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A Randomized Controlled Postoperative Adjuvant Chemotherapy
Trial of CDDP+VDS+UFT and UFT Alone in Comparison
with Operation Only for Non-Small Cell Lung Carcinomas
——Second Study
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B | Vi HANEPMORB LSRN RS Tl 2 kM58 & L ¢, FEAGHBIATIE DGR YR
7oy LAEXTE IR AR VI B #2 o T B L2 Bk & L CCDDP+VDS+UFT#: 5.2 (A
F¥) 10941 & UF T k3% 5-8F (BAE) 10361 2 TR B phBE (C#E) 9861 & itk 3 SF D AE %
sz FREREET L 72,

1) & 3 FEFFRIZAR 71.2%, BE 74.6%, CHf 62.2% 7T, CEOTMTHEME
FRCIW LU AR, BEHELLICHEHEFZEETH YD, MHELBEBITROEFER»m BT 5
M DS A b5 4172,
2 ) ARG BB Tl AR BB VIR B, SRS 3E Cld Stagelll A, #HMEE CIRRIEIC B W
T, CEucCIbL, A, BEECTEFLHMET, 3HMSBLIUBCHEMIcHEEEZ»RDHLN
7.
3) 3B BOEREITIAR 32.1%, BAEF 32.0%, CH: 37.0% T, CHACELA,
BEOBREIIED 5 72,
U B ) PMTREFIC L RFREHROBEIE L2 I BRIFTH Y, UFTHIRIZ L 21
BB L ER R OB B L R X 17z,

(ifidg  34(3) : 297~306, 1994)
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I. @ELaI
T, T AR R DSBR S A I e dNA L )T, AN 3T B iA#
JINFHBRANTE (XA HR R, MU AR R 1o RS MRS RRDHESL R, ZFOBEFEREL — K EUEEL
L, BN ETRT I LI E N 7z.
% & X iz, Y IZadjuvant surgery & A —F, FE/NHRRATEEC BT B LR DR
NI D F Ll L - TEB D, Fihi
BRI RFEFERE 1 545 AN DI, & NG EAFE 2 R S LT
*  FURRRSEAEHEE (HEEA) BDBARTH 5.
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bbb IV B AHX D RENFLE2 4T 5> T
5 HEER CTHFFeAEME & /5 L, I8 UIBRTE o Mifi iR
B & R & L T MMCHtegafur & MMCH
UFTo it 2 = L, ik 3£ % CTEBFL
TeRAE R RRET L7z, F OFER, AXEIIER IR
B MHALER] & < 12N 2 B THENZEE2 L -
TMMC+UFT»EFZE#EE* "L EBEHTH 5
ZEERMELRY. SEIXE 2 RFRE LT, F
MBI & ATt B LR i T A > CDDP +
VDS+UFT#: & UFTHB# O 3 FiC L 5l
X B% (randomized controlled study) % £ L
Wit LEREOFHE L ZDEFRICDOWT
Witk 34 £ TORBE THET 5.

II. MR & Hik

V8 H A X O fidE T4 247 - T\ 5 37HiERRIC

BWT, 19854F12H L N 19884FE 7 H F T 2 4
8 » ARlc, EFEMEAED - H IR T,
BEARICREIE R OREER D 70 { FIl % HiAT S L7248
BT, MXFTHIIRERUIBR 2 R ER 2R E L
7z, BFFR X EEEH RIS & D BERpEREE Teli-
gible check# +471Tv>, RD 3FEICKHI L 7=,
AFEIXIR#% 1 ~ 38 ic, CDDP 50mg/m?,
VDS 2 ~ 3mg/body%#5 L, Nk, 1~ 2
AR TVDS 2 ~ 3mg/body % 2 E#% 5L,
o 238 L D UFT 400mg/day 1 SERE&E O
5, BEIFMHEL LI~ 3:8%L0DUFT 400
mg/day 1 FR#E N #5, CERHIFMTEIREE &
L 72 (Fig. 1). BIEFRISSA e (3B Y] 70 JLE, IRER
PHELLZIEELKREITL »AUNE L. %
RHEL, BFEROERFE - BRI R &
BWERH ORBEO I & L7z, FMArA, #Hf%
FRIAT RIS ISR AR A OWETEE 2 s L U
3 HE UIRETEE 2 R % IHHLK, ETHE 3%
PEE LB Db BTz L,
AT BB S5 L Bkl EIC i S .
HAFEORE LR HO—DIZMHANMA I B
IS EINIZ ETH S,

BFRETFDOREN OEIC T x2-test, F-test,
H-test # WA FFRDHEHEIZ I Kaplan-Meier
B %, MZE(Z 2generalized-Wilcoxon test %
iz, BIWEHDOREBIFE L RETT 5720, 5

I/ MBI 1 0 A B LR MR

5 2 KL
Fig. 1. Drug and dose regimen.

