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Table 1 Distribution of age and sex
Age Male Female Total
~ 19 1 1
20 ~ 29 1 2 3
30 ~ 39 2 1 3
40 ~ 49 1 4 5
50 ~ 59 4 2 6
60 ~ 69 1 3 4
70 ~ 79 1 6 7
80 ~ 1 1 2
Total 12 19 31
Table 2 Distribution of daily dose and treatment period
) ‘ Daily dose Treatment period
Diagnosis (mgXtimes) 7 days 14 days ~21 days
Acute uncomplicated 100X 2 6 1
cystitis (AUC) 200X 2 1
4 UTI 100X 2 12 1 1
licat
Complicate 200X 2 2 5 1
Chronic prostatitis 200X 2 1
Total 21 7 3
Table 3 Clinical summary of uncomplicated UTI patients treated with BAY o 9867
Case AgelSex IDi . Treatment Symptoms| Pyuria Bacteriuria T,‘::: Evaluation* Side
€| >ex [Diagnosi R Bef B
No.| " e gt D&;ﬁg‘)’" A-e_f::,.e ;Lff::: Species | Count | MIC UTI Dr  [effect
+H H+ E. coli 105 |<0.025
1[29| F| Auc |100x2| 7 ot Moderate | Good -
— H+ _ 0 /
+ + E. coli 108 0.02
2|76 | F| AUC |200x2| 15 S <0.0%5 Good -
— + - 0 /
+ + P. mirabili 10% .05
349 F | AUC |100x2| 14 bl 9-95 | Moderate | Good -
- + - o | 7
+ + E. coli 105 |<0.025
4 |40|F | AuCc |100x2| 7 B | Moderate | Good -
- + - o |~
+ H#t E. coli 107 [<0.025
5 (66| F| AUC |100x2| 7 - = ol 5 Excellent | Excellent | —
+ + E. coli 108 |<0.025
6 |32| F| AUC |100x2| 7 |—— || Lecok Excellent | Excellent | —
— — — 0 /
+ # E. coli 105 |<0.025
7|27 F | AuC |100x2| 7 — | - Excellent | Excellent | —
+ # E. coli 105 |<0.025
8 |59| F | Auc |100x2| 7 = Excellent | Excellent | —
- -~ - 0o | 7

% UTI : Criteria by the UTI committee

Dr ! Dr's evaluation
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Table 5 Clinical summary of prostatitis patient treated with BAY o 9867
. L. Before
Treatment Symptoms| Pyuria Bacteriuria —ap— .
Case Age| Sex Diagnosis Bet Bet ter Evaluation Sf}det
No. Dose/d Duration elore elore . ellec
0 (mgi(etimae);) (day) After After Spec1es Count | MIC
+ + Enterococcus | 10°
1 | 47 | M [Chronic prostatitis | 200X 2 7 — Good —
- + - o | 7

Table 6 Overall clinical efficacy of BAY 0 9867 by Dr.'s evaluation

Diagnosis No. of cases Excellent Good Fair Poor Efficacy (%)
AUC 8 4 4 100
Complicated UTI 22 12 5 1 4 77.3
Chronic prostatitis 1 1 100
Total 31 16 10 1 4 83.9
Table 7 Overall clinical efficacy of BAY o0 9867 in uncomplicated UTI
Symptom Resolved Improved Persisted Efficacy on
Pyuria Cleared | Decreased | Unchanged | Cleared | Decreased | Unchanged | Cleared | Decreased | Unchanged bacteriuria
Eliminated 3 7 (100)
.. |Decreased -
Bacteriuria Replaced
Unchanged
Efficacy on symptom 7 (100)
on urination Case total
Efficacy on pyuria 4 (57.1) 3 (42.9) 7
@ Excellent 4 (57.1)
Overall effectiveness rate
[: Moderate 3 (42.9)
7/7 (100)
: Poor (or Failed)

Table 8 Overall clinical efficacy of BAY o 9867 in complicated UTI
Bacteriuria pyuria Cleared Decreased Unchanged E;fcif:rciﬂ:g
Eliminated lj: 3 6 18 (81.8)
Decreased

Replaced 1 1 (4.5)
Unchanged 3 3 (13.6)
Efficacy on pyuria 9 (40.9) 3 (13.6) 10 (45.5) Caszéctal

