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UNCOMPLICATED CYSTITIS

Akihiko Okuyama, Tsuneharu Miki
and Yukito Kokado

From the Department of Urology, Osaka
University Hospital

Tomomi Kishimoto and Ryuichi Yamada
From the Department of Urology, Aizenbashi Hospital

Hideki Fujioka, Hideya Kuroda,
Hiroshi Takatera and Yutaka Yasunaga

From the Department of Urology, Osaka
Police Hospital



1042 WRITE 40%

Masayoshi Oda, Hidenobu Miura
Jiroh Kajikawa, and Tsutomu Sakurai
From the Department of Urology, Osaka
Koseinenkin Hospital
Takayuki Nakamura, Miyaji Kyakuno
and Kinya Uchida
From the Department of Urology, Osaka

Seamen’s Insurance Hospital

Shiro Sagawa, Kiichirou Itou
and Yoshiyuki Kobayashi
From the Department of Urdlogy, Osaka
Prefectural Hospital

Shutaro Mizutani, Suswrnu Miyoshi,
Akira Iwasaki and Kazuo Nishimura

From the Department of Urology, Osaka
Rosai Hospital
Norio Iwao
From the Department of Urology,
Kishiwadatokushukai Hospital
Yasuyuki Kojima
From the Department of Urology, Komatsu Hospital

Hisakazu Kiyohara, Nobuyuki Kondou
and Tsuyoshi Takada

From the Department of Urology, National Federation
of Health Insurance Societies Osaka Central Hospital

Akira Wakatsuki and Masahito Honda

From the Department of Urology, Kinki Central
Hospital of The Mutual Aid Association of
Public School Teachers Hospital

115 19944

Minato Takaha, Toshitsugu Oka,
Hideki Sugao, Akira Tsujimura,
Kenji Nishimura and Tetsuo Imazu
From the Department of Urology, Osaka
National Hospital
Takuo Koide and Kazuhiro Yoshimura

From the Department of Urology, Tkeda
Municipal Hospital

Hiroshi Sakaguchi, Masami Takeyama,
Mitsuru Honjoh and Yasuaki Ishikawa
From the Department of Urology, Sakai
Municipal Hospital

Hiroaki Itatani, Hiroshi Ito,
Osamu Miyake and Masao Tsujihata

From the Department of Urology, Sumitomo Hospital

Hideyuki Akai and Yasushi Miyagawa
From the Department of Urology, Seikeikai Hospital

Masato Takemoto, Hiroyuki Senoh,
Atsushi Iwasa and Nobufumi Kanno

From the Department of Urology, Higashiosaka
City Gentral Hospital

Shunsuke Nagano, Seiji Ichikawa,
Masahiro Kyou and Nobumasa Fujimoto
From the Department of Urology, Nishinomiya
Mounicipal Hospital

Masao Osafune, Hiroshi Kajikawa,
Tsuneo Hara and Yasunori Harada

From the Department of Urology, Minoh City Hospital

A comparative study of ofloxacin (OFLX), a new oral quinolone, was carried out at the
Department of Urology, Osaka University Hospital and its eighteen affiliated hospitals to evaluate
the clinical efficacy and safety of daily dose of 300mg, given either once daily dose (SID group),
or in three divided doses (TID group), in the treatment of acute uncomplicated cystitis in women.

Clinical efficacy was evaluated in 42 cases from the SID group, and 43 cases from TID group,
respectively, according to the criteria by the Japanese UTI Committee. In the SID group, the
clinical efficacy was evaluated as excellent in 29 cases, moderate in 12 and poor in 1, with an
overall clinical effectiveness rate of 98%. In the TID group, it was evaluated as excellent in 25
cases, moderate in 17 and poor in 1, with an overall clinical effectiveness rate of 98%.

Safety was monitored only by subjective complaints. In the SID group, no subjective side
effects appeared (0%). In the TID group, one of the 43 women (2.3%) complained of borboryg-
mus.

These findings suggest that there was no significant difference between the two groups in the
safety and efficacy of ofloxacin.

