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Table 1.1  Clinical summary of complicated UTI patients treated with CS-807
] Diagnosis Treatment Bacteriuria Evaluation )
UTI Side
Pt (Age Underlying Pyuria
Dose |Duration .
iti S, Count| MIC | UTI Dr. [effects
No. {Sex condition group mgX /day| (days) pecies
" ccc* # E.coli 107 | 0.39
1 G4 50%2 5 Moderate|Excellent| —
M Prostatic cancer kS - / 7
81 CcccC + S.marcescens 107 | >100
2 / 50%2 3 / Poor -
M Prostatic cancer / - 7 /
38 CccC + P.aeruginosa 10° | >100
3 T 7 50x2 7 /7 Poor -
M NGB / / / /
73 ccC # GNB 107 /
4 / 50%2 7 / Excellent| —
M [Bladder neck contracture / / /
59 ccp*** # - /
5 / 50%2 6 / Excellent| —
M Bilat. renal stone / / / /
80 CccC + P.rettgeri 10° | 0.39
6 G-1 | 100x2 5 Poor Fair -
M Rt. renal tumor + E faecalis 10° 50
cCcC # E faecalis 107 | 12.5
7 5y
6 E faecalis 10° | 6.25
7 G-1 | 100x2 5 A.calcoaceticus 10° 200| Poor Poor -
M NGB # Flavobacterium sp. 105 | >400
Nonhaemolytic Streptococcus| 10° | 6.25
YLO 10°
62 CccC #+ E faecalis 107 50
8 G-2 | 100x2 5 Poor Poor -
M Post-prostatectomy + E faecalis 108 50
78 CcCcC + P.stuartii 10 | 0.20
9 G-4 | 100x2 5 Poor Good -
M Prostatic cancer - P.stuartii 10° | 0.20
83 CCC # E.coli 107 | 0.20
10 G-4 | 100x2 5 Poor Poor -
M Prostatic cancer + E.coli 107 | 0.20
72 CccC + a-Streptococcus 100 | /
11 > G-4 | 100%x2 5 Excellent|Excellent| —
M BPH - - / /
78 CccC # C.freundii 107 | 1.56
12 G-4 | 100x2 5 Moderate|Excellent| —
M BPH o - /
68 CcCcC + A.calcoaceticus 10 | 7/
13 G-4 | 100%X2 5 Excellent|Excellent| —
M Urethral stenosis - - /
79 CCC + E.coli 107 | 1.56
14 G-4 | 100%x2 5 Poor | Poor -
M BPH + E.coli 105 | 1.56
68 CccC + E faecalis 10* | 6.25
15 G4 | 100x2 5 Moderate| Fair -
M BPH + - / /
72 CCC # E.coli 107 | 0.20
16 G-4 | 100%x2 5 Excellent|Excellent| —
M Prostatic cancer - - 7| 7
80 CCC # E.coli 107 | 0.39
17 G-4 | 100%x2 5 Excellent |Excellent|[BUN t
M BPH - - / /
75 CCC # E.coli 10% | 0.20
18 G-4 | 100x2 5 Moderate| Good -
M NGB t - / /
CCC*  :Chronic complicated cystitis NGB ** : Neurogenic bladder
CCP*** : Chronic complicated pyelonephritis ~ BPH *

: Benign prostatic hypertrophy
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Table 1.2 Clinical summary of complicated UTI patients treated with CS-807
Diagnosis Treatment Bacteriuria Evaluation
Pt. [Age UTI Pyuri Side-
Underlying Dose |Duration|fyuria ,
No.|Se!
