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Table 1. Clinical summary of uncomplicated UTI patients treated with ME1207
Treatment Bacteriuria* Evaluation**
Patient - . . . . Si
atien Age | Sex |Diagnosis| qose | duration |Symptom* Pyuria* ) count | MIC ﬁlde Remarks
no. ‘ ) species UTI Dr | effects
img#/day! | (days) (/ml) | (ug/ml)
. N 3 +# # E. coli 10° | 0.20
1 36 | F | AUP | 200%x3 (5)0ne " — — — |moderate | excellent| — —
" “ E. coli 10¢ 0.39
2 24 | F | AUC | 100x3 3 " — K.pneumoniae 0.20 \moderate|excellent| — | —
. +# # E. coli 10° | 0.20
3 41 | F | AUC | 100x3 3 — — — — | excellent | excellent| — —
. + #t E. coli 10¢ | 0.20
4 51 | F | AUC | 100x3 3 — — — —— | — |excellent | excellent| — -
S. saprophyticus 1.56
r R i # + P. acidovorans 0.20 |
5 41 F | AUC | 100%x3 3 — — F. meningoseplicum 10° 6.25 excellent | excellent| — —
H# # E. coli 10° 0.20
6 38 | F | AUC | 100x3 3 — excellent | excellent | — —
" " E. coli 6.25
7 25 | F | AUC | 1003 3 Flavobacterium sp. 10° 12.5 |excellent | excellent| — —
" + E. faecalis 400
8 64 | F | AUC | 100x3 3 P. mirabilis 10° 1 0.10 |excellent |excellent| — —
+ # E. coli 108 0.20
9 53 | F | AUC | 100x3 3 —— | excellent | excellent| — —
+ + E. coli 107 | 0.39
10 52 | F | AUC | 100%3 3 —— | excellent | excellent | — —
H# + E. faecalis 10° 200
11 26 | F | AUC | 100x3 3 —— |excellent | good — -
AUP : acute uncomplicated pyelonephritis .before treatment .. UTI : criteria proposed by the UTI Committee
AUC : acute uncomplicated cystitis after treatment Dr : Dr's evaluation

o

s overall days of treatment
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Table 2. Overall clinical efficacy of ME1207 in acute uncomplicated cystitis
Symptom Resolved Improved Persisted Effect on
Pyuria cleared | decreased |unchanged| cleared | decreased |unchanged| cleared | decreased |unchanged bacteriuria
eliminated | 9 | 1 10 (100%)
Bacteriuria decreased .
acteriu (replaced) 0 ( 0%)
unchanged 0 0%)
Effect on pain on o
micturition 9 (190%) 1 (10%) 0 (0%) Patient total
10
Effect on pyuria 10 (100%) 0 (0%) 0 (0%)
[E=—J) Excellent 9 (90%)
) rere ficacy rate
Moderate 1 (10%) overall ef N
[ (10% 10/10 (100%)
[ Poor (including failure) 0 (0%)
Bacteriological response
Total no. of strains Eradicated Persisted*
15 15 (100%) 0 (0%)

*

. regardless of bacterial count

Table 3. Bacteriological response to ME1207 in acute uncomplicated cystitis
Isolate No. of strains Eradicated (%) Persisted*
S. saprophyticus 1 1
E. faecalis 2 2
E. coli 7 7
K. pneumoniae 1 1
P. mirabilis 1 1
P. acidovorans 1 1
F. meningosepticum 1 1
Flavobacterivm sp. 1 1
Total 15 15 (100) 0