CDDP, VDS

¥ vDs vDs
o U 4 & UFT
A T T T
1~2w 1~2w 2w % 1Y
1~3w 5~9w
B Op. UFT
1Y
1~3w
Op.
C 4

CDDP 50mg,/m’
VDS 2~3mg/body Three doses in total (at intervals of 1-2 weeks)
UFT 400mg/day (P.0.) One vyear

M APz B BR 2503000/ mmBLLF, AR I ER #5300
J7/mm3LL T, M/MR 7 77/mm3LLT %% iR El
YERAD & L, GOT 100U LI, GPT 100U L
EERFFERERIERAD & Lo, 2, &38R
BHAIR - BELE - ONZE - BLLIEH - TR
DN DIER D & - 72 b D& HEIEIRA D &
L7z, #EHFa0A BoKHBEIX 5 %Ki (M) 244
BEAED SHEL 2.

. ReifE R

AFEIZ11561, BEEIZ108%10, CEEIZ100B0E
323BN A HERE S L7z A%, TEAREH AR 6 15,
B#ic 5%, CEic 26k D, A#E 1094, B
#1036, CHEE 98BI EF310% % AT X+ 5l &
L7z, BEEFIOMNRIZ ABECTIZIEE 2 61, .46
SEYIEERR IR (LU HEIE) 4 51 (il N Exfg 3 6,
R1<n2 1#l) &t 6 %1, BETid/INHaMIE 1
B, IE¥E 1B, A — x— 16, #IE 2B (KR
B WrEEE 26 DRt 5 BB L U CEETIX
NHBATRE 1B, A@IE 1B (B NERRE) DF 2 51
TH - 7z,

WA DM, b, AT, pT, pN, JHHEA,
R, HBIGEIC O EHMICRED XD - 72
(Table 1).

WERNZ2EETT 5 & AFEOCDDPO# 53
50mg/m?h% <, R\ T75mg/m2LLTF & % - T
Wiz, VDS TldkFAs3 mE5 3T H —E
2 2 Mo 5HIhAH L7z, —F, UFT%2 4%
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Table 1. Patient characteristics.

A B C Total

Entered 115 108 100 323

Ineligible 6 5 2 13

Eligible 109 103 98 310
Sex male 76 66 75 217 NS
female 33 37 23 93 h
Age means 62.2 62.0 62.6 N.S.

Histological ad. 57 52 43 152

type sq. 49 44 47 140
Ig. 2 3 3 8 N.S.

adsq. 1 2 4 7

others 0 2 1 3

pT is 0 0 2 2

0 1 0 0 1
1 51 53 40 144 N.S.

2 50 42 45 137

3 7 8 11 26

pN 0 78 76 74 228
1 14 10 15 39 N.S.

17 17 9 43

Stage 0 0 0 2 2

(old) la 7571 64 210
Ib 4 7 1 12 N.S.

11 10 2 12 24

111 20 23 19 62

Stage 0 0 0 2 2

(new) I 7571 64 210
I 14 9 13 36 N.S.

[IIA 16 21 18 55

B 4 2 1 7

R 0 2 3 1 6

1 6 5 5 16
2 86 78 76 240 N.S.

3 15 17 16 48

Curability™  a.c. 77 73 77 227
r.c. 27 23 17 67 N.S.

r.n.c. 5 7 4 16

* a.c . absolutely curative, r.c. . relatively curative,
r.n.c. : relatively non-curative

AR, BRHIIIEBRICHERE I, FAED9 »
AUEHEINTE Y, MEEMICEEZRD LN
ZeHr - 72 (Table 2). 19914F 8 Az 3 #4285 D
TRFEELFEML, 3FEHFEREIREILA. 3
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Table 2. Drug administration.

1. CDDP (group A:109 cases)
CDDP mg/m* 0 <50 50

>50 =75 =100

Cases 5 4 69 4 22 5
(%) 4.6 3.7 63.3 3.7 20.2 4.6

2. VDS (group A :109 cases)

VDS (course) 0 1 2 3
Cases 5 4 20 80
(%) 4.6 3.7 18.3 73.4

3. UFT (group A:109 cases, group B:103 cases)

administrated — - - . —_
Tnonths 0 3 3~6 6~9 9~12 12

Group A 11 9 12 11 29 37
Group B 4 9 10 9 21 50

Fig. 2. Survival curves of all patients.