,_z‘ Excellent 9 (40.9)
Overall effectiveness rate

S Moderate 9 (40.9)

18/22 (81.8)
: Poor or Failed 4 (18.2)
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Table 9 Overall clinical efficacy of BAY o 9867 classified by type of infection
Clinical efficacy Overall
Group No. of cases effectiveness
Excellent | Moderate Poor rate(%)
1st group (Catheter indwelt)
Mono 2nd group (Post prastatectomy)
microbial 3rd group (Upper UTI) 2 1 1 50.0
infection 4th group (Lower UTI) 15 7 6 2 86.7
Sub total 17 8 6 3 82.4
Poly 5th group (Catheter indwelt) 2 1 1 50.0
microbial 6th group (No catheter indwelt) 3 1 2 100
infection Sub total 5 1 3 1 80.0
Total 22 9 9 4 81.8
Table 10 Bacteriological response to BAY o 9867
Isolate No. of strains Eradicated Persisted®
E. coli 6 6
AUC P. mirabilis 1 1
Total 7 7 (100%)
Staphylococcus sp. 1 1
Enterococcus 8 8
E. coli 4 4
C. diversus 2 2
C. freundii 2 2
K. pneumoniae 1 1
Complicated UTI S. marcescens 2 1 1
P. mirabilis 1 1
P. vulgaris 1 1
P. morganii 1 1
P. rettgeri 2 2
P. aeruginosa 2 2
P. putida 1 1
Total 28 25 (89.3%) 3

Strains® appearing after BAY o 9867 treatment in UTI

Diagnosis

Isolate

No. of strains

Complicated UTI

T. glabrata

1 (3.2%)

* : Regardless of bacterial count
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7-H#, T. glabrata 1BROATH 572,

BEREIHT AEF O MIC 8L FEXI FEE (PPA)
® MIC % Table 11iZ7R L7z, AH| D MIC i1 P. aerugino-
se 28D b 1 BEA25 wg/ml L BfEER L 7225, o
BETRTRT6.25ug/m T THore THISHL
T PPA D MIC BAEFICHEL T4~ 6 ERELRL,

BERIZoWTI, &FICAFIZL B EBbh s B
HHERRBD P o7, £ L THEERRENRSE®RT
ERIEITE N, 1BICREASKSH (—) »o&E
% (W) ey, ZOELEARF EOMFRIZEL TR
BV, FOBRORETIREFILL Tz, ZOMAH]
CRET S LEDNARELRH IR % 5 72, Table
1ICEBRRET— 5 2R L7

m. * x

BAY 0 9867 iXZFLWE Y K H VK EERDERM
BRI C, P.aeruginosa, S.marcescens ¥ ZL 7 7 LBEM
B, 77 LBHE, BLUHERAEECH L ULELE
ARZNTLEBL, PORENERAEAET S0,
EBEINTARPIIRNE R, BelF B LRI
EABONL9, & OIZRIMBRMENOBIT HREIC
2o ohy, REBBEEEDAE S THEMRMLREOE

IO ML T s, SENEMAT IR K 1 6%
B U RBIESRBYAEILFIC AR & EH L7, BN
BERE & TidEE LTI100 mg X2/ HIXS5 Cit#% 3 B E
O UTI HEHE THIEI., &6I1k52#HERL 7
A B LAREIC UTI e (CH#EHL L /- HE 2 AT o 724512 Y
100% DA%, 3ABHE, 7HEUBOHEICE
A ONLhol, MEFMICLERE LKA IBE
KT TICEELTEY, ThonZ ehsatiit
BERE#1213100 mg X2/ B, 3 BEZES THD DIEER
B TELEER D, T BERMRERESE T,
RAEJNERHE (UTI EEHE) £ 45 LAFRHEIXI00
mg X2/ B¥%5T85.7% (12/14), 200 mg X2/B#%5 T
75% (6/8) LIEABEIIHEIS LD o, T HIE200
mg X2/B#%5 Tt UTIRBENICITEEHOES H
(BEBERY, »ohT7—TVEEH) »2HEITNT
Wizl k, BIXUEIHEH 2 CHEMEESICER
NTWZENFDOEREEZ D, HEBFIIOW T,
SEEDHEL 7~218 BOHE L 122261 F18FIHF L
Thotze PHELENDALNI4BIF 3HIES HEHE
$hT7HBXIRI4BEPERNTH - EHT, &5 16
25 BEMARTAIA B AR RERNDER TH 5, B