* ! regardless of bacterial count
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Table 4. Clinical summary of complicated UTI patients treated with ME1207
. . Treatment Bacteriuria® Evaluation**
Patient| Age Diagnosis Catheter | UTI Pyuria® Side
no. | Sex | Underlying condition |(route) | group | dose |duration| *¥!4M@ o count | MIC effects| Remarks
3 species UTI Dr
nmge dav | (days) (/ml) | (ug/ml)
a7 cep i _ + K. pneumoniae 107 0.10
12 - — 3 100 %3 5 L excellent | excellent | — —
renal stone - —
7 ccp # E. coli 107 0.20
13 H — 3 100 x 3 5 moderate| good — —
M renal stone + —
75 CcCC R H# E. faecium 10*
1 5} - _ s 100 % 3 5 / excellent | excellent | — —
M | neurogenic bladder - —
70 CCC # E. cloacae 107 50
15 . —_——— — ] 2003 5 oor —_ —
’ M | neurogenic bladder L E. cloacae 107 400 P poor
. 68 CCC _ L E.coli 10° 0.20
16 | - 4 100 %3 5 excellent | excellent | — —
F | neurogenic bladder - —
CNS 10* 12.5
68 CcCC Ht E. faccalis 400
17 — 1 200%3 5 . L poor oor — —_
! M B.P.H ? H E. faecium 10 > 400 ! P
GNF-GNR 25
. NS 0 T-Bil
15| ® cep — 1| 200x3 5 * - o | — L l? - d I _ il
M VUR - 2 > — F. {)11':1111g(;>L1{11Ly»1 0° 12.5 [moderate| excellent D-Bil
S. haemolyticus 100 0.14-0.74-02
Flavobacterium sp. 12.5
19 62 cep 6 200 %3 N # X. maltophilia 10% > 400 lent
4 —_—— b Y4 X J 00r excellen - _
M hydronephrosis ’ + P. acidovorans 10° 0.1 P ¢
X. maltophilia > 400
S 2
) s cce ‘ ] i " S. aur('m' i 10¢ 12.5 .
20 F | neuromenic bladder — E| 200 %3 5 n X. maltophilia BT 200 poor fair — -
neurogeni a € CNS 50
71 CCC H# E. coli 10° 0.20
21 ‘ _ — 4 200 %3 5 ~ . moderate | excellent | — —
F | neurogenic bladder - E. faccalis 10° 400
H( CCC # E. coli 10° 0.20
22 h;' —_— — 4 200 <3 5 @ excellent | excellent — —
F | neurogenic bladder — —
7 CCC H E. coli 107 1.56
23 L | —— — 4 200 %3 5 a 2 excellent | excellent — -
F | urcthral stricture - —_
52 CCC + E. coli 10° 0.10
24 62 - _ 4 200 %3 5 & excellent | excellent | — -
M | neurogenic bladder - —
79 CcCC H# C. diversus 10° 0.39
25 l'.’ ———— — E) 200 %3 5 e excellent | excellent — -
F | neurogenic bladder - —
E. coli 0.39
68 CCcC . N # E. faccalis 10° 200
26 . | ——— — 6 20073 5 " excellent | excellent — -
F | neurogenic bladder - P._vulgaris 0.10
) CCC # P. mirabilis 10° 0.20
27 o8 —_— = 1 200 %3 5 a excellent | excellent | —
F | neurogenic bladder - —
K cce |00 ; # E. faecalis 10° 1400 o o B
2 - K x ; - 01 J -
F bladder tumor ’ # E. faccalis 10 ND P P
K. pneumoniac 0.20
71 CCC . - # . coli 10° 0.20
29 . | — 6 200 - 3 5 i o o excellent | excellent — -
F | neurogenic bladder - =, Jaccium 200
5T CcC 1 E. col, 10° 0.78
30 b ——ELL— 4 200 %3 5 ot d excellent [ excellent - -
I* | neurogenic bladder -
CCP  chronic complicated pyelonephritis . before treatment
CCC  chronic complicated cystitis after treatment
VUR © vesicoureteral reflux . UTIL  criteria proposed by the Japanese UTI Committee
CNS ' coagulase negative staphylococcus Dr: Dr's evaluation
GNF GNR © glucose-nonfermenting gram negative rod

