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Fig.1 Chemical structure of CXM-AX
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Table 1 Background of the patients
treated with CXM-AX

I. Acute uncomplicated cystitis (10 patients)
Age 121~69yr.
Sex : Male 0, Female 10

II. Chronic complicated U.T.I. (7 patients)
1. Pyelonephritis (1 patient)

Age 149yr.
Sex . Female 1
Underlying

. I Renal stone
condition

2. Cystitis (6 patients)
Age 161 ~73yr.
Sex - Male 3, Female 3

I_Anderl%'l‘ng BPH 2. NVD 3, BT 1
condition

IlI.  Gonorrhoeal infection (11 patients)
Age S 18~48yr.
Sex . Male 8, Female 3
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Table 2 Clinical summary of uncomplicated U.T.I. patients treated with CXM-AX

Treatment Bacteriuria * Evaluation
Case Side
Age | Sex | Diagnosi ion| Symptom | Pyuria® MIC g
No. ge | Sex | Diagnosis ( D:SZ ) D(u;atu))n ymptom | Pyuria Species ((:;)u;l)l 105/ml UTI Dr effects
mg X /day ay m (ug/ml)
+ + E. coli 10° 3.13
1160 F AUC 500 X 3 3 Excellent | Excellent -
+ H E. coli 105 3.13
2|57 | F AUC 500 X 3 3 Excellent | Excellent -
+ + E. coli 10° 3.13
312 F AUC 500 X 3 3 Excellent | Excellent -
+ + E. coli 107 12.5
4146 | F AUC 500 X 3 3 Excellent Good -
+ ++ E. coli 108 3.13 Gastric
5163 | F AUC 500 X 3 3 Excellent | Excellent
- —_ — discomfort
+ H# E. coli 10° 6.25
6 | 2| F AUC 500 x 3 3 Excellent | Excellent -
+ + E. coli 10° 3.13
7169 | F AUC 500 X 3 3 Excellent | Excellent -
+ + E. coli 10° 3.13
8 |13% | F AUC 500 X 3 3 Excellent | Excellent -
+ + E. coli 108 3.13
9 | 37 | F AUC 500 X 3 3 Excellent | Excellent -
4 + E. coli 108 3.13
10231 F AUC 500 X 3 3 Excellent | Excellent -

AUC : Acute uncomplicated cystitis

* Before treatment

After treatment
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Table 4 Overall clinical efficacy of CXM AX in acute uncomplicated cystitis
Symptom Resolved Improved Persisted
Efficacy on
i Cleared De- Un- Cleared De- Un- Cleared De- Un- bacteriuria
‘uria ) e
Pyuria eare creased | changed creased | changed creased | changed
Eliminated i 10 10 (100%)
| Decreased

Bacteriuria (%

! Replaced

Unchanged (%
Efficacy on pain 10 (100%)
on urination Case total

, 10
Efficacy on pyuria 10 (100 %)
@ Excellent 10 (100 22)
Overall effectiveness rate
I
| Moderate
10/10 (100 25)
Poor or Failed

Table 5 Overall clinical efficacy of CXM-AX in complicated U.T.I.

Pyuria Effi
icacy on
Cleared Decreased Unchanged ‘5 )
- bacteriuria
Bacteriuria
Eliminated [j 6 (86 %
Decreased
Replaced 1 1 (14 %)
Unchanged
Case total
Efficacy on pyuria 6 (8625) 1 (14%) 07
{:}\ Excellent 6 (867)
Overall effectiveness rate
67 (867.)
Poor or Failed 1
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Table 6 Overall clinical efficacy of CXM-AX classified by type of infection
11
No. of cases Ov?ra
Group Excellent Moderate Poor effectiveness
(Percent of total)
rate
1st group (Catheter indwelt )
2nd group (Post prostatectomy)
Smg}e 3rd group (Upper U.T.L) 1(14%) 1 100 %
infection
4th group (Lower U.T.L) 5(71%) 4 1 80%
Sub total 6 (86 %) 5 1 83 %
5th group (Catheter indwelt)
Mixed I eroup (No catheter indwelt) 1(14%) 1 100 %
infection
Sub total 1(014%) 1 100 %
Total 7 (100 %) 6 1 86 %
Table 7 Bacteriological response to CXM-AX
Diagnosis Isolates No. of strains | Eradicated (%) | Persisted®
Acute E. coli 10 10 (100 %)
uncomplicated
cystitis Total 10 10 (100 %) 0
E. coli 4 4 (100 %)
K. ozaneae 1 1 (100 %)
Complicated K. oxytoca 1 1 (100 %)
UTL K. pncumoniac 1 1 (100 %5)
M. morganii 1 1 (100 %)
Total 8 8 (100 %) 0
* Persisted : Regardless of bacterial count
Table 8 Strain* appearing after CXN AN treatment
in complicated U.T.I.
Isolate No. of strain ( 70)
P.acrugiinosa (100 7,)
Total (100 7,)
' Regardless of bacterial count
Table 9 Relation between MIC and bacteriological response after CXM-AX treatment
in acute uncomplicated cystitis
MIC (g ml" Inoculum size 10°cells ml Not
Isclates p— : Total
- | =0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 >100 dene
E coli 88 ‘ 11 11 10,10
T T
Total 88 11 11 | 1010
N (160 %) | 1100750 | (100 %) | (100 %)
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Table 10 Relation between MIC and bacteriological response after CXM-AX treatment in complicated U.TJ,