o.|Sex condition group mgx /day| (days) Species Count| MIC| UTI Dr. |effects
60 CcCcC # E.faecium 10] /
19 G4 | 100x2 5 Moderate] Good -
M NGB + - /| 7
63 CcCcC + S.marcescens 10®
20 G4 | 100%x2 5 Poor Poor -
M NGB = S.marcescens 10* 100
34 CCC # E.cloacae 10’ | 100
21 G4 | 100x2 | 5 E.cloacae 10t | 100| Poor | Poor | -
M NGB # E.aerogenes 10* | 100
61 ccc + E.coli 10° | 0.39
22 G4 | 100%2 5 Excellent|Excellent] -
F Rt. renal stone - = / /
70 cce + S.marcescens 10° | 12.5
23 * G-4 | 100%2 5 Excellent|Execllent] —
M BT - - / /
58 CCC + E.coli 107 { 0.78
24 G-4 | 100x2 5 Poor Good -
M Prostatic cancer - E.coli 10° | 0.78
78 cCcc # E.coli 10° | 0.20
25 G4 | 100x2 5 Excellent| Good | —
M BPH - - / /
77 cce # P.aeruginosa 108 | /
26 G4 | 100x2 5 Poor Poor -
M BPH # P.aeruginosa 107 | /
78 CccC # E.aerogenes 10| /
27 G-4 | 100%x2 5 Excellent| Excellent| —
M BPH - - / /
61 cccC + E.agglomerans 107 | 6.25
28 G-4 | 100x2 5 Moderate| Good |LDH?
M BPH + - / /
48 CCC + S.epidermidis 10¢ | 3.13
29 M BT G4 100x2 5 + E. faecalis 108 25 Poor Poor -
P.aeruginosa 10% | >400
64 CCC + X.maltophilia 10* | >400
30 G-4 | 100%x2 5 Excellent|Excellent| —
M Prostatitis - - / /
81 CCC # E.coli 10 | 0.10
31 G-4 | 100%2 5 Excelient|Excellent| —
M BPH - - / /
84 ccc # C.freundii 10° | 200
32 G4 | 100x2 5 Poor Poor -
M BPH + C.freundii 10° | 200
84 ccc + E.cloacae 10° | 1.56
33 G4 | 100%x2 5 ; e Excellent| Good
F |Bladder neck contracture - S.emdeMs 10 | 12.5
E. faecalis 102 | 400
63 CCC + S.aureus 10* | 1.56
k] G4 | 100%x2 5 Moderate] Good | .~
F BT + - 77 —
71 ccC # P.aeruginosa 10% | 100 .
35 G-4 | 100%x2 5 Poor Fair -
M BPH + P.aeruginosa 10° | 100

BT*

: Bladder tumor
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Table 1-3  Clinical summary of complicated UTI patients treated with CS-807

T Diagnosis Treatment Bacteriuria Evaluation
Pt. |Age UTI Pyuri Side-
Underlying Dose |Duration|tYuria .
ou t| MIC| U Dr. |effects
No.|Sex condition group| mgX /day| (days) Species Coun Tl
S.aureus 104 | 0.78
62 cce # M.morganii 10° | 0.78
36 G-6 | 100x2 5 P.aeruginosa 10* | 200 | Poor Poor -
M Prostatic cancer + P.aervginosa 10° | 400
73 cce # P.mirabilis 10 | 0.05
7 G6| 100x2 | 5 M.morganii 10° | 1.56| poor | Poor | -
F Vesical stone + E.faecalis 10 50
E.coli 10° | 0.20
57 ccc # . Ly
3 G6| 100x2 | 5 S.epidermidis 10° | 1.56|Excellent|Excellent| —
M BPH - - / /
60 oce " E.coli 107 0.2
% G6| 100x2 | 5 E faecalis 10" | 12.5|Excellent|Excellent| —
M BPH - - / /
- oce . S.epidermidis 105 | >400
@ G6| 100x2 | 5 E faecalis 10° | 12.5| poor | Good | -
M BPH - E.faecalis 10° | 12.5
81 cce + S.epidermidis 108 | 12.5
a G6| 100x2 | 5 E faecalis 10° | 3.13| poor | Fair | -
M BPH - S.epidermidis 104 25
35 cce + S.epidermidis 104 | 3.13
