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This study was carried out to evaluate the effects of carmofur (Mifurol®), = masked compound

of 5-fluorouracil (5-FU), in preventing postoperative recurrence of urogenital carcinoma, (especially

in bladder cancer). Carmofur was given orally at the dose of 300~600 mg/day to 134 patients

(90 males and 44 females) after the resection.

Out of 134 patients, 121 patients were evaluable and

the rate of their recurrence was 10.7%. The rate of cumulative nonrecurrence for 65 patients it

was 96.0, 73.0 and 60.8% in 1, 2 and 3 years, respectively. The group of curative resection de-

monstrated a higher camulative nonrecurrence rate than that of noncurative or palliative resection

group.

In considering the resection methods, transurethral resection of bladder tumor group

demonstrated a higher rate than partial or total cystectomy.

The average concentration of 5-FU in serum was 0.65 pg/ml at 120 minutes after oral

administration of 200 mg of carmofur.

was higher than that of carmofur.

Moreover, the concentration of 5-FU (15~ 35 pg/ml) in urine

The rate of side effects that appeared was 19.6%,. The side effects were hot feeling (12.2%),

pollakisuria (4.3%), anorexia (4.3%), an antabuse-like reaction by drinking (3.8%,) and so on.

These results were similar to those already reported.

Key words: Carmofur, Bladder cancer, Recurrence rate
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bhbhilh b0 5 bIEEERI X 2BRTFH%
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B, AR EYHNIEI R TV B carmofur
(17 r—2°) & URBRIES OHSBIC2ERRE &
LTRIMERA LT E R DV THRET 5.

7e¥s, carmofur (3 7w — %) XD
R P40 0z X B F, (LAY OWE (LR
wlbh (FEBE~TA8 VT Rae 5-FU g8
BINB? fob, M« U v - BEASPIRE
BEL, OB ERD LW SRR TW 3
VbR T3,

X & E H

SHRIEBNL 198245 4 Am 1985427 § ¥ CO 348 3
# AOMARRCSR LI IBR S WTZ2 L
1834 (BH:1304, Zik5345), Fis32~85%% (B
65.65%) Thotc. R ITREDGE 134 61, 526
B, RGP, WIS 66, o1t (BEE
30, REBERE 3O, B30, BAEE 24 %
I 1 B, RS 1 B) TH-7% (Table
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D).

S EVIFEARR D %05 - F-BERER 134 Blic o\
Uiz #iiskBIEE ©k TUC 24 % &% TUR-Bt
B8OBY, O\ TRIERAT05, WSERMITH, FEF
WL, 788 6 6. HRHBEE BICIRiBRESOM, JERER3S
B, B 6B/ ETH ot (Table 2),

RRREAE

AR DB FEEA Sl X » carmofur 300~600
mg/H (3 78 —1® 3~680) % 3ERSTEAERE
HARO®RE L.

JFRIAY W 1X carmofur B & 2 Lichs, bk
BFAL A LB EH 5.

REE LEERTFORER

1. #5858 (Table 3)

| AB5ELE LT 300 mg 708 &40 52.2%
%, 600 mg (35801 (43.3%) THote. MG
T 300 mg H&5-h456], 400 mg Br5%in% C516]
(63.8%) & TUR-Bt iz 600 mg LIFO#GEDE

Table I. Sex and age distribution of the patients group
in various urogenital carcinoma
(No, of patlents)

Sex Bladder Kidney Ureter Prostate Others Total
Male 90 20 3 6 1t 130
Femal 44 6 1 0 2 53
Total 134 26 4 6 23 183
Age

<40 3 1} 0 0 1 4
40~ 3 4 0 0 2 9
50~ 37 12 0 [ 2 51
60~ 28 5 2 2 4 41
70~ 49 3 2 3 3 60
80~ 1Al 1 0 1 1 14
Unknown 3 1 0 0 0 4
Total 134 26 4 6 13 183

Table 2, Operative method and object of surgery

(No, of patients)

Object

Method Curative  Noncurative  Palliative Unknown  Nonsurgery Total
TUR-Bt 40 27* 2 1" 0 80
Total cystectomy 12 0 1 / 0 20
Partial cystectomy 6 6 | 4 0 17
Not done 0 0 0 0 11 11
Unknown 1 2 2 1 0 6
Total 59 35 6 23 3] 134

» 1 2cases=TUC
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MEM ot EREERIT LM ORI Th i 300
mg, 600 mg HEIEHTH -7

2. Grade Fl¥LE (Table 3)

Grade 2 » 64 ffl, grade 3 »%45 I CTHE 1094
(81.3%) :%h-7oh, 300mg 534 <, 600 mg #
LCHE CEATD - .

