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ANATC:

PTX(200mg/m2)+CBDCA(AUC=6)
INENATC : PTX(175mg/m2)+CBDCA(AUC=5)
DTX(75mg/m2)+CPA(600mg/m2)
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LKA MK ORITER

TCi&i%k (FEihviBakhHiA )
PTX 200mg/m? day 1
UNDUBFE)L)
CBDCA AUC 6 day 1
(RIVINTSF /)
g 21 days

B TCEX SHRMEEHE: 100n:s (61%)

B SHRUIXEE . 150LUI KXY

B NHOABIDERSIE (OFmEs: 1066m5%
PTX — CBDCA : 105n:% (99%)

CBDCA - PTX : 1hEE® (1 %)
L X MR ORGSR
TCi&i% (AEhMRARRHMHIA )
B NHOARDKRSE
PTX @ sk EL PTX @ it
225 mg/m? 2 100mg/m? 3
210 mg/m? 10 90mg/m? 3
180-210 mg/m? 2 50-90mg/m? 1
200 mg/m?4 63 80mg/m? 5
180 or 200 mg/m? 2 60-80mg/m? 1
175-200 mg/m? 2 75mg/m? 1
180 mg/m? 7 70mg/m? 20
175 mg/m? 2 40-70mg/m? 1
160 mg/m? 1 60mg/m?l 5
140 mg/m? 2 45mg/m? 1
135 mg/m? 2 40mg/m? 5
120 mg/m? 3 35mg/m? 1
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TCi& (EVBRED A )

B ROARIDESE

CBDCA O TR AN CBDCA © s
AUC 6 60 AUC 3-5 2
AUC 5 -6 8 AUC 3 9
AUC 5 or 6 3 AUC 25 1
AUC 4 -6 e AUC 2 14
AUC 5 25 600mg 1
AUC 4-5 1 N 3
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258 (meg body) =B AUC X (GFR+25) Loyt et
L XA MRH ORGSR
TCiE & (FEIhFRRARhHIA )
PTX 200mg/m? day 1
CBDCA AUC6 day 1
g 21 days
B RHABRDERSH
PTX heshsy | | CBDCA R AN
day 1, 8, 15, 22, 29, 36 5 day 1,8, 15, 22, 29, 36 6
day 1,8, 15 o4 day 1,8, 15 4
day 1, 8 2 day 1, 8 1
day 1,15 5 day 1, 15 4
day 1 100 ||day 1 131
B3 2 B3 2
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PTX 200mg/m? day 1
CBDCA AUC 6 day 1
g 21 days
m 5NN
1 U5V iR S AV =
57 days 1 21 days T3
49 days 1 20 days 1
42 days 3 17 days 1
36 days 1 14 days 4
28 days 36 [ days 2
28~21 days 9 N 2
LXK ORISR

IPii& (FviiRalhHiA )

CPT-11  60mg/m? day 1, 8, 15
CDDP 80mg/m? day 1
q 28 days

B PEE SRERK . 1821% (73%)

B SRUIXAVHEE . 186U I XY

B RADARDERSIE (O=HE:E% : 16358
CPT-11 — CDDP : 1453 (89%)
CDDP - CPT-11 : 170hE5& (10 %)
}Bg oo1resR O 1%)
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BAMEZR MOAZENDTC RSV (Q20105FHR)

(JF)\#iiaimiE] Stage IV KeFsF)iliitn'Av 20104108

SO MATREEBINIPS2BBICXT LTI TS F I REHBZERETNTD
B
Q@PS2ICXT I RDEIUHRTEBEIHAOIET Y RFZ LWNEH. TSF T REIHA
BEEODBUNIRESNDPS2BBICXT U CIEIHRNERIERINHEEIND
(A

CDDP 80mg/m?, on day 1
CPT-11 60mg/m? onday1, 8, 15

qdw| [XENBERS U]
CPT-11 - CDDP O&t#k’sL

25

CERZUMBRRMDIA]  2011E38 (201 3FRTEREERDOAR)
ERE)HRMEICXT T DIEFEE

c. PSO-2MBBICIEIRTSFUHEBEA ) TAHAIUDHEESND A,

c. BAETHMONIEPEECYRTSTFV+1EE1 ) /FHY (P)EDLLEsiEs
(JCOGO511)DfER. PINBRICEFIEEIERIDCENTRENTE (EF
HARSch B9 44 Bvs 1287 8) 9,

Ref 8. Noda K, NishiwakiY, Kawahara M, et al. Irinotecanplus cisplatincompared

with etoposideplus cisplatinfor extensive small-cell lung cancer. N. Engl] Med
346:85-91, 2002 (Il)

Treatment Assignment and Drug Administration

The regimen of irinotecan and cisplatin consisted of four four-week
cycles of 60 mg of irinotecan per square meter of body-surface area
on days 1, 8, and 15 and 60 mg of cisplatin per square meter on day 1.

