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Fig. 1. Chemical structure of BMY-28100.
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1. 2HHEMMUTI(Table 2)

S EAPERERE K (AUC) 23610 9 ©H UTIHE# CTHIE
WEETd o 7IEFNIL20B T - 720 BRAFL 7RI 3
BITHbH, ZOEH I H# 124E B A'yeast-like organism
(YLO) % & B EHE Y, #2125708% 1 L CTEICHF
BTHHIE, R22PMERDKINILLLDTH 5,

HREHTHE (Table 3)1320619 20D FF), 100% D
HHRE B, EHRIIZDH) B126), 60%THh -7
MEAFMZR(UTIHRETHE LIGER ORI, EHF
il 6 22k RIS, 208k RE SR, S0
LDELEME TdH B Escherichia coli \3 178 T 15#,
88% DEREHE Tdy - 7-(Table 4), D 7 5 LEHEKH
(GPC) 4 18, 4 ¥k&, Klebsiella pneumoniae 1 BRIZBRTH &
N7z MICEBREE X 2B L (Table 5), ¥ L 72168
ETHS33 ug/mOEEH ERL, = 212156

ug/mlTdH 572, BRI SNLD o7 2BRDE. coliDMIC
12, ZREN1.56,g/ml 313,g/mlTh -7, 5%
Bz, 3M3I%KT, I ARRIIRZHL RS2V
& B b B Enterococcus faecalis & Pseudomonas aeruginosa
1ERTDLEYLOD 1 #£TH 5 7z(Table 6), = DAt 2 HI
DEMBEEMEEBERIZGVTh LA TH 72,

2. EBHEMMUTI(Table 7)

12600 9 BIAH A X IEEHNT, BEHDFIL75%T
& - 7:(Table 8), UTHERERE R TiL, HMMMELT8%
LT, BREEETEIB% EHIEDLS - 12
(Table 9), MIHFMIZEHNBIONEEH DL, BMYIZ
IR AR S VI I & B IRGBIA, 3BI(#30, #
35, #38)EMICH R R @\ (3.13ug/mlE. colill & 5
BAFIA 2B TH 570 MICEREDEDOBLENS A D
EBMYIE, 3.13~125.g/mDE, 2% 1 6.25.g/mlkt
FLIZBR® Dbreak pointidh 5 & ) Lh xR~ L7, 2%
D, 2625ug/mlk R dHIEIE, BEELIEBIISD,
WZ<1.56ug/mORZMEEZ RS, TRICHREES
NBHTE%ERLTWVA(Table 10), HHNEHE L, MIC
EIB LR L, 7T HEL6HT 138k, 81 % HikREA
Eh7:, GPCTIIE. faecalis¥ B MMIZETHHNTH
5720 77 LR B (GNB) T3, Enterobacter cloacae,
P. aeruginosa 23 F % Al WA FDMMDE. coli, Kleb-
stella \Z A FHEDE Ve T DM Citrobacter diversus
(MIC, 1.56pug/ml)ASHA L7 C &idaE (i % 5.
TS HNHEE, 44K THDD, wIb KRR
BiEM T O 72w EBDORAEHTH 572 (Table 11),
% BEIEGNIHT 5 FHEOHEREY, Axribt
1=K 5h%7)85% Tdr - 72(Table 12),

Table 1. Background of patients treated with BMY-28100

Sex

Age (y) Male Female Total (%)
23~29 8 8 (21)
30~39 10 10 (26)
40~49 7 18)
50~59 5 5 (13)
60 ~ 69 6 6 (15)
70~78 1 2 3(8)

Total (%) 1(3) 38 (97) 39 (100)
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V. 8 £ #

BEMEERE LT, 29%ZHDAUC(#10)T,
500mg% 2 EARA L7206, & FOEMA—@EMIZH
LT, JOFEFNE 3 BRI TEERENERLZOT, £
nkHIEL, 2HEBIZEEIEL

ZOMIZ29mAUCH L ($#23)T250mg% 1 H 3 [0
MR 2 BED S, REL BRAREZEZRDZ, L2L,
203 FHGHETRETH Y, EFEPILH 2 BTIEFIC
HmL,

B R RANEL, THHERIARIRMMm, FEHGEIZOWT
o128l & TARICL D EBDNARELROL
Ao 7z(Table 13),

V. & &®

BMYit, BEFEOREXM LB HEOKLO L7  LAITH
Beefaclor (CCL) E HUHTEME X )b XA &, in vitro Tl %
rETES,