(Acta Urol. Jpn. 40: 1041-1047, 1994)
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Ofloxacin (OFLX, 2V &, V®) X, =.—F
7 e vEOEHTY, &HbITMPRENEL, »o
MRS R oD, T F O BBt B Se e
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HFRBCEALCHE, LARIEN & W5 ES
BT, JHBIE LTo¥ O #it % DT,

SID #i, 1 H 1 EFHAKE 300mg #EHT5.
TID #3218 100mg % 1 H 3@, ERFHRAT
5. FREE b WEDORIED HAEIRE O IR AT e
ot BEMMERBEEL S 3 A, &5 900mg D
JRFECH— L7 (Table 1). ZF| OB BBy 52
HEHF OB L RS . BERBEEE LicH EIER
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B, Bz Lichotc b LTHRELRLMEOTI 1261
7 EAEF 6fIR BT, SID WY TID #L i
ETOR R x . EHIEDRAT, UT] ¥

Table 1. Schedule of administration of assessment
day

SID Group Morning

300 mg Noon
Once a day Evening
TID Group Morning

100 mg Noon
Thrice a day Evening

O : Administration [EB . Laboratory study (

Substitution)

Table 2. Patient characteristics

Age (Years) Gsr })]l)lp
16~20 3
21~30 9
31~40 7
41~50 5
51~60 6
61~69 12

mean £ SD 45+18

TID

Group Total

0 3

11 20

5 12

7 12

9 15

11 23
47116 46+17
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Table 3. Overall clinical efficacy in acute uncomplicated cystitis (By the criteria of the UTI

Committee) (SID Group)

Symptoms Resolved Improved Persisted Effect on
f |, ] bacteriuri
Pyuria cleared | decreased |unchanged| cleared d [unchanged| cleared I acteriunia
eliminated 29
A decreased
Bacteriuria replaced .
unchanged 1. : S i
Effect on pain A
on_micturition 37 (88%) 5 (12%) 0 (0%) 4atotal
Effect on pyuria 36 (86%) 4 (9%) 2 (5%)
Excellent 29 (69%)
Overall efficacy rate
Moderate 12 (29%) h 41/42
(98%)
Poor (including failure) 1 (2%)

=3 Excellent [ Moderate poor (including failure)

Table 4. Overall clinical efficacy in acute uncomplicated cystitis (By the criteria of the UTI

Committee) (TID Group)

Symptoms Resolved Improved Persisted Effect on
Pyuria cleared | decreased |unchanged| cleared | decreased |unchanged| cleared | decreased |unchanged bacteriuria
eliminated 25 : { 31 (712%)
- decreased
Bacteriuria renlaced 12 28%)
unchanged : s 0 (0%)
["Effect on pain
on micturition 38 (88%) 3 (7%) 2 (5%) patient total
Effect on pyuria 35 (81%) 3(7%) 5 (12%) &
Excellent 25 (58%)
Overall efficacy rate
Moderate 17 (40%) 4
. (98%)
Poor (including failure) 1 (2%)

= Excelient BB Moderate

Table 5. Clinical efficacy assessed by doctors

in charge

SID TID

Group Group Total
Excellent 29 (69%) 30 (70%) 59 (69%)
Good 10 (24%) 9 (21%) 19 (22%)
Fair 3 (7%) 3 (7%) 6 (7%)
Poor 0 (0%) 1 (2%) 1 (2%)
Total 42 43 85
Efficacy rate*  39/42(93%) 39/43(91%) 78/85(92%)

* Efficacy rate : excellent +good/no. of patients X 100 (%)

MBI HE U CRRFIE DOV RETCES L, SID 3¢
42¢1 &, TID B 430IDHEL LT b, BHFHTOX S
E Lk, FRNERE LCOEERCEY R E DN
-7c (Table 2).

1. SID #o426) (1 H 1 E&EAK% 300mg JRE)

poor (including failure)

(Table 3)

BERRFE O RIL 3761 (88%), @ 5461 (12%)
T, AER 1L ote. BReWT2H8L, E
HA1k 3661 (86%), HE 4B (9%), AE24 (5%)
ThY, b, MERC TR, ‘it 356
(83%), BHH L ALETRNR6H (14%), FEM
161 (2%), Thot.

