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[ Abstract ] Background and purpose: Malignant tumors often relapsed or metastasized after first-line
chemotherapy and needed second-line or above treatment. We conducted this study to define the maximum-tolerated dose
(MTD) of lobaplatin with fixed docetaxel for Chinese patients in previously treated solid tumors. Methods: Escalating
doses of lobaplatin with fixed docetaxel were administered in a modified Fibonacci sequence. The initial doses were lobapla—
tin 30 mg/m” and docetaxel 60 mg/m’, respectively. Escalating doses was 5 mg/m’. The regimen was repeated every 21 days.
If no dose-limiting toxicity (DLT) was observed, the next dose level was applied. The procedures were repeated until DLT
appeared. The MTD was declared to be one dose level below the level at which DLT appeared. Results: Seventeen patients
received fifty—eight cycles chemotherapy at lobaplatin of level T (30mg/m’), level T (35 mg/m’)and level TT(40 mg/m’).
Cases of complete response (CR), partial response (PR), stable disease (SD) and progression disease (PD) for the whole group
were 0, 1, 10 and 3, respectively. Response rate (RR, CR+PR) and disease control rate (DCR, CR+PR+SD) were 7.1% (1/14)
and 78.6% (11/14), respectively. The most common toxicity was leukopenia. Three DLTs occurred in 3 patients in the whole
group, including 2 DLTs in dose level Ill. We declared thus level 1l was MTD. Conclusion: MTD of lobaplatin in our re-
search was 35 mg/m” combined with fixed dose of docetaxel. This combination regimen was well tolerated.
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EEBRAIHT RS, 200 10N
Wkt , IR~V . AbrifE: 4FEN
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201245 H—20134F 11 A2t A i ) A
B B Wi 0 0 PR SRR g s 17401, b 55 9
), ZrEsfl, Fikh4a5~75% . HrrAE/h i
Hﬂfﬁ:’ﬁ(non small cell lung cancer, NSCLC)1 1], /N
?H}ﬂ@ﬂfﬁﬁ(small cell lung cancer, SCLC)Z@U , H
g2, B, TR S L] AR S
a1l MBIEE 200 VIEE 1401 ).

1 BE—RAR

Tab. 1 Patient characteristics

Characteristic Number
Gender

Male 9

Female 8
Agelyear

Range 45-75

Median 62
Stage

A

B 2

v 14
KPS

Range 70-90

Median 90
1.3 FHik

1.31 &I 7k

B E R 2V SRR A LY
WAERARAT, 20 mg/3%)#60 mg/m’ il A
#1250 mL 1% 5% % 45 5 b 5 B I w0 ko 7
IR RO AT s IREN0W E
K2 E R 25H BRA R, 10 me/ii) B FS A
5 mLICR T IR, FEATA250 mLIY 5%
EPERR R R ER 2 h, 2R BRIREA,
2/DSEM2A A, IG9T B g s AT
it 32 (AN R, feZe b oA BT o
1.3.2 )ik 3 B 5] 2 PR 24 (dose—limiting
toxicity, DLT)## 2

Rk BL i Fibonaceit: '®), WA AT B
930 mg/m®, A5 mg/m’UEATHLIALSIG, HE
WG Y 42323697, 2034 MR 21 22 =5 55
WA, R ZEDABIGIEE, RS R3
B TCDLTHEL, WIS 1R, AT
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tolerated dose, MTD), DLTE X . DI
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133 #FEAFE

AN R PEB K HE Common Terminology
Criteria for Adverse Events v3.0, W FHJRECIST1.1
PEAT I WO VT R RS AEDLT M
S (B AR YT 55 1 R TT fin — 1 226 340 il 914k
TR B A I 1) B s34, BT 24
WS AT RO o ISP RO s e
ﬁ’éf:(complete response, CR). %Kﬁ?}%ﬁ’%(partial
response, PR). $fRfasE (stable disease, SD)
%ﬂﬁﬁﬁ@(progression disease, PD), HE
K (response rate, RR)NCR+PR, %Kil %
(disease control rate, DCR)?{]CR+PR+SDO
1.4 KA

KWL E A IR EEDT, FrA B R
VI E AR BT #UE20144E5 7, B
J5100%
1.5 HKitHabE

s T R FHSPSS 18,08 kA7 58 14>
Br, “KHKaplan—Meierik 158 85 5w UE R )