3. HEMPHESE (Table 3)

#5567 ARBGOEFH 6 & %\ HifkEER TH
D, 2ELHER LI TH - . EEBII
1% 300 mg & 600 mg & & UERIAER LR

4. MR G 53R

MR L BEARDOH Y #EEL T TUR-Bt
T2EU LR G 1TH, 3ELEOEEHS 841
(10%) Hotc. HoERMEIC b 24 EOF L4
N2BB -t BHEESNT TUR-Bt SEFCLh -
fe.

BB 134 B0 5 BLIEFMHI 1613 X OHHRis5 &
o2 st Lic 121 flie oW TR B RO EE
&% E TUR-Bt C80BIR106] (12.5%), £k
fepici19BF 241 (10.5%), I EIRMH 1781 1
Wl (5.9%) Th -7z (Table 4).

TUR-Bt FIOBRECIE 1 7 = — 1% 2 Bl 05
%, BRI BRBEPHFCER L 1 flk X0
5.8 H, S8HEEIEAD»HRIEL, BR LA 2428

Table 3. Dose of Mifurol and operative method,
grade, administration periods.

(No. of patients)

Table 4. Prognosis and dose of Mifurol,
operative . method, object of
surgery

{No, of patients)

Recurrence or Metastasis )
Unknown Total

Dose Positive * Negative

300mg 3 59 1 66
400mg 1 5 0 [
600mg [ 43 0 49
Total 3 107 1 121
Operative Method

Curative 5 53 0 58
Noncurative 4 30 1 35
Palliative 1 4 0 5
Unknown 3 20 0 23
Total 13 107 1 121
Object of Surgery

TUR-Bt 10 69 1 80
Total cystectomy 2 17 0 19
Parlial cystectomy 1 16 0 17
Unknown 0 5 0 5
Total 13 107 i 121

Method 2% 300mg 400mg 600mg Total
TUR-Bt 45 6 29 80
Total cystectomy 10 0 10 20
Partial cystectomy 9 0 8 17
Not done 3 0 8 1
Unknown 3 0 3 6
Total 70 6 58 134

Grade
Gy 0 0 0 0
Gy 3 1 7 A
G, 38 3 23 64
Gy 21 2 22 45
Unknown 8 0 [] 14
Total 70 6 58 134

Periods {Months)

<6 37 1 2 83
6~ 13 1 1" %
12~ 1 2 L] 8
18~ 8 1 9 18
4~ 3 0 1 4
30~ 4 0 4 8
36~ 4 | 3 8

Total 70 8 58 134

* [ After administration of Mifurol

EEhT5.

BEREHRDO FE (Table 4) 2>\ Tk 300
mg B5BITCe6HIF 6 F (9.1%), 600 mg HEHIT
12495h 6 B (12.2%) Th-t-.

Ibk, RBENEROFE (Table 4) TRER
5860 5 B (8.6%), FETERE35BI+H 461 (11.4%),
ERESHIR 18 (20%) RERYRD:. BEfcs
I AERBIA I - T

DEE, #i2 H A LIRS B X hic6SER
12oAT Kaplan-Meier ¥ X - CRBEIEERRY
Rte, 145, 24, 3EORPFEERRILRLH
96.0%, 73.0%, 60.8 % CTHote (Fig. 1). izl
SO OFRETFHeAS L,

1. MRFIREEERR (Fig. 2)

UEBRBIEERRIT TUR-Bt §IT76. 9%, 54
B+ BB EIRMHIT6L. 1% Th %, %¥i TUR-Bt
Fo 3 ERHIEFERRIT64. 1% Th -1

2. Grade PIRBIEFRE (Fig. 3)

Go~ % I 8, Gy % Il Bl CAhBEL2%
ERFEESERIT I ®BT70.7%, 11 BT75.0%, 34
it T $¥$53.0%, II B75.0% Ch - 1.

3. RIBENRBIEERR (Fig. ©

BERG, BRI 24, 3ERFIEFTRERIEh
*h79.7%, 61.5%THY, BRADORRIEFRERN
E?ﬁ‘o‘fc.



