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Table 1. Clinical summary of acute uncomplicated cystitis treated with BMY-28100
Patient | Age Treatment Bacteriuria* Evaluation* * Side-
Sex | Diagnosis Symptom™ | Pyuria*

no. | (y) glose | route | duration species | count | MIC uTl pr. | effects
I W ¥ mallophitia 10 >100

1 |31 F | auc |0.25x3| po 7 b e excellent| —
+ # E. coli 107 3.13

2 72 | F AUC ]0.25X3 p.o. 5 excellent -
+ + E. coli 107 1.56

3 25| F AUC [0.25X3 p.o. 3 excellent [excellent -
H+ # E. coli 10* 1.56

4 51| F AUC [0.25X2 p.o. 3 " moderate| good -
+ p—
1 # E. coli 10° 1.56

5 43 | F AUC ]0.25X3 p.o. 3 excellent [excellent -
M W B g 1.56

6 56 | F | AUC |0.25X3| po. 3 S eindermidis 8 excellent excellent| —
+ # 1v.g faccalrs 107 (1)233

7 |52 | F | AUC |0.25x3| po. 3 A faccalis 0.05 lexcellent |excellent| —
+ # E. coli 107 1.56

8 48 | F AUC ]0.25X3 p.o. 3 excellent [excellent -
+ + K. prewumoniac | 10°

9 62 | F AUC 0.5X%3 p.o. 3 excellent [excellent -
+ # E. coli 107 1.56

10 70 | F AUC 0.5%X3 p.o. 3 n " excellent -
& W E. coli 10t 1.56

11 17 | F AUC |[0.5%X3 p.o. 3 S. marcescens 313 1oxcellent |excellent -
# + S. epidermidis 108

12 44 | F AUC ]0.5%x3 p.o. 3 excellent [excellent -
I I ~E-coi 106 1.56

13 |71 F | AUC [0.25%3| po. 7 i e S poor | =
- + K prewmoniae | 10 3.13
+ + E. coli 107 1.56

14 74 | F AUC ]0.25X%3 p.o. 5 good -
# # -

15 65 | F AUC ]0.25X3 p.o. 3 excellent -
+ " -

16 4 | F AUC ]0.25X%3 p.o. 3 excellent -
+ + -

17 59| F AUC [0.25X2 p.o 4 - good -
- - E. cloacae 10°
+ + E. coli 108 1.56

18 30 | M AUC [0.25X%3 p.o. 3 unknown [unknown
ND ND ND
+ + . 3 rluhl 10% 3.13

19 45 [ F AUC [0.25X2 p.o. 7 2 excellent -
+ + -

20 28 | F AUC [0.25X2 p.o. 7 good -

« before treatment
after treatment

* %

UTI : criteria proposed by the Japanese UTI Committee
Dr. © Dr's evaluation

AUC ! acute uncomplicated cystitis

ND

. not done
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Yiiotte b, AlNES ORIREL 7 AMKIEY
1S L 7me BAMIZoWTIE, BMEmEERS Lo
KM —AERE, HLFREIZLIOBF LA, 72, B
Z#nlw, FEEICLDERDRANE L, EWD, A,
LRH%, BHB L OTHIZHE L7,
O =& ®

1. 2HEMMERE A

Table LR, SEHMPERER £2061125W\ T
BEt L7z 4 B3 1 [M250mg, 1 A 2M[, 1260 1 [
250mg, 1 H3M[m, 4%id1[E500mg, 1H 3EKST
& otzo UTIERNGFAAEIZAH L 72ESNIT I FIT, *
H8BI(89%), AN 1BITHREAMEIONSL Tdh -1
(Table 2)o BRAY - BEEIEGNIZ11B) T, FH5EN 4 6§
(fEB12, 10, 13, 14), MHLER 1 FIGERIL18), X5HTH
R F-IEEALS BIGER15, 16, 17, 19, 20), &
HHOXL 1BIERI 1) Th - 7o MBEFHRETIE
Escherichia colix 13 U ETHI3MAETHRE SN, B
HEEI00% Td - 72 (Table 3), G HHBA IR
Lol I77, MIC@?ﬁUEéﬂL[ﬂtiﬁ?’(l?ﬁ,;g/ml