MIC (ug/ml) Inoculum size 10°cells/ml Not
Isolates - Total
<0.39 | 0.78 | 1.5 313 | 6.25 | 125 2% 50 100 >100 | done
E. coli 3/3 1/1 4/4
K. ozaneae 1/1 111
K. oxytoca 11 71
K. pneumoniae 1/1 1/1
M. morganii 1/1 11
Total 55 | 11 | 11 | 14 88
o (100 %) | (100 %) | (100 %) | (100 %) (100%)
Table 11 Clinical efficacy of CXM-AX in gonorrhoeal infection
(11 patients)
Day of No. of i
Dose . ay o o0 Excellent Good Poor Effectiveness
judgment case rate (%)
o
500 mgX 3 /day g 11 4 7 0 100 %
7 10 9 1 0 100 %

SEIZ¥\ T P.aeruginosa 1721 To - 7= (Table 7,
8)o MEYHIZNE EAF D MIC LoB#ER4 25 &, (2
LAEDBIA LT 6.25 pg/ml LIFOBERT: MIC #
7~ L7z (Table 9,10),

WERRE 11 Oz 543 % BERZIR X 3 B HHE T
i, FER40, BT HOTERER 100, TH-teo T
5% 10 fli27 BB ¥ TRBEE,NTE, TEROHE
TXER P, B 1HITERER 100% THH, HLHH
OINA A B e (Table 11),
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HBHo ARz HEAKTILIZ LA ETEER Iz, &
nEghEEht: CXM-AX G BENTH=27 vt2h
T CXM & LTRSS h, MEFAEZRENTT 5, A#x
f-lactamase (ZKETHHDT, EROEOML7 > =
AXRYVEIEIDIECHEARZ b ARB L, ChETL
BAWIEE TE 7ok o 72 E. coli, Klebsiella 7 » v A
KV vitEkkse Citrobacter, Proteus, Enterobacter i:
ECLPEIFM 2T, ¥ 172 N.gonorrhoeae =5t LT
1, HROFEOA 27 » e 2R Y VENZHEE LT
WHXET 2. AR RS T 5RO 50% »

CXM L LTBREh, RFINBT & BrEmL
THRP~PREE X, RERYIE K L TR EA L%
2 bh B S0, EEORBRIVE, HERREC
X B AFOFRBELRE L,

LEIDEEICR T UTL BRhSEMisLE 25t -» THE
LIcBERIRIL, SPEREMERE R Tk 1009, BMER
HRYSETIL 86% LEmWERNBLRI, MEFH
BHRTLHREER 1009 LRVEETH D, ThHOHEIT
X3 BAIEHK D MIC 12k A 6.25 pg/ml LT TH
57 FRMERRHEC T 5 2R SAMBRET
1002 LEVEREI B OIS,

BIERIE 1 P iRE O B B 22D 12 0A T, i
AKX B EBbh 5 AEN, MENRERRS
X OBERRAEE D RH 3B b hieh - 1o

M bofzn s CXM-AX (3 ZerEmOERT
B, BN R R 3 X O R YE O HBRE
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CLINICAL STUDIES ON CEFUROXIME AXETIL (CXM-AX)
IN URINARY TRACT INFECTIONS

Noriaki Sanpa, Kazusur Seo, Suozo Sexo, Toru Suwmi,
Hirosut Nakano and Hiromr Nixira

Department of Urology, Hiroshima University School of Medicine

Katsuniko Okapa and Motoniro Fujn

Urological Clinic, Hiroshima General Hospital

Clinical studies were performed on cefuroxime axetil (CXM-AX), a new semisynthetic antimicrobial
agent, and the following results were obtained.

CXM-AX was administered orally, in the daily dose of 1,500 mg in 3 divided doses, for 3 days to
10 patients with acute uncomplicated cystitis, for 5 days to 7 patients with chronic complicated
urinary tract infections, and 3 to 7 days to 11 patients with gonorrhoeal infection.

1) Overall clinical results in acute uncomplicated cystitis were excellent in 10 cases, and the overall
efficacy rate was 100%.

2) Overall clinical results in complicated urinary tract infections were excellent in 6 cases and
poor in 1 case, and the overall efficacy rate was 86%.

3) All of the 18 isolated strains were eradicated, and the eradication rate was 100%.

4) Overall clinical effects evaluated on the 3rd day of dosing in gonorrhoeal infections were
excellent in 4 cases and moderate in 7 cases, and the overall efficacy rate was 100%.

5) As to the adverse events, 1 case of gastric discomfort was observed. No abnormal laboratory
findings were observed.



