETHICH T 57 A Z B+ XX &
NPOERE L O feasibility study Toh 0 . 2N EW] O BEMEHGHIEE (2535 7 A
A+ RS RO E D prospective study T 5, FiEAH A IER X

ORMENEREOMEI Tl T ORI 255 L L, &K E LT 11 fils 5k
SNTe, AT HZ EY 900mg/m? (dayl 3 L W day8) + & # ¥t/ T0mg/m?2

(day8) %, 3MMmEICHE Lic, FEFHME B IXERE, RN E 13
HEAAHREPFS), 24FHF(OAS), AFFLThoTo, 4L 30% T
b, IHIT 40%DBEF TIEEFEOHE KN A LT, FIEHIEEL 70% Th
o7, F£72. PFSEHfEIL 5.4 » A, OASEHIfEIZ 14 » A L BRAFThH o7z,
AEFRITIMEFEENFLTHY , IFREEL TR m TG0 6T,
G-CSF 7Hi# 5L CLHRGRIBETPRES 2 —2ADIFENAEETH -T2, HAR
A DT B R3O BRI B 2w LT, A ¥ B2 900mg/m? (dayl
B IO day8) + FE# Xk T0mg/m? (day8) DOHA&EIT. AAEMEL L OER
Hom»bEE Th D EfbmS i,

2) Tanaka K, et al. Feasibility and efficacy of gemcitabine and docetaxel
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multi-institutional retrospective analysis of 134 patients. World J Surg
Oncol. 2016 Dec 8;14(1):306. (3Cik 8)

BB EOBEBIAFNC I W TEME S A7z B CGHIE S X OVF R RIS T 5
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EIEFIES 2 E TOME TR O Z WV, BEEHA T, BEERN 21.6%., EiE
WIS 75 78.4% T ¥ | MK IS 28 K25 & 5 o0 Tuvic, xSkl 1%
VIR NE 28.4% . ROEZIEANE 14.9% ., BWIE 12.7% . FEITANE 6.7%\
WIEANE 5.2% 72 & Th o7z, H#EITH] 125 B2k 2 FH H & O i3 47 A
A 890mg/m2, RE ¥ F /L 7T0mg/m2, FEMEFTH] 9 Bt 2 A &
OHFRAEIL 7 AT Z B 900mg/m2, RE# X &/ T0mg/m2 Th -7z, & 5[0l
B o S AEIZHEITHIC 3|, FEETH T HERITH o7, REDOENFEIT 9.7%.
S AR T BT 4.8 o BRI P RET 164 » H L RAFTH-
7o, ZAEMANT CIL, M EAFYIR & 3T b FREEO A, 247
a2+ FEZ R AGHRIECHT 2RDEPAEICHBEAL T
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FEMEM KD 8%ICHE Db, £/o, VAT X EL 900mg/m2, KEH Xtk
b T0mg/m? O &R, BB I OENMEOm )6 B & Hlr S e, BENM
g % Kk LTOERNIT, R THRITMEFREZZ T T . 2 < BBHBIBES D
MENTEY, FRIZHEH~OBS BN OBEITEENLETH > 70, ARt
IX retrospective 72 AT S R Tl H 5 75‘3 TFAhVEE U+ RS X2 AOHEE
X, BARNIZIR T D EMAEHE S & OVE RS P EAT B3 L. F 72 mliBhb s
RIELLTH, IEFWICAERL DA /le%; . FLHEL900mg/m2 (dayl
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7=

4) Kataoka K, et al. A randomized phase II/III trial of perioperative
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~A ROFREIEICR L, A Z v+ NEX X2 A0FHBEEDOIES M 2 MRGE
THZEEZHEHBMEL, XYL EYU+A AR~ RBETIZ, R¥Eyrevy
30mg/m?2/day % dayl-2. 4 &=~ A K 2g/m?/day % dayl-5 (28 EHE. 2%
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AR, BEBENE, AR OTRICBWTHLEFEZETHEHAIN TV DR
WTH D, BEHEHEEREICH L UL RS Y LE v E2 L E T DR IE DN E
BB TH DN, EITHB I ORFBFINTRICHLTEH, YAy X EU+ Rt
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L OEBNE 5 I E SN2 — DD retrospective study DWW T HIZEBWNTH,
TPEEEIE B IS L, AV X B2 900mg/m2 % dayl 3L N day8 iz, K&
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BXWday8 iz, FEXFxE&/ 7T0mg/m2% day8 (ZFRNFLH- L, Zihva 3
BICKET LI HE - RS EE 2R D,
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