LTFCHhb, £THE S (Table 4)o —H, EiHE
HETIMSHER L2 h 57 1 BIGEBIS) ZFRwV7:
1960CIE, ER146), 346, 1T, HHHE
95% THh -7,

2. BHMEIRBRYSE

UTIEE R S He A Bplid 2360 C, H%h 7 BI(30% ),
Hih 7B, EHIFIT, REHNECLL ThH 72 B
Sb - BLEBNXL13BIT, SRR ENED >V IdEEAE
1061 (FEBI41, 43, 44, 45, 46, 47, 48, 49, 50, 56), &
EHOZL 3BI(AEFI26, 38, 54) Th -7, &3, fEW]
S50 RITEA LBl 1 B OGS Tk St/ (Table 5,
6)0 UTHRREBF A CIE MRS & 7 7 — 7 VR EAED)

GEta Bl L, EHEHTH 72, 3B33%,
4ﬁm%&4ﬂm?%ﬁ%ﬁﬁﬁrﬁ@f®ot
(Table 7). HMEFMI X265 RES A, 160KHKL,
64% DHIE I TH 572, Staphylococcus aureus, Entero-
coccus faecalis, [-streptococci D GPCId &FRiH K L 720
GNR T (X Enterobacter sp. Pseudomonas aeruginosa, Serratia
marcescensE DE I % Al o7z (Table 8), %5 %

Table 2. Overall clinical efficacy of BMY-28100 in acute uncomplicated cystitis

Symptoms Resolved Improved Persisted Effect on
Pyuria clear- | decre- | uncha- | clear- - |uncha- | clear- | decre- | uncha- bacteriuria
ed ased | nged ed nged ed ased |nged
eliminated 8 1 9(100% )
d d
Bacteriuria eerease 0 %)
(replaced)
unchanged 0 %)
Effect on pain on micturition 8(89%) 1(11%) (0%) patient total
Effect on pyuria 7(78%) 1(11%) 1(11%) 9
E] Excellent 8(89%) )
D Moderate overall efficacy rate
- 9./9(100%)
D Poor (including failure) 0

Bacteriological response

Total no. of strains

Eradicated Persisted *

13 13 (100%) 0

*regardless of bacterial count
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W XE. faecium, Proteus vulgaris, yeast-like organism®
& 1 ¥ Td - 72 (Table 9)o MICHIDMEEMITIR % A
THDE, E. colid 1 BRAMIC 1.56,g/ml THIHEE A
Lol MOBEKTIZ1I2.5e/mUTIRETHRES
N, OGRS L BB IE A TMIC 100 4g/mIl EThH - 72
(Tablel0), %3, EREEIZLLHETREDIG, A
iefl, eoHM 36, 116, FBE1EIT, AR
LLEIZ60% TH » 72,

3. Zofh

VPR AR 1 BIEAA 1 [B1250mg, 1 H 3],
7 BERS S, AEAR(BERESDE ), MIBRATHAL, R
RASEAD L7:7-8, AhEHIE S/ (Table 11),

4. et

BIERIE 1 BIGEBISOZ & B RE L 1 BI(FEBIS2)1z
PRI S A STz, EHEEI1E250mg 1 [ 512 T
W, REHILK 2 ABITHE L, KEFIEZT L
F—DEFIX % h -7 (Table 5),

PRI AME T, 1 BI(EBIST) (CBE AT REERIN % &
GPTD LR % M72(Table 12),
V. 5

74 F T ALCFIX)NZIELEDLDWD “New oral
cephem” DX, BELTTE I 774 - EXRFL N
(CFTM-PI), 7 0% 4 - 77 tFIL(CXM-AX),
t7+FT7 b NFELFIL(CTM-HE), 7K FF

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

Isolate No. of strains Eradicated( %) Persisted *
S. epidermidis 2 2 (100%)
S. sciuri 1 1 (100%)
E. faecalis 1 1 (100%)
E. coli 6 6 (100%)
K. pneumoniae 1 1 (100% )
S. marcescens 1 1 (100%)
A. faecalis 1 1 (100%)

Total 13 13 (100%)