CPT-11 - CDDP Oie#kislL
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JCOG9511 (GABRHER)

HERIUNBIRMME (ED-SCLO) [CXIT 2R /THY+IYRTSF
VEIRRY R+YRTSFVOFEMBEFBICLEERER ]

<CPEE vs. EPEE>

ARt (CPEL) CPT-11 CDDP
60mg/m?2 60mg/m?2
Day1. 8. 15 Day 1
4B 40—
Bt (EP&EAL) Etoposide CDDP
100mg/m?2 80mg/m?2
Day1. 2. 3 Day1
PCE403—-2

CPT-11 - CDDP OscEoL

LPXMpoth  IPEiE (RN A )

CPT-P; CDDP 80mgm™ day 1
? -2
St — CPT-11 60 mgm™= day 1,8,15
q 28days
ECOGPS | B ,
(0-172) §- VDS-P: CDDP 80mgm™ day 1
Stage 3 VDS  3mgm?2 day 18,15
(HNB/1V) ‘E g 28days
Institutions | ,|CPT:  CPT-11100mgm day 1,815
g 28days

Figure 1. Study design. Patients enrolled were randomly allocated to receive CPT-P, VDS-P or CPT, after
being stratified by PS, disease stage and institution. CPT-11=irinotecan; CDDP=cisplatin; VDS=vindesine.

Treatment schedule

In the CPT-P arm, CPT-11 was given intravenously (i.v.) on days 1, 8 and 15 at a dose of 60 mg m, and

i CDDP was given i.v. on day 1 at a dose of 80 mg m2.

CPT-11, diluted in 500 ml of normal saline, was administered by i.v. infusion over 90 min. CDDP was
administered i.v. as an undiluted solution and infused for a period of 60 min with more than 2600 ml of

| hydration and a diuretic before and after administration. In the CPT-P arm, CDDP was administered
| after the CPT-11 infusion.

_______________________________________________________________________________________________________________________________________

S Negoro et al. Randomised phase Il trial of irinotecan combined with cisplatin
for advanced ngpysmall-cell lung cancer. BrJ Cancer (2003) 88, 335—-341.
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CDDP 75mg/m? dayl
PEM 500mg/m? dayl

REOTHEL LRI LYRER, VBIR2OBREETD

CDDP 80mg/m? dayl
DTX 60mg/m?2,dayl

CDDP 80mg/m? dayl
GEM 1000mg/ mz,day1,8

CDDP 80mg/m? dayl
VNR 25mg/m?,day1,8

q3w

q3w

q3w

CDDP 80mg/m? dayl
CPT-11 60mg/m?,day1,8,15

il

CDDP 60mg/m2,day8
5-1 40mg/m? bid ,day1-21

J

BRI EE SR

[BRMEZE ME2EN1 FS51Y2013FM] KD

g4-bw

39

LXK ORISR
IPEi% (EvilRalbHIA )

CPT-11  60mg/m? day 1, 8, 15
CDDP 80mg/m? day 1 q 28 days
B hHhAROERSE
CPT-11 e e
80 mg/m?2 95
&]0) mg/m2 161 80~60 mg/m2 6
50~60 me/m?2 1 80~50 mg/m? 1
80 or 60 mg/m?2 2
2
80 me/m L 60 me/m?2 57
40 mg/m?2 1
25 mg/m?2 1
20 mg/m?2 1
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CPT-11  60mg/m? day 1, 8, 15
CDDP 80mg/m? day 1 q 28 days
B Y ABIDERSH
CPT-11 iR CDDP MEER L
day 1,8, 15 149 day 1 161
day 1, 8, (15) 2 day 1, 15 1
day 1, 8 9 day 1, 8 2
day 1, 15 1 day 1,8, 15 2
day 1 5
B >5-=/)\)U
o AN MEER L A A=)\l iR
28 days 133 20 days 1
28~21 days 4 17 days 1
21 days 15 ot 7AW 12
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