[#] (time to progression, TTP),

2 4 R

21 HIFrAYERER

1701 8 35 AL 5 ) S8 A B Ak T, Ak g7 JE 40
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SERAA ALY, 4 B o e RIS .
el , 140 PEN TR, 1761 PR A
R
2.2 MTDBYHEE

MALTT LA 77 1% 40 30 me/m PR, 43
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F 2 AR (F62) . LAVEH1 30 mg/m® A 4134
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A B ANREMT 372, I, #3240 me/m’F &
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PEM TR, HPPR 144, SD 644,
F11.1%(1/9), DCRF77.8%(7/9).
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Tab. 2 Dose escalation level of lobaplatin and cases

PD 2f5; RR

Level Case Lobaplatin (mg/m’)  Docetaxel (mg/m’)
I 3 30 60
I 10 35 60
11} 4 40 60
24 FERRR
241 MRFHME
AN RSN S BE A o 2 e 2D

KA 82.35%; *‘f&*ﬁﬁiﬂ@ﬂ?“?ﬁi%ﬂy

58.82%, I, IV 2 Pk 20 i s /> &
R HH29.41% . 11.76% ﬂuki%ﬁ
58.82%; ML/ MBS/ K A5 046.2%, Forp 4%
MRS A %588 %(323)
*3 BHEESFEHAMNRFESY
Tab.3 The hematologic toxicities
[1(%)]

Item 30 mg/m’ 35 mg/m’ 40 mg/m*
Leukopenia

0 1(33.3) 1(10.0) 1(25.0)

[-n 2(66.6) 6(60.0) 1(25.0)

I 0(0.0) 3(30.0) 2(50.0)

v 0(0.0) 0(0.0) 0(0.0)
Neutropenia

0 3(100) 3(30.0) 1(25.0)

[-1 0(0.0) 2(20.0) 1(25.0)

I 0(0.0) 4(40.0) 1(25.0)

v 0(0.0) 1(10.0) 1(25.0)
Anaemia

0 2(66.6) 4(40.0) 1(25.0)

I-n 1(33.3) 6(60.0) 3(75.0)

1] 0(0.0) 0(0.0) 0(0.0)

v 0(0.0) 0(0.0) 0(0.0)
Thrombocytopenia

0 2(66.6) 7(70.0) 2(50.0)

-1 1(33.3) 3(30.0) 1(25.0)

I 0(0.0) 0(0.0) 1(25.0)

v 0(0.0) 0(0.0) 0(0.0)
242 dEdik FEMN

R T~ 1T 20(3R4).

25 HEGFEHH

S mWBEY, KRR T RE N E
ROl A BETAITTP 132 d(95%CI :
42~223 d, K1), NSCLCEZHATTP N
177 d(95%CI: 100~255d, [¥2).

x4 EMEFH
Tab.4 The non-hematologic toxicity

[n(%)]
Item 30 mg/m’ 35 mg/m’ 40 mg/m®
Diarrhea
0 3(100.0) 9(90.0) 4(100.0)
-1 0(0.0) 1(10.0) 0(0.0)
m-v 0(0.0) 0(0.0) 0(0.0)
Phlebitis
0 3(100.0) 9(90.0) 4(100.0)
-1 0(0.0) 1(10.0) 0(0.0)
m-v 0(0.0) 0(0.0) 0(0.0)
Fatigue
0 3(100.0) 6(60.0) 3(75.0)
-1 0(0.0) 4(40.0) 1(25.0)
m-v 0(0.0) 0(0.0) 0(0.0)
Nausea
0 3(100.0) 9(90.0) 2(50.0)
-1 0(0.0) 1(10.0) 2(50.0)
m-v 0(0.0) 0(0.0) 0(0.0)
Vomiting
0 3(100.0) 10(100.0) 4(100.0)
-1 0(0.0) 0(0.0) 0(0.0)
m-v 0(0.0) 0(0.0) 0(0.0)
Neuropathy
0 3(100.0) 9(90.0) 3(75.0)
-1 0(0.0) 1(10.0) 1(25.0)
m-v 0(0.0) 0(0.0) 0(0.0)
Edema
0 3(100.0) 10(100.0) 3(75.0)
-1 0(0.0) 0(0.0) 1(25.0)
m-v 0(0.0) 0(0.0) 0(0.0)
Ast/Act
0 3(100.0) 9(90.0) 4(100.0)
-1 0(0.0) 1(10.0) 0(0.0)
m-v 0(0.0) 0(0.0) 0(0.0)
Bun
0 3(100.0) 10(100.0) 3(75.0)
-1 0(0.0) 0(0.0) 1(25.0)
m-1v 0(0.0) 0(0.0) 0(0.0)
1.0
2
=
E 0.8
e
e
.g 0.6
% 0.4
=3
8
Q
,E 0.2
0 100 200 300 400
t/day