(%)
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- tlicier2y
>
-
3
w
==== A :CDDP, VDS /UFT (n=109) Among 3 groups p=0.069
-— B:UFT (n=103) A vs C p=0.086
0- == C : Operation only (n=198) B vs C p=0.035
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Year after operation

FFEFTHOWBHHAEREITARTI. 4%, BHEHT
97.1%, CHETIB.O%TH -7z,

EHERIDEFFEREE A2 5 &, AFEIX71.2%, B
AEI374.6%, CHEIX62.2% T 3 HMICAEEEIZ
R b Nk - 728, MR A B LA R A TR
AFMHEMEEL ) RIFTH - 72, Z OMEIMIZAN
%6 » AREBE% L RS L, RIEROMEF AT
1% 3 412 L R 6 7z (Fig. 2).

HEHIC & 0BT 5 & FAARGEERIC 3,
FERBIERRUIERE) T & 5 & i B b
RO TFRIZTM BT L RIFTH - 7225,

SHMICABENEIZRBO L h - 72 (Fig. 3). #
MEHAR IR DWW A% &, 3BRMB LV
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Fig. 3. Survival curves of patients who under-
went absolutely curative resection.

(%)
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o
© 504
2
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Fig. 4. Survival curves of patients who under-
went relatively curative resection.
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BCERIIC A B 2= % s, MXHERRIBREI
FHOUEEI MM LR ERIBERITH 5 2
EhR&E N7z (Fig. 4). FEXTE9IRGR YIRS T
13, TR FHEN bR DRh R 13 AT Hh BRIt
L$ L LA LD Thd - 72 (Fig. 5).

WHEABNIC Z DEFHTEE A L & THITIE AR
FhEEIT e H - 72 (Fig. 6a), INEETIX CEEIC
WL B, ABOFHIS B TH - 72 (Fig. 6b).
11 A #A T3l B b AT RE O B AT R
T, 3FMB LUBCHMICAEEELZRO
(Fig. 7a). M BHAIZ D\ TIZFEFIE D D72 < Hl
B bSERRE DR RIC DWW T 62 Tl o 72
(Fig. 7b).

ALAEEL RIS A B & RE TIx 3 B B L U'BC
HRICEEELRO 2, ACEMIcAEZ=IZR
B»ieh - 72 (Fig. 8a). —7F, MFLEETIZA
FEMICAEZIIRS T, HBEBIRIIC A 72Tk
B bk D Eh I R RAE % 386 72 (Fig. 8b).

BB o 3T 5 MR B LR R O RE —— 3 2 RAFZE

Fig. 5. Survival curves of patients who under-
went relatively non-curative resection.
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Fig. 6. Survival curves of Stage I and II.

(a) Stage I
(%)
100
B:80.2%
8 Nu A T79.6%
© C:749%
1S
g 50
2
U:J ===~ A :CDDP/VDS/UFT (n=175) Among 3 groups N.S.
- B: UFT (n=171) A vs C NS.
0 === C : Operation only (n=164) B vs C N.S.
T T T T (Y)
0 1 2 3
Year after operation
(b) Stage I
(%)
100
L i,
_ : B:889%
(] L—1 I‘.
s e -
— ] [A— i A5TA %
T 50 1
= b 4C:46.2%
>
5
1) === A:(n=14) Among 3 groups p=0.098
— B:(n=9) A vs C NS.
0] =— C:(n=13) B vs C p=0.052
T T T T (Y)
0 1 2 3

Year after operation

) 2o SEIEERE RIS A B & pNO, pN1, pN2D
MU BN TLARBELRO LD - 72H%, Mtk
WAL EBATEDRBEOC BRI TH - 72
(Fig. 9).

B3R E2 BRES L BRI E L
72 h%, Witk 3 4E D BGE CIX A BERIC SRS o 2213
Bdeh o720, CEECHL, AR, BFOH
RFEHUED > 72, BRIALIZOWTIZARFTH
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Fig. 7. Survival curves of Stage IIA and I B.
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Fig. 8. Survival curves according to histological

type.
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Fig. 9. Survival curves in patients with pNO,
pN1 and pN2 disease.
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Table 3. Recurrence after operation.
Recurrence LoFaI Distant
rate (%) recurrence - recurrence
rate (%) rate (%)
Group A
(109 cases) 32.1 9.2 24.8
Group B
(103 cases) 32.0 12.6 23.3
Group C
(98 cases) 37.8 14.3 27.6

* Some cases have both local and distant recurrences.