PR « (34>: Carmofur « BEEE - BREK 299

100
~ (96,0)
s
2
- A
@ (73,0)
g
g (60.8)
3
(4]
e 50’-
<
o
=
3
2 )
'S i
©
>
g
3
n " " " " n 1 n " " 1 " " n " n 1 " n 4
1 2 3 (Years)

Periods after operation
Fig. 1, Cumulative non-recurrence rate in 65 patients
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Fig. 2. . Cumulative non-recurrence rate at different operative methods
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ABREE 6 B2 o\~ T carmofur (3 7 r—1%)
200 mg 5, 304y, 604, 904, 1205k
L, Bbhi-MiEho s 7e-— AESE L O 5-FU
EEY chemical assay (JRICCHIE L. 6 FOFH
13 5-FU R 5\ T 30434 0.09 meg/ml #7R
L, DASS#iRMEMT, 12042t 0.65 meg/ml & Bl
FRLE. I 7r—-AESMEAT vAREB L
(Fig. 6).

R B R E
9 ADBHE carmofur (I 7 = — 1% 200 mg %
FOBE L, #4ORMcERE LR 2WTRPO
: 7 m—A4rEs KO 5-FU % chemical assay
B THELCHER HmkLlTive—AEFLY

Z\s 5-FU e (15~35 meg/ml) %= L1 (Fig.
7).
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Fig. 6. Concentration of 5-FU and Mifurol in
serum after oral administration of Mi-
furol (Mean of 6 patients)
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SRABHWERDRD bhiz. BIfpBO#ERIL (Table
5) kAT, REHP4.3%, #K2 2%, BERAE
1.6%, HLBERE LTRKTIRE. 3%, Ef1.6%,
BB THRRRO. 5%, B « WBH0. 5% &b b, KB
X% Antabuse HOFEFMN3. 8% BD b,

E -3

AT HANLE 4« D MRS RIEFCY L carmo-
fur (3 78 —1% OWEERFLSELRI TS
LB TN, R Ui 184 Bl 5 B, REE,
TS & O DALDORED 505k & 4 DFEFIF A
frds - totod, HBERED 1346 DV TRE Lic.

so :

o Mifurol
- o 5-FU
E
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Fig. 7. Concentration of 3-FU and Mifurol in
urine after oral administration of Mi-
furol (9 patients)

Table 5. Side effects by Mifurol

Number of Patients Surveyed

183

Number of Patients Reporting Side Effects

36 (19.6%)

items

No, of Episodes

Feeling Hot

4 2.2

Pollakiuria

4.3

Anorexia

4.3

Abdominal Paln

(1.6)

Palpitation

(1.6)

Eruption

(1.6

Miction Pain

(1.6)

Dizziness

(.19

Abdominal Discomfort

0.5

Itching

(0.5)

Nausea or Vomitting

(0.5)

General Fatigue

(0.5)

Chiloschisis

(0.5)

Interaction with Alcohol

~d| ] = |||l

(3.8

BEMEoESRO—R L LTES L& LEMIEDO
metamorphosis & X 3EBBR K, EBME~OL
BREF R TWBY, ZoBEENbIhETHET
B0 BB CILE B A0 BTN E AR RE &
RTER, EFRERE LT by v T SE/ &
¥, ArE=ay, =4 r=A4 v v C Frik<fv
v, 5-FU REMREALTRVLRTWS., — iR
DB IE b & o2 TR Y B L REA O
RO, SEBURSCILRNIRALRS X
oo T H 115519,

&E, bhbhuil OBFE - BB OB L5 Bk
3T BT 5 U TR IR EE A SR
L, 20, V VABRANOBITOENT, BHRESE
W bit T B carmofur (8 77— %) % 300

mg~600 mg/ B % #5 Liz1214 1360 (10.7 %) &
BRYZDT. RBEARCRIEND B2, TUR-Bt
(TUC 2% &1 BITI12 5% & &+ R0k
Bl 8.3 % X b B REENED - O HOBKE s
follow DEEIXRBETHLDTH%.