*regardless of bacterial count

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

in acute uncomplicated cystitis

MIC ( pg/ml) Inoculum size 10° cfu/ml Not
[solate - Total
=0.39] 0.78 1.56 3.13 6.25 12.5 25 50 100 >100 | done
S. epidermidis 1/1 1/1 | 2/2
S. scturi 1/1 1/1
E. faecalis 1/1 1/1
E. coli 6/6 6/6
K. preumoniae 1/1 ] 1/1
S. marcescens 1/1 1/1
A. faecalis 1/1 1/1
Total 2/2 1/1 6/6 1/1 1/1 2/2 | 13/13
(100% ){(100% )|(100% )|(100 % )| % )|(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 Treatment a* : Al
Patient | Age Catheter| UTI eatmen Bacteriuria Evaluation Side
Sex Pyuna‘
no. (y) Underlying (route) | group dose route |duration . . effects
condition (X /day (days) species count MIC UTI Dr
CCC # E. coli 10° 3.13
21 60| F — G-4 [0.25x3]| po. 7 excellent | excellent
radiation cystitis — _
cee + A calcoacehieus 106 100
- P £ I 2.5
22 |T7|M - | o6 fomxsl pe | s T e T o | |-
neurogenic bladder + E faecum 0° >400
YLO !
cee + B asslome g 00
23 72| M - G-4 [0.25X3| po 7 Ta lvm - poor poor
BPH + [T 0% | >100
~CC 3 - strepto 7
ccC 3 - strep 7
24 | 66| M ~ | g lo2sxs ] # 10
’ .25 X3 p.o. 5 moderate good
neurogenic bladder + _
cccC + # S marcescens | 107 >400
25 |77 | F G-1 [0.25x3] po 5 poor poor -
neurogenic bladder |(urethra) + S. marcescens 10° >400
CCC " .‘\\'_pm?ummme 107 0.78
26 77 | M aen - 0.25%3 p.o. 14 2. MATCescens excellent -
+
cce # S. aureus 10 0.78
27 78 | M - G-4 ]0.25%x3 p.o 5 moderate good -
prostatic cancer + —
cce + E. coli 107 1.56
28 62| F - G-4 [0.25X3 p.o. 5 excellent | excellent
neurogenic bladder - -
cce + E.coh 107 0.78
29 |72 | M - G-4 [0.5x3]| po. 5 moderate | good
urethral stricture + -
cce + E. coli 107 1.56
30 61 | M - G-4 |0.25X3| po. 5 poor fair
bladder tumor + E. colr 10 1.56
cce + | E faecans | 107 12.5
31 62| M - G-4 0.5%x2 p.o 5 excellent | excellent
prostatic cancer - -
cce # | C dwersus | 107 1.56
32 [79]F - G-4 [0.5x3| po 5 moderate | good
radiation cystitis + -
cce # E colt 107 | 6.25
33 74 | M - G-4 0.5%x3 p.o. 5 excellent | excellent
BPH - -
cce # K preumomae [ 10° 1.56
34 72| F - G-4 0.5%3 po. 5 excellent | excellent
neurogenic bladder — =
. before treatment . UTI : criteria proposed by the Japanese UTI Committee
Bttt b el *
after treatment Dr. : Dr’'s evaluation

. " YLO : yeast-like organism
CCC : chronic complicated cystitis Y

BPH : benign prostatic hypertrophy
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Table 5-2. Clinical summary of complicated UTI patients treated with BMY-28100
Diagnosis Treatment Bacteriuria® Evaluation* *
Patient | Age Catheter| UTI . Side-
Sex Pyuria
X (y) (route)
no. y Under}ymg route group dose route |duration species count MIC UTI Dr effects
condition (gx/day) (days)
cce # | Creundii | 107 | 6.25
35 68 | M - G-4 0.5%3 p.o 5 moderate | good
prostatic cancer +# -
ccce # S. aureus 107 0.39
36 70 | M - G-4 0.5%x3 p.o 5 moderate | excellent
BPH + —
cce + #  |E aerogenes| 107 >400
37 |82 | M G-1 [0.25%3| po 7 - poor poor
BPH (urethra) +  |E aerogenes| 107 | >>400
CCC # IS agalactiae| 107
38 74 | M - 0.25X2| po 8 excellent
BPH - -
cce + E. coli 10°
39 73 (M - G-4 [0.25%2 p.o. 7 excellent good
prostatic cancer - -
cce + E.coli 10° 1.56
40 61 F - G-4 ]0.25%2 p.o. 7 poor poor
neurogenic bladder + P.vulgans 10!
cCcC + -
41 66 | F . 0.25x3| po. 6 good -
neurogenic bladder - -
cce # E. coli 100 | 3.13
42 56| F - G-4 0.25X3| po. 4 excellent | excellent -
radiation cystitis — —
cce + -
43 |73 | M - 0.25x3| po. 5 poor -
bladder tumor + -
cce + -
44 0|M prostatic cancer - 0.25X3| po. 5 N fair -
urethral stricture B
cce + -
45 70| M - 0.5%x3 po. 5 good
BPH - -
cce # -
46 69 | M - 0.5%x3 p.o S poor -
BPH H# -
cce # -
47 69 | M - 0.5%x3 po. ) poor =
BPH +# C. freundsi 107 >400
N S marcescens >400
cce + 10°
A calcoaceircus 100 _
48 M bladder stone - 0.5x2 1 po. 5 S marcescens 1 >400 poor
neurogenic bladder + A calcoacetscus 10 100
, before treatment .. UTI : criteria proposed by the Japanese UTI Committee
after treatment Dr. : Dr's evaluation