B o THRARRSRITES 2961 (69%), HHh 1261
29%), W16 (2%) Ly, BEEYHRTNSY
Th-te. THREHETE, E520060, AHHhof, *
PEHIATH Y, LRLEFHLLEA100%, B EH
93%THh -7z (Table 5). MIEFEHBHRE LT, #
S0 Rpe g S hic4TEkk46kE (98%) 285
Bk Lic. B LE-EKROWNTIL E. coli 231 &
Thote. BEHBETRLTHE L4EORTIZG
(-DHE1&H G (+) Bl1¥ Candida spp. 28
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Table 6. Bacteriological response to the treatment

SID Group TID Group
Isolate
s?;i(rﬁ Eradgiéc:)itcd Persisted  replaced ;::_:iz‘; Era?giéc«;ted Persisted  replaced
E. coli 37 36 (97) 1 1 37 37 (100) 1
C. freundii 1 1 1
K. preumoniae 1 1 1 1
P. mirabilis 1
Pseudomonas sp. 1 1
M. morganii 1 1
G. vaginalis 1 1
G (—) sub-total 39 38 (97) 1 1 41 41 (100) 0 3
S. aureus 1 1 1 1 1
§. epidermidis 2 2 1 1
S. saprophyticus 1 1 i 1
Stahpylococcus sp. 1
coagulase (—) S. 1 1 4
E. faecalis 1 1 3 1 1 1
S. agalactiae 3 3 3 3
a-streptococcus 3
Brstreptococcus 1 1
Streptococcus sp. 1 1
Corynebacterium sp. 1
Lactobacillus spp. 2 2
G (+) sub-total 8 8 (100) 0 11 7 6 ( 86) 1 13
C. albicans 1
C. glabrata 1 1
Total 47 46 ( 98) 1 14 48 47 ( 98) 1 17

Tk »1c (Table 6). £ 7R A ERCRET 5B %
LfERNT 41 6Ih 19615 b, BREBDI\EFH16
B, HEREYG LI 3HT, T Hk LIES
oo,

2. TID #0436 (1E 100mg 3>, 1 H3ME,
BRHEMA) (Table 4)

BERmOM L3861 (88%), BRI H (725, TF
261 (5%). BRowTsFRz, EEL3H 6]
%), HhE3B (1%). TESB 12%) THh,
FRERCAT B, Bl 318 (72%), B
L ERR A 120] (28%) ThHoTe. BAEEK
R EDG (58%) HHIH (40%), &G 16l
(2%) Lish, BEBHHRITBETHY, SID o
ETHEFME TH ot (Table 4). EHHREHE T,
0B, BB, LeEHH3 M EHHK1FTH
h, PREPLLN8Y BHUESRNLTH-1
(Table 5). MBEFHIZRE LTIk, 48ERF 4785
(98%) hisel, BELL 1L S. epidermidis T
Hote. MEHBKTRLTHALLIT#OARILG
(=) E3#, G (+) HI13#k, Candida sp. 1 BiTH

-7z (Table 6). 8 7HHCERCET 3 HE® L
FERT42BIF 19615 b, TR RS ERL 176,

Table 7. Side effects

Treatment SID TID Total
Group Group Group
No. of Patients 42 43 85
Borborygmus 0 1 1
Total 0 1 (2.3%) 1 (1.2%)

Table 8. Abnormal laboratory findings

Total  SID Group  TID Group

No. of patients 31 15 16

No. of patients
with abnormal 3 2 1
laboratory findings

2%— 6%
Eosinophilia 2 —
9% —12.3%

Neutrophilia 1 — 69%—82%
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FIBBRA 2 B, TSR & YN LIciESN R fndn o 1.

3. BHENEIIER R X CERRE M

UTI SRl e 250 CRhR O ME 2 17 L,
N HIERFEIETH - I HER S & TR L

FEFC X 5 HEMEBIERE LTk, TID T43f]
RIS A | Bl R0 LRI AR S A ATRECh » T
(Table 7).

BERIHE SBERBELY BT Shionik SID #T
1561, TID BECI66123% b, IFEEERIEAH SID FF
T26l, FHERY%L TID © 1 fIFRD Hhi s
N RS 5 ATHETH » 7 (Table 8).