HEANRY b5 L12131Z[E% T, GPCD ) HEnterococ-
ausBHEO LB THHTH Y, GNBTIL, P.

aeruginosa, 7V I1— RAFBERE T T LIEMERR B (NF-
GNR), Serratia % B\ 7= FELZ 13, R TEHEE
bhTway,

A E DEERBAED Hin vitro DI D W THET T 5 &,
SYMHMMUTHIIZE A EDE. coil2 £ A DT, FaAF
L7-WHROMICIE FNZN1.56,g/ml&3.13,g/mlThH
5720 BIBETIH<10/mlEITEALHEEIENLDT
HAHH, HBFETIX105/mI(E. faecalis® & )JRfG L TW
720 o TARANIMICH Z3.13g/mlE % B E, BRERD
BAEBIREM AR LT b, JHUTEHEMIUTI
DFEGI 7> & b ST A S N BIEGIDH 5 DT, break pointid
6.25,g/mEDIHHEDEEZT, ZOBHESL 5T
F UL, MICs0h 26.25,¢/mlD b DIFFFBICHFE L v
Zhe SEORE»POATHEINIIELTAILDOLEL
T3, GPCTE. faecalis, GNB T ILP. aeruginosa, NF-
GNR, Enterobacter®s T H, N HEZ BN LI-HfEIZL
LAMEMMUTITIZ] A250mg 2 [0, BHEMY
UTITiE 1 H500mg% 2 B4 5 THERZCFRIR DR AR

Table 3. Overall clinical efficacy of BMY-28100 in acute uncomplicated cystitis

Symptom Resolved Improved Persisted
Effect on
. un- un- un- bacteriuria
Pyuria cleared |decreased changed cleared |decreased changed cleared |decreased changed
eliminated 12 1 1 2 2 18 (90%)
. decreased
Bacteriuria (replaced) 1 1 (5%)
unchanged 1 1 (5%)
Effect on pain on
micturition 16 (80%) 2 (10%) 2 (10%) patient total
20
Effect on pyuria 18 (90%) 1 (5%) 1 (5%)
@ Excellent 12 (60%)
overall efficacy rate
D Moderate 8 20120 (100%)
D Poor (including failure)
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Table 4. Bacteriological response to BMY-28100 in acute uncomplicated cystitis
(evaluated by the Japanese UTI Committee criteria)
Isolate No. of strains Eradicated (%) Persisted*
S. aureus 1 1 (100%)
S. epidermidis 1 1 (100%)
S. agalactiae 1 1 (100%)
E. faecalis 1 1 (100%)
E. coli 17 15 ( 88%) 2
K. pneumoniae 1 1 (100%)
Total 22 20 (91%) 2

*

regardless of bacterial count

Table 5. Relation between MIC and bacteriological response to BMY-28100 treatment in uncomplicated UTI

MIC (ug/ml) inoculum size 10° bacteria/ml Not
Isolate Total
=0.39| 078 | 156 | 3.13 | 625 | 125 | 25 50 100 | >100 | tested
S. aureus 1/1 1/1
S. epidermidis 11 171
S. agalactiae 1/1 11
E. faecalis 1/1 1/1
E. coli 11 8/9 4/5 212 | 1517
K. pneumoniae 111 11
Total 11 1/1 8/9 5/6 5/5 | 20/22
(100%) | (100%) | (89%) | (83%) (100%) | (91%)

No. of strains eradicated / no. of strains isolated

Table 6. Strains * appearing after BMY-28100 treatment in acute uncomplicated cystitis

Isolate No. of strains (%)
E. faecalis 1 (33%)
P aeruginosa 1 (33%)
YLO 1 (33%)
Total 3 (100%)

* regardless of bacterial count
YLO : yeast-like organism
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Btz 727U, BERMEMEMEUTICIE, JERERE A% LEMIZOWTIE, 7 2 LANIIEICERBIETADS
DFTHICHT —T VOBV EHFEHETHY, O NBBEOHLEER (1 6))%, R 70—7 DKL
2 REICEEE SUEBEEREIIOHRNS D, PESFEK E L T—@MOFH T oMM 1 F)A A HNR7h,

TREOERFELETHE, BMYIZII T TOHOCCLY HETRELOTIR AV, BRBREBOR & LIZEE
KELTHBEORRMEAN LT, 2EDOLH THEEEMICHIBER (, BAEMICHED YT 2 LAl
500mg, X131000mg% 5 2 D¥x5 T, A TI2lE% LTHAMYGEVLOEFM L.
ORENB SN O LK,

