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BDoHNLY, THREHECREFRFREL OMBIIBEO AT d o7, BEL Y, KENIREEL

EGREL LTHATH L LEZ LN,

BAY o 9867 (Ciprofloxacin) X H L (AR S h /-
quinoline carboxylic acid & DO R ESRIEH T, Fig.
LIGRTLEBER YA+ 5, AFREINEL S0 S
7 LREHE, 77 ABREEIC L TIRLVIREDEAL,
BOFELLEOBED - ORINS & URBB~DBIT
WREFE S B, bhibhidAH ¢ REBEERE UT
UTD) 2L, ZOBRDFE LD LRI LEZOTH
£+2,
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A RIGBBAISIE 2 B X YR 8 A  TIZE&IRKERE
BB AR UR SR A REPE S L CARFDEET
BHEEER 106 L EBHERRIBHIL Y 25T h
bIRIBICEBERBEL AT 2 BMEMNE UTI BELFIT
b5, HRTIIHFIH, LF4HT, FRTIRI4~T9
B (F1961.38%) Tdh o7 (Table 1), #iEMEUTI O
REOEBRERBONRIZ, MEREBEMIIG, FZRE
KAE 4 61, MEIEEA, BEA, Bas, RERE
DEIBITH 572,
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Fig. 1 Chemical structure of BAY o 9867
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3. #RHES L VEIEAORE

UTI O3 RHE X, AFIXES BREEIC UTI EBEF
i FE M9 H L TIT 5 72, BIERIZOWTIE, REHM
FOEMEEROEELBET 2 L & b1, KERKD
FRMIKEK mMEERE, ~~< b2V y b, ABMIIKE
BUN, i~ L 7F=>, GOT,GPT, 7NVHY 7+ 2
778 —EOBRKBREBBOEHIIOVT ORI L,
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1. BBR#HE

MY UTI ORSEERDRIIES 76 (36.8%),
Hxh 8B (42.1%), ESH46 (21.1%) T, LEED
#378.9% TdH o7z (Table 2), & 62 UTI ExHTH
HEIZL DHERNZFEIE Table 30T e h, &6
BB CHBBEBELEICL 5 THMREO UTI D 4 8
Ti314B19 1260 (85.7%) (AU LEE V) BuAERER
A CXO (A

2. WREFHHR
REFMBAMORPSERE2IKD ) b, FRRERLAKIC
& 0 18% (85.7%) #H'iHk L, Escherichia coli, Pseudo-
monas aeruginosa, Staphylococcus sp. DK 1 BRATEF L 72
(Table 4), XEZRHEBE & L T E. coli, Acinetobacter
lwoffii DE 1 BRAFRD 517 (Table 5),
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720 ABUI63KTB F O RERE % A+ 18 MEREN 2
EFT, FRREER S Y BEFOBBEHES L BR
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Table 1-1 Clinical summary of complicated UTI cases treated with
BAY 0 9867 (200 mg X 2/day, 5—day treatment)
Bacteriuria
Case A S Diagnosis Catheter | UTI Pyuria Evaluation Side Remark
No. | "8 | % | ™ Underlying (route) | growp |~ uTl effects e
condition Species Count
c.cp® # P. aeruginosa 108
et — G- L —
! 8 M bilateral renal =) 3 # P. aeruginosa 104 poor =)
stones
b) .
C.C.C. + E. coli 106
2 WM neurogenic =) G4 T+ E. coli 106 poor =)
bladder
C.C.C. # E. coli 10¢
3 73 M —W (—) G—4 ? (_) 0 moderate (—)
C.C.C K. i 5
4 % M| — (-) G—4 M| K preumonice | 10 excellent (=)
neurogenic - (=) 0
bladder
E. coli 105
C.C.C. M lla sp. 108
5 58 | F : (—) G—6 M| _Morgonells sp. 0 excellent (=)
neurogenic - (=) 0
bladder
C.C.C. # Enterococcus sp. 10¢
6 4 | M - - —_— | —— -
5 urethral =) G~ + (-) 0 moderate =)
stricture
Cc.C.C. # S. epidermidis 108 abdominal
7 63 | M — (—-) G—4 — = 0 excellent fullness
bladder
C.C.C H# Serratia sp. 104
8 67 | M - (=) G4 | — errae e 0 moderate (-=)
neurogenic # (=) 0
bladder
C.C.C. +# K. i 106
9 || M| —==— | (=) |C4|— i excellent | ()
neurogenic - (=) 0
bladder
C.C.C. +# E. coli 10%
- G—4 | — _
10 67 | F bladdor (=) — = 0 excellent (—)
diverticula
a) C. C. : Chronic complicated pyelonephritis