% -3

1 REREYE 5+ % OFLX 1 A& 300mg @
SID & TID & OREERZEREO L

RER R R MRS R S O * ORIEB R O &
FHOER T, LFErEMEERACH LT, 1 BE
® 300mg# SID (& 1 [5] 300 mg % 9R), TID
(118 100 mg ZEREL 3 WIR) O R L &
L5, &HFEM26HD 5 5, UTI HhTHiliz% o
BEL U C 4R A Wl © & BEEGL SID B424y, TID
B43BITh -7z, LITFic (SID B : TID 8) DI
T2 &, SRR 5958 (100% ¢ 95%),
IR s+ 5 2Bk (95% : 88%) MIBFCHT 5%
Rit (98% :100%), THHI1 (69% : 58%), o
BRIRER L (98% : 98%), HRLEDEHRELE 3
(93% : 91%), *RHHL LoEEEHET (100%:
98%), BHAE T2 (98% : 98%) &ich, FiBem
KIRE A EEYADEERY I 7. BTHBCER
T 5% LIESIB BRI T Ch » e, B
RA R\ LT LB MR A 2 e
27,

ZHhETK, OFLX %BC, BR%s1#Ek
LB G b CHEIR S R Ho Lo R, SOl
RET D 300mg BED | ERFOTH D, B
YR B BAE TS R R DI RS T TH .
fli5., 18 300mg 4 1842 1 B 400 mg 4> 2 #
G &, AH OB R EEE CRE L iE? <
13, MR ERRDRIo T

OFLX tR#Ric, ¥R o HKRHEV -2 —%
7w vEP T, BMRYYEOAR LT, SHMRYLE
wdh, | BERERSEAEHAIR TV EARDS.
fbF T3, PEFOL L P REBCH Xha o Lo
b, T EIHEMMERBRIYETIE, ©7 - 2R%FEHT
L1 B E#EgSEARE S h, SRS RS0
REZHhTH3®, 151 @RS %kIL, BEav S
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FATVACE ST, HFELVHETHS.

2. BEWERBww2oWT

S8 B B R T, BRI O Ml RRE & JEAT
LTH6Y, BENEIERCOWTDLRE YRR
Lictedd, HEREECOVWCERTHZ LILTER
V. o BHEWEWEH K O\WTh, 300mg 3 E#H
LT, HERBDIABRBEELESE LI HORTH
st HHFFIC X BHEHERTHH 5 LHE S h,
IRIEIE T I BRI & L.

SID BE-Cik e S\ Ionie, HEMEIE
FAOHBYRED TID FX b bEL en Z EXHER
hicth &y, #EE LU TOERIZZED bhuioh
ol BRECBREEEOS I IBEERIERL
Bl ol ThotclicdTHBHEELLNDN, H
B BE LT BMBYYEC s\ T BE T HANEHE
Ths. LL»p, BEHEHTL, 1 HEY 100mg
7L 200mg DEBLTHRY B T52 88
Y LS,

¥ B

KER KB MR 28 7o B O £ D 18 E EE% T,
TS D126 Glic L, OFLX 300
mg 1 H1[H3 AfES L, K 100mg 1 H3[E3
B 5 o ket % Ui, UTI BEsRlisen %+
hZh, 261L43616 L, & LA ERLRE DS
ZERBTHILE, ARER - BR - #ERCHTH
RIFEEC I H2HREATCL, HHCIRETRER
B ABRRHCTh, BEAYHERCEYR LD
Mot BEMEWERRZWEHDLbLE T b 1.2
%Thh, 2OICERETRE Lt oicfcwd, BiE
REECHT HRFHIAT5TH - .

X [

1) REAGHE : PIEARE OBRE —RIK « sy
E BT 5 twice a day ¥ LU single dose ¥4
BOBHFECOCT. LEOHIR 5 1047-1054,
1989

2) thEE(REL, KFEIFRE, NIEAM, (32 SHMH
HEERE R B MEE OB ko #Et Ofloxa-
cin OWGIER. WRBSE 4 - 859-868, 1991

3) UTI B (i3 « KRIERK) : UTIL RS
HHE (F3M). Chemotherapy 34: 408-441,
1986

4) *H 7 *’A%ﬁ%’ %J”ﬁﬁv 124> : Ofloxa-
cin OREFECHTHHEHE — 1 H 300mg,
1 B & 3 B4 S S 513 5 H Ak L
{LEEDO IR 8 : 129-138, 1992

5 AMEE, AEHRE, BAUE, @ EHEE
BRYIEC X5 sparfloxacin & enoxacin @
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E#EEOFRAEC DT, WRITE 38 : 1337- day (B4 7cH UM twice a day (BEHMEHE)
1342, 1992 BEHGORE. ZWrETRHR 81 ¢ 921-932, 1993
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