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Table 1. Chinical summary of uncomplicated UTI cases treated with BMY-28100
Treatment Bacteriuria® ]
%ﬁie ?5;3 Sex|Diagnosis o Toraie Symptoms™® | Pyuria™® . o Evaluation esfégstis
(/day) | (days) SPECIES | (CFU/ml)
1 |64 | F AUC 250 mg X2 3 f ﬁ E;_m)li 1(/)7 excellent (=)
2 |51 | F AUC 250 mg X2 3 t i [?._co)li 1(/)b excellent (=)
3 |37| F | AUC | 250mgx2 | 3 i * f‘_“’)” 1?4 excellent | (=)
¢ [39|F| AUC | 250mgx2 | 3 s h ‘?‘_Co)li 1?0 excellent | (—)

AUC : acute uncomplicated cystitis

*before treatment/after treatment

Table 2. Overall clinical efficacy of BMY-28100 in acute uncomplicated cystitis
250 mg X 2/day, 3-day treatment

Symptoms Resolved Improved Persisted
Effect on
Pyuria clear- |decre- |uncha-| clear- |decre- |uncha-| clear- [decre- |uncha- bacteriuria
y ed ased | nged | ed ased | nged | ed ased | nged
eliminated 4 4(100% )
.. | decreased
Bacteriuria (replaced)
unchanged
Effect on pain on micturition 4(100% ) patient total
Effect on pyuria 4(100% ) 4
D Excellent 4(100% ) overall efficacy rate

D Moderate

D Poor (including failure)

4/4(100% )
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Table 3. Bacteriological response to BMY-28100 in acute uncomplicated cystitis

Isolate g?&igi Eradicated Persisted ™
E. coli 4 4(100% )

* regardless of bacterial count

Table 4. Relation between MIC and bacteriological response to BMY-28100 treatment

in acute uncomplicated cystitis

MIC( xg/ml)  Inoculum size 10°bacteria/ml N
Isolate do?xte Total
<0.39] 0.78 | 1.56 | 3.12 | 6.25 | 12.5 25 50 100 | >100
E. coli 3/3 1/1 4/4
3/3 1/1 4/4
Total
(100% ), (100% )[(100% )

No. of strains eradicated/no. of strains isolated
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Table 5-1. Clinical summary of complicated UTI patients treated with BMY-28100
Diagnosis Cath UTI Treatment Bacteriuria™® y
Patient|{Age (g oy atheter Pyuria® . Side-
yuria Evaluation
w. |(y) Underlying (route) group dose duration I count effects
condition (/day) | (days) species (CFU/ml)
CcCC + S. liquefaciens 107
1 |60 M (=) |G-4 1500 mgXx2 5 excellent | (—)
urethral - (=) /
stenosis
CCP H# P. aeruginosa 107
2 |70 | M (=) | G-31(500mgx3| 5 poor (=)
renal P. aeruginosa 10*
stone
cccC ++ S. liquefaciens 107
3176 | M (=) | G-41250 mgX3 5 —| moderate | (—)
urethral - S. liquefaciens <10*
stenosis yeast-like organism
ccP # | E cli 107
4 |52 | F |vesicoureteral | (—) | G-3|250 mg X3 5 : excellent | (—)
reflux - yeast-like organism <10°
hydronephrosis
E. faecalis 4
CCP + ! s 10
5 177 | M (=) | G-6 |[250mgx3| 5 S. epidermidis moderate | (—)
renal stone + (=) /
hydronephrosis
CCC + E. coli 107
6 |76 | F (=) [ G-4|250mgXx3| 5 —| excellent | (—)
vesical - E. aerogenes <10*
diverticulum
CCP # K. pneumoniae 107
715 |F (=) [G-3[250mgXx3| 5 poor (=)
renal + K. pneumoniae 10*
stone
CCC + E. coli 10*
8 [61 | M (=) | G-41250 mgx3 5 excellent | (—)
BPH - (=) /
CcccC H+ E. coli 107 ‘
9 170 | M (=) | G-41(250 mgx3 5 excellent | (—)
BPH - (=) /

