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Fig. 1. Chemical structure of BMY-28100.
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Table 1. Clinical summary of uncomplicated UTI patients treated with BMY-28100
Treatment Bacteriuria* Evaluation**
Case |Age Sex|Di . S + | Pyuria* Side-
no. | (y) [P V128MSIS|  dose | duration | SYMPtoms™ | Fyuna species count  [MIC(10%) UTI Dr | effects
(mg x times) | (days) P (CFUMmI)| (ug/ml) :
+ + E. coli 106 0.78
1 |[19]F] AUC 250 x2 5 excellent [excellent| (-)
- + K. pneumoniae | 107 0.78
2 |70|F| AUC | 250x2 5 good (-)
E. coli* 3.13
+ + 10°
3 |[60[F| AUC 250 x 2 5 E. coli** 1.56 |excellent| good (=)
++ + -
4 [29|F| AUP 250x 3 7 - good (=)
- - YLO 10°
A U C : acute uncomplicated cystitis * before treatment/after treatment
A U P : acute uncomplicated pyelonephritis  E. coli* : lactose resolution (), lysine decarboxylase (+)
E. coli"*: lactose resolution (+), lysine decarboxylase (-)
** UTI : criteria proposed by the Japanese UTI Committee ~ YLO : yeast-like organism
Dr. : Doctor’s evaluation
Table 2. Overall clinical efficacy of BMY-28100 in acute uncomplicated UTI
Symptoms Resolved Improved Persisted
Effect on
; un- un- un- bacteriuria
Pyuria cleared (decreased changed cleared |decreased changed cleared Kdecreased changed
eliminated 2 (100%)
Bacteriuria decreased
(replaced)
unchanged
Effect on pain om 2 (100%)
micturition patient total
2
Effect on pyuria 2 (100%)
@ Excellent 2 (100%)
overall efficacy rate
D Moderate 0 212 (100%)
Poor 0
(including failure)

Table 3. Bacteriological response to BMY-28100 in acute uncomplicated UTI

Isolate

No. of strains

Eradicated (%)

Persisted*

E. coli

2

2 (100%)

0

* regardless of bacterial count
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Table 4-1. Clinical summary of complicated UTI patients treated with BMY-28100
Diagnosis Treatment Bacteriuria* Evaluation**
Case | Age S gn ™ |Catheter| UTI b acteriuria valuation Side-
. | ) €X| underlying (route) |group| dose duration |fYura species count | MIC(10%) UTl Dr effects
condition (mg x times)|  (days) P (CFU/ml) | (ug/ml) ’
CcCC + E. colt 10 1.56
1 (78| M : - G-4 | 250x3 5 moderate | good -
prostatic ~ . , g
carcinoma E. colt 2x 10 >400
E. coli 1.56
CCC + E. faecalis 107 12.5
2 |82 |M - G-6 | 250x2 4 P aeruginosa >400 | poor | good -
prostatic - | Pangnsa | 100 | >400
carcinoma
ccc + K. preumoniae 107 1.56
3132 |M - G-4 | 250x3 5 poor poor -
NVD +H+ P aeruginosa 108 >400
CCC + A. calcoaceticus 108 100
4 (69| M - G-2 | 500x2 5 moderate |excellent -
BPH + — _
1 i 0
CcCC + : 107 200
P fluorescens 5400
5|71 (M - 500x2 5 YLO excellent|  —
C. freundii 200
BPH + P fluorescens 10° 400
YLO
cce + E el e | 078
6 [78|M G-6 | 500x2 5 P mirabilis 156 | excellent |excellent| — —
BPH - - -
cCcC - - -
7 18|M 250x 2 5 unknown -
BPH + - _
cce . - P mzral?zlzs 10¢ 1.56 ‘
8§ |79 M G-5 | 250x2 5 P aeruginosa >400 poor fair -
(urethra)
BPH H P aeruginosa 10° >400
CcccC + S. aureus 104 200
9 |67 M G-2 | 250x2 5 poor | poor -
BPH ++ S. aureus 104 200
P aeruginosa 103 >400
cccC + YLO
10 |67 | M 500 x 3 5 excellent| —
prostatic . _ _
carcinoma -