P.
b) C. C. C.
c) BPH

: Chronic complicated cystitis

: Benign prostatic hypertrophy
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Table 1-2 Clinical summary of complicated UTI cases treated with
BAY o 9867 (200 mg X 2/day, 5—day treatment)

Bacteriuria
Case Diagnosis Catheter | UTI . Evaluation Side
No. Age | Sex Underlying (route) | group Pyuria UTI effects Remarks
condition Species Count
" 9| M c.c.c. ¥ (=) G—2 i P. geruginosa E =)
BPHD - A. lwoffii 05 |
C.C.C. M lla sp. 10°
12 69 | F ‘_—‘C—'—‘ (=) G—4 M| _Morgonella sp. | 107 moderate (=)
neurogenic + (=) 0
bladder
C.C. C. P. i 10°
13 % | M TBPH (=) G2 % __ae(rjg)ﬂ 5 moderate (=)
C. C.C. # E. coli 10°
14 4| M| — (=) G—4 | — et —— | moderate (—)
neurogenic + (=) 0
bladder
Cc.C.C . i ¢
15 61 | F —C- (-) G—4 | — K. pneumoniae - excellent (-)
neurogenic - (-) 0
bladder
C.C.C. + ©) !
16 5 | M| ——— (=) G—4 | — CNR 10 excellent ()
neurogenic - (=) 0
bladder
C.C.C. H# Staphylococcus sp. 10*
17 73 —_— - G4 | — | ——m | — —
M BPH =) # Staphylococcus sp. 104 poor =)
C.C.C. # E. coli 10*
1 6 _— - G4 | — — -
8 S M bladder stone =) 4 + (=) 0 moderate =)
P. aeruginosa 10°
6
19 s | M C.C. Cj (=) Gt o Enterococcu-s sp. 10" moderate =)
neurogenic - E. coli 104
bladder
a) C. C. C. : Chronic complicated cystitis
b) B P H : Benign prostatic hypertrophy
c) G N R : Gram negative rod
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Table 2 Overall clinical efficacy of BAY o 9867 in complicated UTI patients
(200 mg X 2/day, for 5 days)

Bacteriuria Pyuria Cleared Improved Unchanged Eaf (f:iigri:n
Eliminated 7 5 2 14(73.7%)
Suppressed
Replaced 1 2 (10.5%)
Unchanged 3 3 (15.8%)
Efficacy on pyuria 8 (42.1%) 5 (26.3%) 6 (31.6%) Case total
Excellent 7 36.8%

Moderate 3 2.1% Overall effectiveness rate
Poor 2 21.1% 15/19(78.9%)

Table 3 Overall clinical efficacy of BAY o 9867 according to the type of infections

No. of Overall
Group Excellent | Moderate Poor effective-
cases ness rate
1st group (Catheter indwelt)
Monomicrobial 2nd group (Post prostatectomy) 2 1 1 50%
infection 3rd group (Upper U.T.I.) 1 1 0%
4th group (Lower U.T.L) 14 6 6 2 85.7%
Sub  toltal 17 6 7 4 76.5%
. . 5th group (Catheter indwelt)
Polymicrobial - P
infection 6th group (No catheter indwelt) 1 1 100%
Sub total 1 100%
Total 19 7 8 4 78.9%
Table 4 Bacteriological response to BAY o 9867 in complicated UTI patients
Isolates No. of strains Eradicated(%) Persisted*
E. coli 6 5(83.3%) 1
P. aeruginosa 4 3(75.0%) 1
K. preumoniae 3 3(100%)
Morganella sp. 2 2 (100%)
Enterococcus sp. 2 2 (100%)
Serratia sp. 1 1(100%)
GNR 1 1 (100%)
S. epidermidis sp. 1 1(100%)
Staphylococcus sp. 1 0%) 1
Total 21 18(85.7%) 3

* Persisted

: included suppressed strains

Table 5 Bacteria newly isolated after treatment in complicated UTI patients

Isolate No. of strains (%)
E. coli 1 (50%)
A. lwoffit 1 (50%)

Total 2 (100%)
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Table 6 Changes in laboratory test results after 14—day treatment

Total No. of Doctor’s evaluation
. Aggravated (Relation to the drug)
Ttem patients ini Unchanged| Improved
evaluated Definite | Probable| Possible |Sub total Pr:l;:bly Def;z;tely Sub total nenang P