CCC :chronic complicated cystitis
CCP :chronic complicated pyelonephritis
BPH :benign prostatic hypertrophy

*before treatment/after treatment
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Table 5-2.  Clinical summary of complicated UTI patients treated with BMY-28100

. Diagnosis ) Treatment Bacteriuria™®
atient| Age Catheter| UTI s : Side-
no. | (y) Sex . (route) |group ——Pyuria Evaluation effects
Underlying dose duration . count
condition (/day) | (days) species (CFU/ml)
E. coli
CccC + P. rettgeri 107
10 |63 | F |——| (=) [G-6 250 mgXx3| & K. oxytoca —| moderate | (—)
bladder + _ /
tumor (=)
P. vulgaris
ccc # yeast-like organism 10t
11 (68| M |——| (=) [(=)]250mgXx3| 5 : (=) (=)
BPH m P. vulgaris 10t
bladder E. cloacae
tumor yeast-like organism
CCC # E. coli 107
12 |51 | F [——| (=) [G-4 (250 mgX3 5 moderate | (—)
neurogenic + A. calcoaceticus <103
bladder S. epidermidis
P. aeruginosa
CCp + | E Saccium 107
13 | 71 | M |————| urethra | G-5 [250 mg X3| 5 e — poor | (=)
neurogenic # F odoratim. 107
bladder L. faecium
hydronephrosis yeast-like organism
cccC + P. aeruginosa 10°
14 156 | M |—————/urethra [ G-1 |250 mgX3| & poor (=)
, bladder + P. aeruginosa 108
e C. freundii
CCC +# A. calcoaceticus 10°
15 | 88 [ M —g5p | urethra (—)]250 mg X3 5 yeast-like organism (=) (=)
kidney
tumor - ( —) /
cce + E. faecalis 107
_ _ E. cloacae
16 |75 | M (=) |G-6[250mgx3| 5 poor (=)
prostatic + E. cloacae 107
cancer
cce # E. faecalis 107
17 | 88 | M |————| (=) |G-6[250mgx3| 5 E. cloacae poor | (=)
prostatic H E. cloacae 10°
cancer
CCC # yeast-like organism 104
18 (78 | M |[—gpg—| (=) |(—)[250mgx3| 5 - : . (=) (=)
ble:dder # yeast-like organism 103
umor
CCC :chronic complicated cystitis *before treatment/after treatment

CCP :chronic complicated pyelonephritis
BPH : benign prostatic hypertrophy
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Table 5-3. Clinical summary of complicated UTI patients treated with BMY-28100
Diagnosis Cath UTI Treatment Bacteriuria®
Patient| Age Sex atheter Pyuria* Evaluation Side-
w. | {y) Underlying (route) fgroup dose duration | . count effects
condition (/day) | (days) Species (CFU/ml)
CCC + E. faecalis 10°
19 {68 [ M |———| (=) [G-4 {250 mgX3 5 excellent | (—)
bladder - (—) /
re(‘('al )
+ E. faecium 10°
20 | 83 | M (=) [G-2(250mgX3| 5 poor (=)
ol + E. faecium 10
tumor P. aeruginosa
CCP + P. mirabilis 10°
21 | 62| F (=) [G-3]250 mgXx3 5 moderate | (—)
renal + (=) /
stone

CCC : chronic complicated cystitis

*before treatment/after treatment

CCP : chronic complicated pyelonephritis
BPH : benign prostatic hypertrophy
PPI : post-prostatectomy infection

Table 6. Overall clinical efficacy of BMY-28100 in complicated UTI

5-day treatment

Bacteriuria Pyuria Cleared Decreased Unchanged bEa?tee(;Euorrila
Eliminated 6 2 2 10(55.6% )
Decreased 1 1(5.6%)
Replaced

Unchanged 1 6 7(38.9%)
Effect on pyuria 7(38.9%) 3(16.7%) 8(44.4% ) patient total
B Excellent 6 overall efficacy rate

[ ] Moderate 5 11/18(61.1% )