Table 8. Overall clinical efficacy of BMY-28100 in complicated UTI

Pyuria
Effect on

Cleared Decreased Unchanged o
bacteriuria

Bacteriuria

Eliminated s 8 (67%)

Decreased 0

Replaced 1 1( 8%)

Unchanged 2 1 3 (25%)

Effect on pyuria 10 (83%) 1 (8%) 1 (8%) pa“e’l’; total
[ Excellent 8 (62%)

overall efficacy rate

[:] Moderate 1 9/12 (75%)
: Poor (including failure) 3

Table 9. Overall clinical efficacy of BMY-28100 classified by the type of infection

No. of Excel- Moder- Ov.erall
Group . Poor efficacy
patients lent ate
rate
group 1 (indwelling catheter) 0
M . . group 2 (post-prostatectomy) 0
; nf‘;':t’i'::f”’b’al group 3 (upper UTI) 217%) 1 1 50%
group 4 (lower UTI) 7(58%) 5 1 1 86%
sub-total N75%) 6 1 2 78%
Polvmi . group 5 (indwelling catheter) 0
Folymicrobial group 6 (no indwelling catheter) | 3(25%) 2 1 67%
infection -
sub-total 3(25%) 2 1 67%
Total 12(100%) 8 1 3 75%
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Table 10. Relation between MIC and bacteriological response to BMY-28100 treatment in complicated UT]

MIC (pg/ml) inoculum size 10° bacteria/ml N

Isolate ot Total

=039| 078 | 1.56 | 3.13 | 625 | 125 | 25 50 100 | >100 | tested
S. epidermidis 212 1/1 33
S. saprophyticus | 212 2/2
E. faecalis 1/1 0/1 1/2
C. diversus 11 1”7
E. cloacae 0/1 0/1
E. coli 3/3 1/2 4/5
K. pneumoniae 2/2 212
Total 4/4 1/1 6/6 1/2 1/1 0/2 13/16
(100%) |(100%) | (100%) | (50%) (100%) (0%) (81%)

No. of strains eradicated / no. of strains isolated

Table 11. Strains* appearing after BMY-28100 treatment in complicated UTI

Isolate No. of strains (%)
E. faecium 1 (25%)
H. alvei 1 (25%)
E. cloacae 1 (25%)
E. aerogenes 1 (25%)
Total 4 (100%)

*

regardless of bacterial count

Table 12. Clinical efficacy by type of disease

. Clinical effect (Dr’s evaluation) Efficacy rating
Type of disease > good (%)
excellent good fair poor 2 good (%o
AUC 11 10 1 1 21/23 (91)
AUP 1 1 2/2  (100)
CCC 6 2 1 8/9 (89)
CCP 1 1 2 1 2/5 (40)
Total (%) 19 14 3 3 33/39 (85)
AUC : acute uncomplicated cystitis CCC : chronic complicated cystitis

AUP : acute uncomplicated pyelonephritis  CCP : chronic complicated pyelonephritis
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A NEW ORAL CEPHEM ANTIBIOTIC, BMY-28100 IN URINARY TRACT INFECTION

Keizo Suzuki and Yoshiniro NAGATA
Department of Urology, Hiratsuka Municipal Hospital,
1-19-1 Minamihara, Hiratsuka 254, Japan

Yorio Naipg, Ryoichr Suiraki, Masaki HoriBa and Katsuo T akanasi
Department of Urology, Fujita-Gakuen Health University, School of Medicine

A new oral cephem antibiotic, BMY-28100, was administered in the treatment of 39 UTI patients for the evaluation of its
clinical efficacy and safety. The patients treated were 39 adults (1 male and 38 females) including 25 cases of acute simple
UTI (pyelonephritis 2, cystitis 23) and 14 of chronic complicated UTI (pyelonephritis 5, cystitis 9). The drug was givenata
dose of 500-1000mg a day divided 2 or 3 times for 3-7 days. The clinical efficacy was effective in 23 of 25 cases (92%) in
acute simple UTI, and in 10 of 14 cases (71%) in chronic complicated UTI. Bacteriologically, 22 of 24 strains (92%) in acute
simple UTI and 13 of 16 strains (81%) in complicated UTI were eradicated.

As for side reactions, soft stool with mild gastric discomfort was noted in one case and temporary increase of vaginal fluor
in another. Both disappeared soon after discontinuance of the drug. No clinical abnormal values were encountered.

We consider BMY-28100 to be a useful and safe oral cephem antibiotic for twice daily administration in the treatment of

simple and complicated UTI.