RBC 17 14 3
Hb 17 15 2
Ht 17 16 1
WBC 17 13 4
BUN 17 1 1 16
Creatinine 17 1 1 16
GOT 17 17
GPT 17 17
Al-P 14 14

No. of patients with

aggravated laboratory 1 0

test results

FERIRELTHOBABE L, BRBREBENER
Table 6 D& H 0T, BUNMEZ LT F=v0 AN
1B ST, ABIZ6TREEFOEBBA % OME
RyERERE, MEKEELAT S BHEBRAES T, FH
14 A B T 1412 BUN (18—35mg/dl), MiEZ L 7
F=v (1.3—=1.6mg/dl) "LEHL, H17AKILC
BUN 27 mg/dl, MiEZ L7 F=>1.4mg/dl\ZFHELZ
2, AFGEBEBIHAKEELETLIILbHNE
B L AEIER L RETETE R d 57,

m. #* =

BAY 0 9867 ix 6 LI 7 v FE,
% A T 5 quinoline carboxylic acid & ® Norfloxacin,
Ofloxacin, Enoxacin & BlADHARMER N 12T, 1
fiLiZ cyclopropyl % BT 2 D»FEHMTH 5, FF DK
B2 ORI BIFT, BNOBTLRITEEINATVS
2%, AF|ORBA~DHEM 2 128FR T43% & Norfloxacin
D27% (128¢F) (ZH L %%, Ofloxacin #90% (24
B2 L - T D, H10% 13L& LTRFIS
HitshsreEbhTwal, L2rL, FHOREN I
FROEHNCH L 2 ~ 4153 <, F-RFYORMI %
& 5 BAY q 3542 b AH L IHIZAIEOMENEFT
ALENTWAEDTY, UTI DERIIBVERMERT
IR TV,

BHBEMY UTI T3 AH 1 B 2 B5400 mg, 5 HEH
RETIB.I%DRAENENEFON, BHETITLbh
7= Ofloxacin DHHEME UTI 12+ 2 BEHHEI00% 12
kL4 % 3b dD, Norfloxacin ? 56%?,
72.5% L LIERT W, SHEORE CHEEEDO A
F—F VBB E TN T e d o 7270 BIF 72 B

7 L |2 piperazinyl 3k

Enoxacin ®

PEONZELEZONLN, BUHEMM UTI xR
ELT1H2MEE400 mg DEORETESNHEEE
LTIRIZIZHMETEALDEE LN,

WEFHNREADE, 7T LBHHE, 77 LBHEHE
DUTHIZHLTHBVRERLERLTEH, P aeru-
ginosa DTS%ATHE L L BFHETE AREELEZ S
na,

EIER L L TR S L IR REB DR E K
A LBNCERD S 7z A%, R T4 H B O AR IEA T HE
ThHomI LKA OZEM LI/ T LDEEZLN
5, LA L, LEROERKIAFRECL 2BAAE#KD
ARiCEBE LT Ll s h, SBOEERILI NE
BEBEn12eE2o0%, BRREBORFEELT
BUN, MiE7 L7F=vOBELEX 1FIEDLN
7200, EBEERICLLABEOEENEZE SN
EFITH ) AFHELHS 2 ISR S B LMIETE T
KEOFERERETLIDEREZ LN D 57,
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CLINICAL EVALUATION OF BAY o 9867
IN PATIENTS WITH COMPLICATED URINARY TRACT INFECTION

SHo HIRANO, SHUII TOKUNAGA, MASARU SAWAKI, TOSHIAKI SUGATA,
Mitsuo OHkawa and Haruo Hisazumi
Department of Urology, School of Medicine, Kanazawa University

(Director : Prof. H. Hisazumi)

The clinical efficacy and safety of BAY o 9867, a new synthetic antimicrobial agent, were evaluated in patients with
chronic complicated urinary tract infection. The patient received 400 mg of BAY o 9867 orally twice daily for consecu-
tive 14 days.

Based on the improvement in bacteriuria and pyuria after 5—day administration, the efficacy of BAY o 9867 was
assesed to be excellent in 7 cases, moderate in 8 cases and poor in 4 cases with an overall effectiveness of 79 percent.

As side effects, mild abdominal fullness was observed in 1 patient. Aggravated laboratory test results were mild and
transient elevations of BUN and serum creatinine in 1 patient, which was not thought to be definitely related to BAY o
9867 administration.