D Poor (including failure) 7
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Table 7. Overall clinical efficacy of BMY-28100 classified by the type of infection
No. of Overall
Group 0.0 Excellent | Moderate | Poor efficacy
patients rate
group 1 (indwelling catheter) 1( 5.6%) 1 0%
group 2 (post-prostatectomy) 1( 5.6%) 1 0%
Monomicrobial | group 3 (upper UTI) 4(22.2%) 1 1 2 50%
infection
group 4 (lower UTI) 7(38.9%) 5 2 100%
sub-total 13(72.2%) 6 3 4 69.2%
group 5 (indwelling catheter) 1( 5.6%) 1 0%
Polymicrobial . . .
infection group 6 (no indwelling catheter) 4(22.2%) 2 2 50%
sub-total 5(27.8%) 2 3 40%
Total 18 6 5 7 61.1%
Table 8. Bacteriological response to BMY-28100 in complicated UTI
Isolate No. of strains Eradicated( %) Persisted *
S. epidermidis 1 1(100%)
E. faecalis 4 4(100% )
E. faecium 2 2
E. coli 6 6(100% )
K. pneumoniae 1 1
K. oxytoca 1 1(100% )
P. mirabilis 1 1(100%)
P. rettgeri 1 1(100% )
E. cloacae 2 2
S. liguefaciens 2 1(50.0%) 1
P. aeruginosa 3 3
F. odoratum 1 1
Total 25 15(60.0% ) 10

* regardless of bacterial count
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Table 9. Relation between MIC and bacteriological response to BMY-28100 treatment in complicated UTI

MIC (pug/ml) Inoculum size 10° bacteria/ml N
Isolate ° | Total
<039] 0.78 | 156 | 313 | 625 [ 125 | 25 | 50 | 100 | >100| dome

S. epidermidis 1/1 1/1

E. faecalis 1/1 2/2 1/1 4/4

E. faecium 0/2 0/2

E. coli 3/3 3/3 6/6

K. pneumoniae 0/1 0/1

K. oxytoca 1/1 1/1

P. mirabilis 1/1 1/1

P rettgeri 1/1 1/1

E. cloacae 0/2 0/2

S. liquefaciens 1/2 1/2

P. aeruginosa 0/3 0/3

F. odoratum 0/1 0/1
Total 1/1 4/4 4/4 1/2 2/2 1/1 2/11 15/25
(100%)](100%)[(100%) (50.0%)[(100%)[(100%) (18.2%) (60.0%)

No. of strains eradicated/no. of strains isolated
Table 10. Strains" appearing after BMY-28100 X ik

treatment in complicated UTI 1) BMY-281008KEHBEE : 7 ) 2 F L - w4

Isolate No. of strains

S. epidermidis
C. freund

E. aerogenes
P. aeruginosa
A. calcoaceticus

b b

Total 5

« regardless of bacterial count
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BMY-28100 IN URINARY TRACT INFECTION

Suoco Uepa, Takuro Y amasuita, Nopuyuki Yosuitake, Osamu Yosuizumi, Tsutomu OkaBE,
Kenicni Havasui and Kosaku Eto
Department of Urology, Kurume University, School of Medicine,
67 Asahi-cho, Kurume 830, Japan

We evaluated BMY-28100, a new orally absorbable cephalosporin, for clinical efficacy, utility and safety in the treatment
of urinary tract infection. The following results were obtained.

1) In acute uncomplicated cystitis, BMY-28100 was clinically evaluated as excellent in all 4 cases by both the doctor's
and the Japanese UTI Committee's evaluation.

2) In complicated urinary tract infection, BMY-28100 was clinically evaluated by the attending doctor as excellent in 6,
good in 8 and poor in 7 cases. By the Japanese UTI Committee's criteria, it was evaluated as excellent in 6, moderate in 5 and
poor in 7 cases, the efficacy rate being 61.1%.

3) Bacteriologically, all strains of Escherichia coli were eradicated in acute uncomplicated cystitis, and 15 (60.0%) of 25
strains were eradicated in chronic complicated UTIL.

4) No side effects or laboratory abnormalities were observed in any of the patients.