CCC: chronic complicated cystitis

NV D: neurogenic bladder

B P H: benign prostatic hypertrophy

YLO : yeast-like organism

* before treatment/after treatment

** UTI : criteria proposed by the Japanese UTI Committee
Dr. : Doctor’s evaluation
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Table 4-2. Clinical summary of complicated UTI patients treated with BMY-28100
Diagnosis Treatment Bacteriuria* Evaluation**
Case |Age S —Catheter| UTI — pyuria* - Side-
no. | (y) |>*| underlying | (route) |group| ~dose | duration |*YU" species count |MICUO) | | g | effects
condition (mg x times) | (days) (CFU/ml) | (ug/ml) '
ccce - A mlcoacetlzms 105 200
1 [{719|M G-6 | 500x3 5 E. faecalis 6.25 |moderate| good -
BPH + - -
ccC - - -
12 {69 | M 250x 3 5 [unknown| -
BPH - -
Cccp + S. marcescens 107 >400 RECHb H
t
13 |67 | M| G-3 | 250x2 5 poor | poor
bil. renal + S. marcescens 108 >400 WBC |
stone
CCP - P aeruginosa 109 >400
14 |4 |F G-3 | 250x2 5 poor | poor -
It. renal ++ P aeruginosa 107 >400
stone
CcCcP + S. epidermidis 10° 6.25
15|28 M G-3 | 250x3 5 moderate| good -
It. renal o 14
stone s S. epidermidis 30
CCC : chronic complicated cystitis * before treatment/after treatment
C CP : chronic complicated pyelonephritis ~ ** UTI : criteria proposed by the Japanese UTI Committee
B P H: benign prostatic hypertrophy Dr. : Doctor’s evaluation
Table 5. Overall clinical efficacy of BMY-28100 in complicated UTI
Pyuria
Cleared Decreased Unchanged Effect' on
B iuri bacteriuria
acteriuria
Eliminated 2 3 (27%)
Decreased 1 1 2 (18%)
Replaced 1 1( 9%)
Unchanged 1 4 5 (45%)
1 total
Effect on pyuria 3 (27%) 1(9%) 7 (64%) patient 10
@ Excellent 1 (9%)
overall efficacy rate
D Moderate 4 (36%) 511 (a0
Poor
I:l (including failure) 6 (55%)
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Table 6. Overall clinical efficacy of BMY-28100 classified by the type of infection

No. of Overall
Group patients || Excellent | Moderate Poor efficacy
(% of total) rate
group 1 (indwelling catheter)
. . group 2 (post-prostatectomy) 2 (18%) 1 1 50%
M";‘;'e’;‘gg‘;b‘a] group 3 (upper UTI) 3 (27%) 1 2 33%
group 4 (lower UTI) 2 (18%) 1 1 50%
sub-total 7 (64%) 3 4 43%
. . group 5 (indwelling catheter) 1( 9%) 1 0%
Po?microbm] group 6 (no indwelling catheter) 3 (27%) 1 1 1 67%
infection
sub-total 4 (36%) 1 1 2 50%
Total 11 (100%) 1 4 6 45%
Table 7. Bacteriological response to BMY-28100 in complicated UTI
Isolate No. of strains Eradicated (%) Persisted*
S. aureus 1 0 1
S. epidermidis 1 0 1
E. faecalis 2 2 (100%) 0
E. coli 3 2 ( 67%) 1
P, aeruginosa 3 0 3
P mirabilis 2 2 (100%) 0
A. calcoaceticus 2 2 (100%) 0
K. prneumoniae 1 1 (100%) 0
S. marcescens 1 0 1
Total 16 9 ( 56%) 7

*

regardless of bacterial count
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BMY-28100 IN URINARY TRACT INFECTION
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We evaluated the clinical efficacy and safety of BMY-28100, a new non-esterized cephalosporin, in cases of urinary tract
infection (UTI). BMY-28100 was administered orally at a daily dose of 500-1500mg to 19 patients for 4-7days. According
to the criteria proposed by the Japanese UTI Committee, the overall clinical efficacy rate was 100% (2/2) in acute

uncomplicated UTI and 45% (5/11) in complicated UTI. There were no side effects in any cases. As for abnormal laboratory

findings, a slight decrease of WBC, RBC, Ht and Hb were observed in one case.