CCC : chronic complicated cystitis

BPH : benign prostatic hypertrophy
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Table 5-3. Clinical summary of complicated UTI patients treated with BMY-28100
D SIS . ¥ , * %
patient | Age 13gnosis Catheter| UTI Treatment Bacteriuria Evaluation Side
Sex Pyuria®
no (y) Underlying (route) | group dose route {duration . effects
condition (gX/day) (days) species count MIC UTI Dr
cce + Gre 10°
49 |8 | F - 0.25x3| po 5 ‘{’:LR poor -
bladder tumor + CNR 102
YLO
CcCcC # Staphylococcus sp| 103
50 74 | M - 0.25x1| po 1 unknown | eruption
bladder tumor ND ND ND
CCp # E coli 108 3.13
51 |24 | M - G-3 [0.5x3] po 5 moderate |  good -
hydronephrosis + -
cce + | 10 | >400 abdo
52 59 | M - G-3 10.25%3 po 5 sempms poor poor bmlnal
renal stone # P aeruginosa 10° >400 Sel::a"':gn
Cccp + S. marcescens 106 >100
53 42 | M - G-3 10.5x3 p.o. S poor poor
renal stone + S marcescens 108 >100
cce + P aenigmesa | 107 >400
54 |61 F - 0.5x3 | po 8 good
contracted kidney - P aeruginosa 10% >400
CCP M morganii 108 >400
55 | 61| F - |66 |osxs| po | 5 Pamnese L L 240 b | wod |-
bladder tumor # P acruginosa 107 $400
CCp _
5 |36 F - 0.25X3[ po 7 good -
ureter stone - -
. before treatment . UTI : criteria proposed by the Japanese UTI Committee
after treatment Dr. : Dr’s evaluation
CCC : chronic complicated cystitis GPC : Gram-positive cocci YLO : yeast-like organism
CCP : chronic complicated pyelonephritis GNR : Gram-negative rods ND : not done
Table 6. Overall clinical efficacy of BMY-28100 in complicated UTI
Pyuria Effect on
Cleared Decreased Unchanged
Bacteriuria bacteriuria
Eliminated [ 7 ] 4 3 14 (61%)
Decreased 0 ( %)
Replaced 1 1 (4%)
Unchanged 1 7 8 (35%)
Effect on pyuria 7 (30%) 5 (22%) 11 (48%) patient total 23
Excellent 7 (30%) overall efficacy rate
(] Moderate 7 14/23 (61%)
3 Poor (including failure) 9

Bacteriological response

Total no. of strains

Eradicated

Persisted *

25

16 (64%)

9

*regardless of bacteria count
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Table 7. Overall clinical efficacy of BMY-28100 classified by the type of infection
No. of percent Overall
Group ) ( ) Excellent Moderate Poor efficacy
patients \ of total rate
group 1 (indwelling catheter) 2 (9%) 2 0%
group 2 (post-prostatectomy ) 0( %) 0%
Monomicrobial
group 3 (upper UTI) 3 (13%) 1 2 33%
infection
group4 (lower UTI) 16 (70%) 7 6 3 81%
sub-total 21 (91%) 7 7 7 67%
group 5 (indwelling catheter) 0( %) 0%
Polymicrobial
) ) group 6 (no indwelling catheter) 2 (9%) 2 0%
infection
sub-total 2 (9%) 2 0%
Total 23 (100% ) 7 7 9 61%
No. of percent Overall
Indwelling catheter ( ) Excellent Moderate Poor efficacy
patients of total rate
Yes 2 (10%) 2 0%
No 1(90%) 7 7 7 67%
Total 3 (100% ) 7 7 9 61%
Table 8. Bacteriological response to BMY-28100 in complicated UTI
Isolate No. of strains Eradicated( %) Persisted *
S. aureus 2 2 (100%)
E. faecalis 2 2 (100%)
B -streptococci 1 1 (100%)
C. diversus 1 1 (100%)
C. freundii 1 1 (100% )
E. aerogenes 1 (0%) 1
E. agglomerans 1 (0%) 1
E. coli 9 8 (89%) 1
K. pneumoniae 1 1 (100%)
M. morganii 1 (0%) 1
S. marcescens 2 (0%) 2
P. aeruginosa 2 (0%) 2
A. calcoaceticus 1 (0%) 1
Total 25 16 (64%) 9