2 G6| 100x2 | 10 X.maltophilia 10 | >400 (Moderate| Excellent| —
M Prostatitis t - / /
69 cce + S.epidermidis 107 | 0.39
43 G6| 100x2 | 5 X.maltophilia 10 | >400 | Excellent|Excellent| —
F Lt. renal ptosis - - / 7/
68 cee + S.epidermidis 10° | 6.25
“ G6| 100x2 | 6 A.calcoaceticus 10° | 1.56|Excellent |Excellent| -
M BPH - - / /
58 ccce # S.epidermidis 10’ | 0.39
E faecalis 107 | 12.5
45 G-6 | 100%x2 5 Poor |Excellent| —
F NGB + S.epidermidis 10° | 6.25
E.faecalis 10° | 12.5
E. faecalis 10° 50
© 64 cce # P.aeruginosa 105 | >400
G-6 | 100X2 5 S.marcescens 105 | 400 Poor Fair -
F | Bladder amyloidosis # S.marcescens 10% | 400
' S.epidermids 107
0 80 cce + E.coli 0| 7
G-6 | 100%X2 5 K.ozaenae 107 Moderate| Excellent| —
M Urethral stenosis + - a4
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Table 1.4 Clinical summary of complicated UTI patients treated with CS-807
Diagnosis Treatment Bacteriuria Evaluation
Pt. |Age UTI Pyuri Side-
Underlying Dose |Duration|tYuria ,
No.|S
0. Sex condition BrOup| o /day| ( days) Species Count| MIC [ UTI Dr. |effects
73 cCcp + P.rettgeri 10° | 3.13
48 G-1 | 100%x2 5 Excellent|Excell
F BT - - / /
46 ccp # S.marcescens 10% | 6.25
49 G-3 | 100x2 5 Poor Fair
F Bilat renal stone # S.marcescens 10 | 6.25
40 ccp # E.coli 10° | 0.20
50 G-3 | 100x2 10 Moderate| Good -
F Lt. ureteral stone + - / /
ccp + S.marcescens 10 | 100
70
51 G-3 | 100x2 5 . Poor Good -
M BPH + S. marcescens 10° | 100
E.faecalis 10° | 6.25
ccp # P.cepacia 104 | 3.13
68
52 G-3 | 100%x2 5 P.cepacia 105 | 3.13| Poor Poor -
M Rt. renal stone # Sh Iyticus 10 | >100
61 ccc # E.faecalis 10° | 6.25
53 G-4 | 100x2 5 Moderate| Fair -
F Uterine cancer - / /
7 ocP + Rmtmbt{ts 1g: 0.20
54 G-6 | 100x2 5 E faecalis 10° | >100(Moderate| Fair | -
F
Lt. renal stone - P.cepacia 10* | 6.25
ccp " S.marcescens 105 | 3.13
62 P.aeruginosa 10° | >400
55 G-6 | 100%x2 5 Poor Good -
F Rt. renal stone # S.marcescens 10t %
: P.aeruginosa 10 | >400
S.epidermidis 10° | 1.56
+
27 cce E. faecalis 105 6.25
56 G-6 | 100x2 5 Poor Fair -
F . .. "
. _ S.epidermidis 10 1.56
Lt. hydronephrosis E faecalis 106 | 6.25
E faecalis 10° | >400
46 CCp + A.xylosoxydans 10° | >400 APt
57 G-6 | 100%x2 5 o s Moderate| Excellent
M X.maltophilia 10 100 1GTPY
NGB + - - s/
58 CccC # S. hominis 10 | 12.5
58 /| 100x2 7 s Excellent| —
M Prostatic cancer s - / /
CcC # - / /
70
59 / 100%2 5 . " 7/ Poor -
F BT + E,_(aecalt:s - 10° 6.25
S.epidermidis 10* | 6.25
65 CCC - / /
60 7/ 100X 2 5 / Good -
M BT + - / /
52 CCC + - / /
61 7 100X2 5 / Good -
F NGB - - / /
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Table 1-5 Clinical summary of complicated UTI patients treated with CS-807
] Diagnosis Treatment Bacteriuria Evaluation )
Pt (Age| UTI Pyuri Side-
Underlying Dose |Duration|*Yuria .