ND

not done



WK AFRHEIRIC B1F 5 ME 1207 O BsIK MM

VOL 40 S—2 791
Table5. Overall clinical efficacy of ME1207 in complicated UTI
Pyuria . Effect on
Bacteriuria Cleared Decreased Unchanged bacteriuria
Eliminated 11 1 12 (63.1%)
Decreased 0( 0%)
Replaced 2 2 4 (21.1%)
Unchanged 1 2 3 (15.8%)
Effect on pyuria 13 (68.4%) 2 (105%) 4 (211%) pa“e';; total
[ Excellent 11 (57.8%)
Moderat A 80 overall efficacy rate
] Moderate 3 (158%) 14/19 (73.7%)
[ Poor (including failure) 5 (26.3%)
Bacteriological response
Total e of Eradicated Persisted*
strains
24 21 (87.5%) 3 (12.5%)
*regardless of bacterial count
Table 6. Overall clinical efficacy of ME1207 classified by the type of infection
. No. of (% Of) Overall
Group patients \total Excellent | Moderate Poor efficacy rate (%)
group 1 (indwelling catheter) 0 0%)
group 2 (post-prostatectomy) 0 0%)
?ffe';‘:;:mb‘al group 3 (upper UTI) 3 (15.8%) 1 2 3/3
group 4 (lower UTID) 13 (68.4%) 8 1 4 9/13(69.2%)
sub-total 16 (84.2%) 9 3 4 12/16(75.0%)
group 5 (indwelling catheter) 0( 0%)
Polymi i - .
in(;eycrtril(l;roblal group 6 (no indwelling catheter) 3 (15.8%) 2 1 2/3
sub-total 3 (15.8%) 2 1 2/3
Total 19 (100%) 11 3 5 14/19(73.7%)
WNIE ! o/ Overe
Indwelling I\O', of (’0 Of) Excellent | Moderate Poor Vet i1l
catheter patients \total efficacy rate
Yes 0 0%)
No 19 (100%) 11 3 5 14/19(73.7%)
Total 19 (100%) 1 3 5 14/19(73.7%)
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Table 7. Bacteriological response to ME1207 in complicated UTI
[solate No. of strains Eradicated (%) Persisted*
S. aureus 1 1
CNS 2 2
E. faecalis 3 2 1
E. faecium 1 1
E. coli 9 9
K. pneumoniae 2 2
P. vulgaris 1 1
P. mirabilis 1 1
E. cloacae 1 1
C. diversus 1 1
Flavobacterium sp. 1 1
X. maltophilia 1 1
Total 24 21 (87.5) 3 (12.5)

CNS : coagulase negative staphylococcus

*regardless of bacterial count

Table 8. Strains* appearing after ME1207 treatment in

complicated UTI

Isolate No. of strains
S. haemolyticus 1
CNS 1
E. faecalis 2
E. faecium 1
F. meningosepticum 1
X. maltophilia 1
P. acidovorans 1
GNF-GNR 1
Total 9

No. of patients in whom
strains appeared

5
— (26.3%)

Total no. of patients
evaluated

19

* . regardless of bacterial count

CNS  coagulase negative staphylococcus
GNF-GNR : glucose-nonfermenting gram negative rod
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Table 9. Relation between MIC and bacteriological response to ME1207 treatment in UTI
MIC (gzg/ml) Inoculum size 10° cells/ml
Isolate Total
=039 | 0.78 1.56 3.12 6.25 12.5 25 50 100 >100 | not done
S. aureus 1/1 1/1
S. saprophyticus 1/1 1/1
CNS 1/1 1/1 2/2
E. faecalis 3/4 3/4
E. faecium 1/1 1/1 2/2
E. coli 14/14 1/1 1/1 1/1 17/17
K. pneumoniae 3/3 3/3
P. vulgaris 1/1 1/1
P. mirabilis 2/2 2/2
E. cloacae 0/1 0/1
C. diversus 1/1 1/1
F. meningosepticum 1/1 1/1
Flavobacterium sp. 2/2 2/2
X. maltophilia 0/1 0/1
P. acidovorans 1/1 1/1
Total ’22/2‘% 1/1 2/2 2/2 4/4 0/1 1/1 4/6 1/1 .”;7/40‘
(100%) (92.5%)
No. of strains eradicated/no. of strains isolated
CNS ! coagulase-negative staphylococcus
Th 72 (Table6), HKEH 14 Bb 26 (14 %), TE 4Nz RE S b - 12, ARV G- O BRI R A
ABE B 56 (hEf] No. 17~21) 3 Bn 8 TH - oy JH AL, M) L > EOBED D—Mtk