*regardless of bacterial count

Table 9. Strains™

appearing after BMY-28100

treatment in complicated UTI

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

*regardless of bacterial count
YLO : yeast-like organism
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648 CHEMOTHERAPY

DEC. 1989

L 7O0F £ FL(CPDX-PR)EDVHE, HAHVIIHE
mTHD,

AHITV HW D “New oral cephem” (ZI3I8 & VA3,
GPCH»HGNRE CTHRILVWIE N AL, -77 57—
PIZEETH Y, Rl d REFTH D, KA DRET
T EMEAMRER 2 L T100%, BRAHEMER I EASE
I LTOL%DENETH - 72, MBEFHITIES. au-
reus, E. faecalis, f-streptococci® O GPC B & U'E. coli,
Klebsiella pnewmoniae, Proteus sp. 512 (3O TR %W
HEEERLL, COEREIMICERCHBL, REH
2E. coiD—HREBRVT, £7T100.g/mEl EOMICT
?5)’)7:0

Ih o DORHENIIF A DIT - 72 “New oral cephem” D
Falk 8T, CFIXOSMHEMMERM R80%, HWHMR
B PSE6T %2, CXM-AXD 2t B MM REK 2100%,
BRI SAES0% Y, CFTM-PIO 2tk B AP R Bt
#®100%, BHEMIREREIES65%, CTM-HED 2t
AR BE & 100%, 8 HETE IR B8 R 9E 50.7% ),
CPDX-PRO#MEME IR BR R BAE 63.6% 5 & W ) Bt & L
WMTAHALDTHHT,

ZEMIZEL T, 18ICEGREMERL, TLL
F-MEEILN, ot 7 2 LREFERBICEEY
B L, T2, BEHBREN1GICAONT, BKEE

fETIELRELFRRERIN S L GPT LA A 1 BB D SR,
PLEEh, AEAIISMEEMMEREN S X OBRMEMR
BEE I L THBEZEZONDD, EHTLLF-
I L TREZEEXET 5,
X (13
1) KBIEHK, M(UTIBFES) | UTIEZDEF M4
(%5 3 h%), Chemotherapy 34 : 408~441, 1986
2) sAHEMK -, M REEEAEIF T S Cefixime
(CFIX) @ 1 B} #£ 8%, Chemotherapy 33(S-6) :
751~762, 1985
3) MAEH, JLHEBB, RGER— R YE
{2 Xt $ % Cefuroxime axetil (CXM-AX) D HE
E%, Chemotherapy 34(S-5) : 827~833, 1986
4) BATEM, b REEREICH T HT-25880
B IK B9 # 5to Chemotherapy 34(S-2) : 798 ~
810, 1986
5) AT, B IRHE- HHEREECHTL
SCE-2174 D F #88%, Chemotherapy 36(S-6)
:610~635, 1988
6) HERIF—, fb WMMKEBREECHT L
CS-807 DEEKHIMRET, Chemotherapy 36(S-1) :
842~858, 1988
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BMY-28100 IN URINARY TRACT INFECTION

Tersuro MaTtsumoto, NoBuo Ocata, Masatosui Tanaka and Joich Kumazawa
Department of Urology, Faculty of Medicine, Kyushu University,
3-1-1 Maidashi, Higashi-ku, Fukuoka 812, Japan

Yukio Osapa, Tosuirumt Tanata and Tovouaru Nacata
Department of Urology, Miyazaki Medical College

Y asunari Nisuio and Osamu Yosiipa
Department of Urology, Faculty of Medicine, Kyoto University

Tersuo Omoto
Department of Urology, Kyushu Koseinenkin Hospital

Suinicnt Sato and Y asusHr Y AMADA

Department of Urology, Saiseikai Yahata Hospital

Sansuin Hara and T akasur Yosnina
Department of Urology, Sanshinkai Hara Hospital

Masaru Minopa
Department of Urology, Miyazaki Prefectural Miyazaki Hospital

BMY-28100 was administered to 57 patients with urinary tract (UTI) and genital infection. The results obtained are
given below.

1) In 9 cases of acute uncomplicated cystitis (AUC), excellent results were observed in 8 and moderate in one case, with
an overall efficacy rate of 100%.

2) In 23 cases of chronic complicated UTI, excellent results were observed in 7, moderate in 7 and poor in 9 cases, with
an overall efficacy rate of 61%.

3) Bacteriologically, all strains were eradicated in the AUC cases and 16 of 25 strains (64%) in the complicated UTI
cases.

4) Side effects of the drug were noticed in one case of eruption and abdominal burning sensation. Abnormal findings in

clinical data were shown in one case of eosinophilia and elevation of GPT.