ou Species Count| MIC| UTI Dr. |effects
No. Sex condition Eroup mgX/day| (days) pe
61 CCC # - / /
62 7 | 100X2 5 / Good -
M Post-prostatectomy + - / /
71 CcC # S.epidermidis 10° 25
63 / 100%2 5 / Excellent| -
M Bt - - / /
71 ccC - S.marcescens 10° | >400
64 / 100X2 5 / Excellent| -
M NGB - - / /
74 CccC S.epideymidis 107 | 400
65 / 100x2 5 / Good -
M Post-prostatectomy / / / /
73 ccc - E.coli <10°| 0.39
66 s/ 100%2 5 / Fair -
M BPH - E. faecalis 10° | >400
. L. "
62 cee " S. epxdennfdxs 106 3.13
67 V2 100X 2 5 E. faecalis 10 12.5 v Poor -
M
Prostatic cancer / / /
72 CCP # K. pneumoniae =10°| 1.56
68 7/ 100X 2 7 7/ Good -
F Rt. renal stone / / /
. L. 3
61 ccP + S.eptdermz.dts < 103 >400
69 /| 100x2 5 £ faecalis <10%) 400 | Good | ~—
M
Post-prostatectomy + S.epidermidis <10°| 200
21 ccp + E.coli 10" | 0.20
70 7/ 100X2 6 s Poor -
F Rt. renal stone / / / /
77 CCp + S.epidermidis 10° | 6.25
71 7/ 100X2 5 / Fair -
M Prostatitis t S.epidermidis 10° | >400
82 Cccp + - / /
72 / 100x2 3 / Unknown| —
M Rt. ureteral tumor / / / /
S.epidermidis 10* | 1.56
n CcCcp + E faecalis 10° 25
Bl /| wox2 | s YLo® 10° s Poor | -
Jc 3
Urethral stenosis + E{,afglls ig’ %
61 ccc # E.coli 10" | 50
74 G1| 200x2 5 Moderate| Excellent| —
F NGB + - - -
84 CccC + E faecalis 10° | 6.25
75 G-2 | 200x2 5 Poor Good -
M Post-prostatectomy + E. faecalis 10° | 6.25
76 CccC + A.calcoaceticus 107 | 12.5
76 G-2 | 200%x2 5 Excellent| Good -
M Post-prostatectomy - - / /
74 CCC +# S.epidermidis 10* /
” G4 | 200x2 5 Excellent|Excellent| —
M NGB - - / /
75 ccC + K. pneumoniae 107 | 0.05
78 G-4 | 200%2 5 Moderate| Good -
M BPH + - / /

*YLO: Yeast-like organism
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Table 1.6 Clinical summary of complicated UTI patients treated with CS.807
Diagnosis Treatment Bacteriuria Evaluation
Pt. |Age UTI _— Side-
Underlying Dose |Duration|*Yuria )
No.|Sex 0l
condition group mg X /day| (days) Species Count) MIC | UTI Dr. |effects
82 cce # S.marcescens 10 | 0.39
79 G4 | 200%2 5 Moderate| Good -
M BPH + S.epidermidis 10? 25
49 ccc # K. preumoniae 107 | 1.56
80 G-4 | 200x2 5 Excellent|Excellent] —
M NGB - - / /
34 CccC # E.coli 107 | 0.39
81 G4 | 200X2 5 Excellent|Excellent| -
F NGB - - / /
63 ccc # S.marcescens 10° | 200
82 G4 | 200%2 5 Poor |[Excellent| -
M BPH - S.marcescens 10° | 100
66 CCC + K. pneumoniae 10" | 0.20
83 G4 | 200%x2 5 Excellent|Excellent| —
F NGB - - / /