Table 11 Susceptibility of clinical isolates to BAY o 9867 and PPA

MIC (ug/ml) 108 cells/ml
Organisms No. of stains | Drugs
0.025(0.05| 0.10.2(0.39{0.78|1.56{3.13|6.25|12.5| 25 | =50
, BAY
E. coli 7 PPA 7 5
Uncomplicated UTI BAY
L. A 1
P. mirabilis 1 PPA 1
BAY 1
Staphylococcus sp. 1 PPA i
BAY 1 1 2 1 1
Enterococcus 6 PPA 5
, BAY
E. coli 4 PPA 3 5
. BAY 1
Citrobacter sp. 2 PPA 1 7
Complicated UTI
X . 1 BAY 1
. pneumoniae PPA I
BAY 1
Proteus sp. 3 PPA 1 5
. BAY 1 1
P. ageruginosa 2 PPA I T
R BAY 1
P. putida 1 PPA 1
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Table 12 Laboratory findings before and after treatment of BAY o 9867
RBC Hb WBC GOT GPT Al-P BUN Creatinine
by | €% 104/mm®) (g/d) | (10*%mm®) | (U)0~40 | (U)O~35 | (U)40~120 | (mg/d)) (me/dl)
e Before| After |Before| After |Before| After |Before| After |Before| After |Before| After | Before| After [Before| After
P 1 430 | 426 | 14.0 | 14.1 52 43 30 28 18 20 62 58 10 12 1.0 | 0.9
; 2 435 | 448 | 13.4 | 13.6 | 77 68 16 20 8 10 72 68 29 23 0.8 0.9
g 3 380 | 382 | 12.8 | 13.0 | 42 61 23 20 20 21 62 54 12 13 0.6 | 0.8
3 4 476 | 482 [ 12.0 | 11.8 | 72 80 20 18 18 18 60 63 10 11 0.6 | 0.8
E 5 468 | 456 | 14.8 | 14.6 | 87 80 26 28 17 18 | 240 | 230 17 18 0.9 | 0.8
8
5 6 480 | 462 | 15.0 | 14.6 | 52 48 23 26 20 28 63 60 9 10 0.9 ] 0.8
% 7 438 | 430 | 13.4 ]| 13.5| 74 70 15 14 5 8 80 82 8 8 0.7 | 0.8
< 8 435 | 427 | 13.2 | 12.9| 60 71 27 34 17 27 102 100 16 14 1.1 | 1.0
1 380 | 383 | 11.8| 11.8| 70 80 19 17 13 11 81 80 13 15 0.9 | 1.0
2 540 | 545 | 16.0 | 16.3 | 58 60 20 22 24 23 10 11 0.8 | 0.7
3 525 | 512 | 15.2 | 15.0 | 82 47 19 18 33 30 90 86 9 8 0.7 | 0.9
4 420 | 413 | 13.8 | 14.0 | 68 62 20 18 18 17
5 462 | 422 | 14.8 | 14.0 | 60 58 18 18 16 20 96 92 13 13 0.8 | 0.7
6 433 421 | 13.4 | 12.9 49 49 52 88 61 63 67 64 12 10 0.8 | 0.7
7 508 | 497 | 16.7 | 16.3 | 47 50 33 33 37 40 88 77
8 346 | 333 [ 10.3 | 10.2 | 40 62 35 23 20 17 120 | 132 18 17 0.8 | 0.9
9 450 | 471 | 13.9 | 14.6 | 54 71 205 191 289 | 278 | 209 | 225 21 13 1.0 | 0.8
g 10 410 420 | 12.8 | 12.9 42 48 18 20 1.0 | 0.9
'g 11 380 376 | 13.7 | 13.6 48 46 104 112 125 136 18 19 0.9 1.0
._§ 12 511 520 | 15.5 | 15.6 | 41 50 30 32 19 20 96 90 24 20 1.3 1.2
g 13 557 560 | 17.3 | 17.0 46 52 26 25 34 30 60 60 9 10 0.8 | 0.8
© 14 502 525 | 15.8 | 15.7 62 58 18 18 14 22 16 17 1.5 1.4
15 386 | 373 | 12.2 | 12.0 | 64 62 21 20 7 16 80 76 12 12 0.7 | 0.8
16 471 434 | 14.1 | 13.1 76 51 30 21 14 14 101 99 17 18 0.8 | 0.8
17 438 450 | 14.5 | 13.9 41 44 78 61 100 78 98 97 10 10 0.8 0.8
18 430 426 | 12.6 | 12.2 52 47 19 21 7 5 72 83 18 18 0.8 0.7
19 465 452 | 13.8 | 13.5 36 32 27 27 16 13 65 58 15 18 0.8 0.9
20 373 406 | 11.4 | 12.0 77 46 30 28 38 39 77 84 10 12 1.1 1.0
21 374 | 384 | 12.3 | 12.4| 62 58 22 23 9 18 43 48 13 10 0.4 | 0.6
22 469 | 455 | 14.6 | 14.3 | 79 72 69 62 60 45 78 73 15 13 0.6 | 0.6
Prost.| 23 432 | 440 | 12.7 | 12.8 | 44 50 485 | 490 | 506 | 500 191 198 21 21 0.8 | 0.8