Fri 3 D FEESEE IR WEENIC B - 72 (Table
3). GEIDWFFIFR & 7 - 72 5EFI D 5 B AETFER
12 BEE L 72 3B TR D FER 2 LRI A B &,

FETH T ABRIC KR E LR 132 W2 CREIC
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Table 4. Cause of death(within 3 years after operation).

dead cases,” cancer death double cancer Death from

group total cases (recurrent) (not recurrent) other disease unknown
1 *1
A 31,7109 27 (esophagus ca.) 3 0
B 26,7103 20 0 4 *2 2
2
C 37,798 30 (gastric ca., 4*3 1

other site of lung)

% 1 : cardiac insufficiency, pneumonia, suicide.
% 2 : cardiac insufficiency + pneumonia, asthmatic death (recurrent).
accidental death, unknown the name of disease.

% 3 : hepatic insufficiency, pulmonary insufficiency, pneumonia,

cardiac insufficiency.

Table 5. Side effects.
1.Hematologic (WBC, RBC, PLT)

(82255 None Appeared I'nczc%e)nce
A (109) 77 32 29.4
B (103) 91 12 11.7
(Details)
WBC (<3x%10%/mm?) RBC (<3x10%/mm?) PLT (<7x10*'mm?)
Gr Inci i
(Ca(;lelsp) None Appeared nczg/f)nce Appeared Inczg}f)“ce None Appeared
A (109) 83 26 23.9 6 5.5 109 0
B (103) 94 9 8.7 3 2.9 103 0

2.Liver function (GOT>100U, GPT>100U)

Group Incidence
(Cases) None Appeared %)
A (109) 99 10 9.2
B (103) 90 13(2) 12.6

3.Subjective

(%g%gg) None Appeared I“C}(o}oe)n ce
A (109) 25 84(6) 77.1
B (103) 41 62(4) 60.2

() :stopped cases

%<, RTAF, BEOIETH->7. Fi,
JEYEH) & A B & ATtk 3 [ T C #3061 (30.6
%), ARE 27%1(24.8%), B 201 (19.4%) &
FAT BB ER I e U AT i fl B LR B A TR L
eI A K, S LICBETIZABRICHLEE
B2 dr o 72, fT7, KBET 3 ~ 4 ZBOMIR
A d - 72 MR B LR R & 2 BIfER 2
JE R -CHETTIC B L 72 B MR sEBI D Rz R
72 LTg7%c A - 72 (Table 4).

BIER 2 A% B RDFEHERITARE 29.4
%, B 11.7% CTCBETH L ITEETH -

() :stopped cases

7z, FFHEBELL iz D W TIZ ARE 9.2%, BEE
12.6% DFEBFE CHMBIC KZII L - 72, Bt
HAREIR CTIZ AR 77.1%, BEE 60.2% & ABD
R ED 572, F/2, ANOBWEHL EE
b nidie <, FhE DEHIIRF O -5-5
HHETH - 7z (Table 5).

NV, & &

Bt B o A im L, fxiIT404F
TI3THEBEIN L 722, EIRER O L WITE RS
IETHVERRATRE & & 2 H L TR DS, b EELF
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HIT10%ICEB E 2o ds - 729, Eelic b s
JEICAHERNTH % L 38D 5N 72DIE, 19694F/1
HRLAEIE I X L CCPADRE 5T & ) S sh i
WERD LT Z LI hE F Y. i, FE/NHBaT
WE D BRI L T 10% UL _E oo =33
Ry A & L CIFM, CDDP, MMC, VDS,
ADM, VP-167 K "2BIT 5 115128 & 70\,

Z 15K 5 HCDDP, VDS H# F#EE T
Gralla 59%%46% & \» ) S\ W RBE L #HE LIE
B2 72ss, #EENEPEMIE TiX, B8P
EMEhFRE L7256 LT3 LT VEEWFRDY
™o T3P GEE, IR/ lalfiEicxt L <
CDDP?EIGLIKR, £ L LLET & i L TIb®
EOBNBFIIHE I L 725, IEapghRICD
WTE—EL2BEREIALN T W, LAaL,
BT LA #, %12 N2JE B o> J5 B il 4 & mi-
crometastasis o #i] ]l # H # & L T neoad-
juvant chemotherapy#sHZ Y A4t & 1L FEAR
DIERHMFE N T\ 5259, BIAE, ZoF A%
12 & T\,