WANE W X 5 EREIX 600mg/H T12.2%, 600
mg/BLUTT.7 % LERERTENofen, HER
ETIXIeh otz Tibd, #EBDOELIIBZZL
R SR ERETCET BB MBI B DT
i EBEbhs, ERBRBENCALCERELE
BRI, a1 4%, 20.0 Bt L, JRIEGIS.6
% &bt —Ey AR TR L

X, #HHE2» BLLAK carmofur (7 v —
AY) OFENBIBR IR 65 flie oWV TORKIEE K
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HA Kaplan-Meier TR UIckER, |1 é(:'C 96. 0
%, 24ET13.0%, 34 T60.8%%iBlcr, ZEH®
DL LD 77 7 — D1 E 2ERBIEFRR
56.5%, 46. 2% CHRBEONTERTH -1, ¥l
#isk B ik TUR-Bt fjo 24, 3 4E(#IX 76.9 %,
64. 1% L i LBEERBVERCS > 122, Zh
REEI stage DEIWBIDIED o7 b D LHERIZ
5.
B EART grade JIRKIEFBREBXIFET
Gox D I J¥, Gy Il EX-hFh53.0%, 75.0% T
B, PELPODT b T 7 — ABEKCOWTORERE
WTHote. Z DREFRERI L, SHBIT I HCEENRS
BRI E S DICHBERTobh s RELFL bR,
ERBOKET follow up dMELEbhA.

B  FRIERRAIC T B L4, 24F, 3ERE
JEBRRITE 496.4%, 79-7%, 79.7% & 90.0%,
67.5%, 61.5%ThHbH, FULW DFra F 200
mg & 5-FU 1,000 mg $FMIC X 5 BEREPIEEARRE D
Bk (326 » ADIEBRE6L6%) =B L D
HCFU & 547 — VOB IEZRD g a0
THRELTWS 1 &, 2EOKBRER (777 -1 T
1156. 5%, 46.2%, HCFU TI370.8%, 54.1%) &
B i L TR B &, BIES, JEBREADV-Th
BhICEREEL DS,

BHREERT L% 2 ERAFEBRRERVTHHED
TT68.8%, MLOPETINGS & carmofur BBk
ABcECEEaNAR bR, ROE - FRER:
ied el PEREFOBIETBREOHM TERD
ERERIIOATWIbD EEbRS.,

BETFHEWBANDRB L, YREFHREY
BTazéedhs. TOYRYTFUTI—FRELT
MR O FEHIEEE & b 3o 1} masked compound D8
AAENEA L LTOREYVMEL LB, 4EX 5-FU
DRELIRBECETHRE LA}, carmofur 200 mg
OfE R 551205 % CHRA ML, 0.65pg/ml &
BB R R L, TR« OfBE T OV TOR
HEID r UL TE Y, FREOBRELEMNT 5—
HEELZ TS,

¥ic carmofur 5%, LREOMMIZEREL R
PO 3 7 e - B E 5-FU OBREY xtthT 5 &,
MABEDOBE LM 3 7 v — VESBE X b 5-
FU BEHNEL, 15~85 pg/ml LIEHER\ MELR
Lic, ZofERYY, BMREFREROBMMEARE
BB ERELRVETD, EARELT 5
FBE LTRGBS h A TEERD 5.

EFRBEWEORE N LCOEMTFHERD—DE L

2% 19874

T carmofur k& x ¥, EFCH 35 EEERAL
BBENT 528 E A e o A BNRER W
&5,

BIfeFADRBERINI. 6% T, Bl REHABE -
7z carmofur BEOERDS 8%, “h E THIHE
Ehicbo L EREB I ORBRERKLERETHY, E
BiElfcARRdich -t

%

WRFEREE (BREE) offERTFIETS
5-FU @ masked compound C$H% carmofur (3
7r =% OFHREBRF L, UTOHREEL.

Lo 1346 CHH9061, Lotbdadl) 2R T fithe
carmofur (3 7 »r — %) 300~600 mg/H % EHFEN
BELTe.

2. BN E LICRIFIOBRRIZ 0.7 % ThH-
fe.

3. 1§tk 2 » AL E A B S h e65flic D
TD1E, 2%F, 3EREFERRI L X h %.0
%, 13.0%; 60.8%Th 1= BEBENTCRHREAR
SIEERREIRE, WASI Tz TUR-Bt FIBE>HA % X
VLHRMOIRD & 5w BEIEERRNE, - .

4. Carmofur (3 7 = —21®) 200 mg &F OHH5H
oM 5-FU BE 2~ ML, 120 3% CFEH
0.65 pgiml %R L. ¥ cRep 5-FU B 15~
35pug/ml & 17 n—AEFBEX DENT.

5. EWERRBERILI. 6% T, & (2.2%), RE
B (4.3%), BEATE (4.3%), KB L5 anta-
buse #IER (3.8%) ¥, fHOBRELAKTH-
fo.
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