HIRBERAETS 5 AMIxG L 2B i B L 221
oMY, 5HHKRSTLHEVEHEIEONS, &
DI, FROHFES VRI I LITERRENSH
BEUBBHELIIEN AN o2 W) EED S
LR S NG, MIEFEMNIE, BWHMRBEERELE S5
B S M7z 28BkHR258K AT 5 H B TiE L THIB %89 %
EEVEERL, AFOEBERBEAERN TS ML
Twiz,

RO DI Eh O BHEMIREBEEAE BV T 6100 mg
X2/H~200mg X2/H, 5HEKSTELREREDE
PHRFTEDLEEL D, BUIRED 1613 E. faeca-
lis LlRDSTRES N, ARBET AR b2k L BEERK
DYBELBLADPITD o 720 BIMBREIZD W TIZES
H1BIOATHMMELRETTE LV, FIRAGE~D
BAYBEZ2I L2 6 b AFOBIEE L TRVICHES
habDEEX L, BIEA, BRREEORELTH L b
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KEFICE 2 LB EER LD L, KAORE activity of BAY o 9867, a new quinoline deriva-
LCNE R 0% (WA tive, compared with those of other antimicrobial
PLE X )AL, WRESERREISICB T ABEEICHER agents. Antimicrob. Agents Chemother. 23 : 559~
LEFTHHLEEZT, 564, 1983
b4 ok 4) Zewer, H. J. & K. Groke : The in vitro and in vivo
1) Fass, R. J. : In vitro activity of ciprofloxacin (BAY activity of ciprofloxacin. Eur. J. Clin. Microbiol. 3
0 9867). Antimicrob. Agents Chemother. 24 : 568 ©339~343, 1984
~574, 1983 5) #3200 AfLEFEERTAALNLE, HED
2) UTIBIRS | UTI URBRESIE) ExhaFhsEe, ¥R L1, BAY 0 9867 (Ciprofloxacin), ff
Chemotherapy 28 : 321~341, 1980 1, 1984

3) Wise, R. ; J. M. Anorews & L. J. Epwaros : In vitro

CLINICAL STUDIES ON BAY o 9867 IN THE FIELD OF UROLOGY

TakasHl KuME, HiRosHI NAKANO and HiroMi NIHIRA
Department of Urology, Hiroshima University School of Medicine

(Director: Prof. Hiromi Ninira)

The clinical efficacy of BAY o 9867, a new quinoline carboxylic acid derivative antibiotic, was studied on genitourin-
ary tract infections. BAY o 9867 was administered orally at daily doses of 200 ~ 400mg for 1 ~ 3 weeks to 31 pa-
tients (8 acute uncomplicated cystitis, 22 chronic complicated urinary tract infections and 1 choronic prostatitis).

1. The clinical effect on 7 acute uncomplicated cystitis was either moderate or excellent in all the cases by the
Criteria or UTI Committee.

2. The clinical effect on 22 chronic complicated urinary tract infections was either moderate or excellent in 18
cases and poor in 4 cases by the Criteria of UTI Committee (effectiveness rate: 81.8%).

3. The clinical effect on 1 chronic prostatitis was good.

4. Bacteriologically, 32 out of 35 strains isolated were eradicated (eradication rate: 91.4%).

5. No apparent subjective or objective adverse reactions were observed.