AE], MXTHIIEIGIRYIERB % bR < 1ERRUU BRI
oMb s & L CCDDP+VDS+UFT
(A EUFTH R (BR) 2 F0F B IR B (C
) & itk 3 EE OB THEBRET 21T - 72,
MNREIFMIETH B Z &H 5 CDDP+VDSD
B BIIMATREL &IC & Sz, MR
HREHATO A, BEETIIFMESRO CEICH
LIt 6 » ALUREEFERTENLTEB ), ZDH
M & ICAEXBER YRR B L OV ILH - A
HIEBICHH L Th - 72, Tobb, FATEM
1z Mo Ui Bh AL 29 o0 A B M L3 AR 5 ARG
MLz #55 RIAT 2 AHX B9 IERR F 1o AT L 72
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I - AN EFELZWHET L L TRO S
Z Rz, S EIDBENRER Y S iR b
HEFT T Tl o IR T & T R R il
RINEBIER ORIE £ TERIc L, ITHILL Eo
/M B D VAR UIBRTE T L BEHOHRIT,
FHROCEEICERATHEZ 2RI, 56
iz, B LEEE o - b1, CDDP+
VDS @A+ Tho722 b —HEL T
# 2 L1555 CDDP+VDS+UFT#E 711k
PR L X b, URTHEMBEEOF A RER S
7z Z LidRe CHERER -, UFTIZSBED S
-FU SRR B ) IA F 1UEBEBIRE WA
I N BHEH EH|ESI N T 2107, ZrEEME
& 1c %4 5 UFT @ phase I study T1325.1%
DESNEE &R LY, Mg L TS Tl
B, BRNE28.6%~6.3% & T HEMEN D
218 SEDOFAE L D UFToM#% 1 F Mo
5-1%, MRDJHATOERESCH/NESRICH L
THEEBERAZRL, EFENEFIZHIL-> T
WD ZEEREL TS, MG I IREIC
ZDFRMEDIRE N2 2R BRI T L RS
BB T % ) DFIRITREN S L DOFHED
BN, 51%, ERlE Bl TERTL 720,

SR DB FPMEOUFTHORREIZEH &1L
LZRETHY, & L BYE HEKE % RET
TEHTFETHY, & & izstage I MBREFIC XT3
DR HEE s URFTHE MR SO KRR B
L UER U BR % O pN2 (pIl A) FEBI 12 XS 9 5
UFT #5833 L CDDP+VDS+UFT#
SR BB 2 1TV, & D BB b
OB 2T TW L FETH 5.

rEaaR
AR G FERAEMTERE AT SERT - MERErat
FIH B &)

£=) B SRREESRL - 58 150
B RRKFEREBER
B EF STRCKRFEERESES - 8 150
IWHE #HE 7]
B ENRI R REEE - SR
Iz B— EEREERERY: - 8 14

FEAT 2 S ILEREERIRHATEIREE - Badk
e 2 Ei % 155
Bl ANEEARESIREE - SR
M Bk WEERERY - 82 5
H D MEERERY: - R
EeS B WEERKY - F 2500
e 5L3C 7]
ZH  HEE] 5]
B . Ruhrlandklinik
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A Randomized Controlled Postoperative Adjuvant Chemotherapy
Trial of CDDP+VDS+UFT and UFT Alone in Comparison
with Operation Only for Non-Small Cell Lung Carcinomas

——Second Study

Masao Tomita, et al.
Society of Adjuvant Chemotherapy for Lung Cancer Surgery In West Japan

A multi-institutional cooperative study was carried out in Western Japan to examine
the survival periods and side effects of postoperative adjuvant chemotherapy between
CDDP+VDS~+UFT and UFT, in which curatively or relatively non-curatively resected
patients were randomized. The effects and validity of postoperative adjuvant chemo-
therapy were evaluated in terms of the 3-year survival rate as compared with those of
operation only.

1) A satisfactory 3-year survival rate was obtained in both groups in which postoperative
adjuvant chemotherapy was performed compared with the operation-only group.
2) Postoperative adjuvant chemotherapy was effective in stage Il A, in cases of adenocar-
cinoma in which relatively curative surgery was performed.
3) Recurrence rates 3 years after surgery were lower with postoperative adjuvant
chemotherapy as compared with operation only. In particular recurrence was lowest in
the UFT group.

Thus, postoperative results were better in patients who received adjuvant chemother-

apy. Postoperative adjuvant chemotherapy using UFT alone was also effective.
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