12 EHIZ E. coli 9 ¥k A £ X4 5 12 Wk 24 #rAHR
&N, Enterococcus faecalis, Enterobacter cloacae,
Xanthomonas maltophilia 7% 1L F 1 BRI L 7272
&b, HINHHUL 88 % Td - 72 (Table 7)., &5 ,Q
ﬁﬁli 77 LbthdinT 4 HFES KK, 71 r’i%JF-}t %7
LEEFERRHI AT 4 #Ra8eD 5 1L, Z DIEBIHUE I 26 % (5
fﬂJ/w Bl) T, & ARESITH - 72 (Table 8). MIC
385 HIRH T 40 BRrp 39 BRTH05E 2 41, 12,5 ug/ml
LUF o 31 4k (79 %) DHiEH#UL 100 % Th - 72, i
% R E L7z E. coli @ MIC 13 0.20 ug/ml 22 65
6.25 ug/ml (29040 L kkiE g L T2y, 17 f’f\"f’ 14
B (829%) 12 0.39 ug/ml LLTF D I&ZETH - 72,
E. faecalis 4 ¥k & MIC {3 200 g/ ml % & 400 xg/ml
AL TH D, 400 gg/ml o 1 ERLI XL 72, 5%
L 72 E. cloacae = X. maltophilia » MIC (3 £ 11 &
150 wg/ml, >400 gg/ml Td - 7z (Table9)., &5
HH B MIC (%, Pseudomonas acidovorans O 0.
10 g /ml LAk 13 12.5 pg/ml 2> &5 > 400 wg/ml (2
LTz, A s & O G %o i rumllﬂ

DS VBN 8 S 17z Ay, BRIRAYIZ X L 13 7%

o1z,

AL E. coli, S. epidermidis, Klebsiella, Proteus
ZdL \J'flll%i NERE 2 s, BYEHREMERE I 13
4; Hadal - 25, £72, FRIOBGEHEB D L o 12
# T — T IVIER W O L NURRE 7 IR ) SEBERC L A Ay

FANAEAT, EHIZACFRERDIT DI T T i
BT, ARFIDATRN 2 AR L 2 0B UL A5 72
DAL L Hz o, L, ABL#AT
(3 I DL A5 <, B G R BLRNZ (X AR DA
NG E. faccalls X271 7 WEIEFERE 7 T LRV

#li)‘ %’f CRldhouiurz 2 2n b, Jﬂf‘/‘JV)JK"TNllli(I"Jf)‘

DN RS Y Y ARAS

X 13
1) REHGE, ESETSE 5 39 ]l A L se ey adb o, o
oy, ME120 .MM,wm
2) Sl EK, M UTT Sl 3 46 (55 3 b . Chemo-

therapy 34 © 408~441, 1986
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CLINICAL STUDIES ON ME 1207 IN UROLOGY

Kenzo Uema, Susumu Kagawa

Department of Urology, School of Medicine, Tokushima University,
2-50-1 Kuramoto-cho, Tokushima 770, Japan

Akio Imagawa, Makoto Yuasa
Department of Urology, Takamatsu Red Cross Hospital

Nobuo Fujimura

Fujimura Urological Clinic

We evaluated the clinical efficacy and safety of ME 1207 for the treatment of urinary tract
infections (UTI). ME 1207 was administered orally at a daily dose of 300~600 mg to 30 patients for
3~5 days. The following results were obtained :

1) According to the criteria proposed by the Japanese UTI Committee, the overall efficacy rate
was 100 % in 11 patients with acute uncomplicated UTI and 74 % in 19 patients with chronic
complicated UTL

2) Bacteriologically, all of the 16 strains isolated in acute uncomplicated UTI and 21(88 %) of the
24 strains isolated in chronic complicated UTI were eradicated.

3) No subjective side effects were observed. Laboratory studies revealed mild elevation of the
serum bilirubin level in one patient.