B 1 ZABEEFRNRSSALLSERTENLHRETE
Fig. 1 The TTP of solid tumor patients treated with lobaplatin

and docetaxel
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Fig.2 The TTP of NSCLC patients with lobaplatin and

docetaxel
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EEN S IR VE FPLHIARRL, @B -GG
FPt-AGHENAZ X %45, BHIBTDNA WY S il F %
SER AR, TR AR R . KA 2R
12 P E ORI TP 7 AR
PR — B 07 FH 9% 4 A9 57 5 30~50 mg/m?®, HLZY
“H50 mg/mQ, A HZ5 430 mg/mz, RF3~4JE T
520 R HRI AR TR A R T ~ 1T
WIS . AR REN S 2 EEEEA Y
EIHTIRAE R ), JF H LTSRN T2
PSR A . I, TR TIREEE
ZVEEREEN T WG ROT 7T, US40 7E
P SEWE Ll s N % =

AW ST 45 DLT th A5 3 45) 2 A 2 o o /D>
SE, AR A A 5T HiaE i ™ 5 I RO E -
ZAE AR R, A1 RZ(50 mg/m®) M~V
9% 1M /IR ) R A R N 26.0%~72.7% 1
MWW A T, KM HIEZ N
30 mg/m?*, M~V i /s 2 /Y % AR H
5.09%~23.8% 27 AR T2y, NI,
FRAT 2 R i /N A ) AR S AR
A o AHEIE S BB SE I N 30 mg/m?
35 mg/m’, 40 mg/m°4l, M~V 2l /M /> %
HEZNS5.9%(1/17), AWFFERISE =T 3
5EAR I, H I~V i/ Mo 2> & A R 4K F
HZhygan, Mg/ & 4 F40 mg/mzéﬂ ,

WU SE I /RIS D> & AR R ISR A G, A
R R ZHON RN RSP, XA R
SR 28 WHIE IR Y7 AL BRI REITUR WK &2 155, T 527
PERSLT, TCIRYTAHOGHESET

AWF5EEA, RRAT.1%(1/14), DCR
H78.6%(11/14), FENSCLCH# H, RRN
11.1%(1/9), DCRNT77.8%(7/9). fifi % k&
2 L2410 T B IR A1130 me/m BEA £ 76 K B
75 mg/m> —ZRIGFFNSCLCIIRR M 26.7%(4/15),
DCRK 73.3%(11/15), 3K 54 ) 4238 19 411
30 mg/m BR G 2 PEEAZEETS me/m™IRYT B IR
2y I L KRB R R A54.8%(23/42), DCR
$180.9%(34/42), SAMIFRRIAZERZ, %
JE IR AT e A ds . OFLARIE M 28 7 AU U]
WAL TNSCLC, AMFFEALLMN FEIENSCLC;
@FENSCLCIRYT Y, ARMFFRAL & — s =&k
SYRY R, A S A A T NS CLCHE 5T 34
HZBIRYT o BAMM S DCRYS P 1Y 4l
F—3 P

TENSCLCE AT, AR5 AiTTP N
177 d(95%CI: 100~255 d), Weiss% ‘2 4558 T
M ANSCLCI) —23R97 , s fbyr 2 =2
TBITNSCLCHITTP N 55~87 d, F A=K H T2
T i A R VB 71 3R] — 23R ¥ NSCLCHYTTP
48~108 d, SAWFFATTPR W2, FHA
R 27% (311 =2, Hik, g
RRIBSEHFOITTPRE , AWFIE L5 RIS A
BB

ZE LA, AR IEAIMTD 435 mg/m’,
FoK, ZIWERE N0 mg/m®, FH1K, H21K
HE . KA 2V SR RIRIT 0T ) it
JE ) AT S AR P 22 s v, B AR KRR
N, JFRR TR R B, FATIE
6 FH I ) s A T — TR R R T AR sY, DA
P T RO 4k

(& % X Bt
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