81 CcCC # C.diversus 10’ | 0.20
84 G-4 | 200%2 5 Moderate|Excellent| -
M BPH - P.aervuginosa 10° | 400
69 CCC # E faecalis 10* | >400
85 G-4 | 200%2 5 Moderate| Good -
M Bt # - / /
77 CCC # C. freundii 10| /
86 G-4 | 200%2 5 Poor Poor -
M Prostatic cancer # C. freundii 100 7/
64 CcCcC + S.marcescens 100 | /
87 G-4 | 200%2 5 Excellent|Excellent| —
M BPH - - 7 7/
74 CCC # E.coli 10° | 0.20
88 G4 | 200%2 5 Excellent|Excellent| —
M Prostatic cancer - - 7/ /
67 CCC # E.coli 10° | 0.39
89 G4 | 200%x2 5 Excellent|Excellent| —
M BPH - - / /
79 CCC + S.epidermidis 10° | 0.39
90 G4 | 200%x2 5 Moderate| Good -
M BPH t S.epidermidis 10% 2
63 CCC + E.coli 10" | 0.39
91 G-4 | 200%2 5 Moderate|Excellent| —
F Bilat. renal ptosis + - / /
75 CccC + P.aeruginosa 107 | 100
92 G-4 | 200%x2 5 Poor Fair -
M BPH + P.aeruginosa 10% | >400
64 CCC + E faecalis 107 25
93 G-4 | 200%2 5 Poor Good -
M Bladder diverticula + E.faecalis 10° | >400
74 ccc # S.marcescens 107 | 50 ino-
94 G-4 | 200%x2 5 Excellent|Excellent hils 1
M Urethral stenosis - - / s/ P
31 CCC H# E.coli 107 | 0.10
95 G4 | 200%x2 5 Excellent|Excellent| —
F NGB - - / /
65 CCC + E.coli 107 | 0.39
9% G-4 | 200%2 5 Moderate| Good -
M BPH + - / /
91 ccc + E.cloacae 10% | 12.5 .
97 G4 | 200%x2 5 Poor Fair -
M BPH + E.cloacae 105 | >400
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Table 1.7 Clinical summary of complicated UTI patients treated with CS-807
Diagnosis Treatment Bacteriuria Evaluation ‘
Pt |Age UTI P Side
Underlying Dose |Duration|® Yuria . f
ou Species Count| MIC| UTI Dr. |effects
No.|Sex condition group mg X /day| (days) pec
E. faecalis 10° 100
79 ccc # K. pneumoniae 10® | 0.05
98 G-5 | 200%2 5 P.aeruginosa 10° 400| Poor Poor -
M
BPH # P.aeruginosa 10" | 400
S.aureus 10" | 1.56
65 ccc + P.cepacia 107 [ >400
99 M G-5 200%2 5 X.maltophilia 107 | >400 Excellent|Excellent -
Prostatic tumor - - / /
: i 6
82 oce . S. epzdermx.dzs 10I 0.78
100 G6 | 200%2 5 E faecalis 10 25|Excellent|Excellent| —
M
BPH - - / /
K. i 10" | 0.39
a1 ccc W pneumoniae o | o
101 G-6 | 200x2 5 K.oxytoca 1 97 |Excellent|Excellent| —
F
Lt. VUR* - - / /
E.coli 10° | 0.20
72 cee # E faecalis 10° | 6.25
102 G-6 | 200x2 5 Poor Fair -
F E.coli 105 | 0.20
NGB * E. faecalis 10° [6.25
S.epidermidis 104 /
68 CCC # . ino-
103 G-6 | 200%2 5 A.calcoaceticus 10 |/ |Excellent|Excellent Eo.s ino
M phils 1
Urethral stenosis - - / /
E faecalis 10° | 6.25
oce * A.calcoaceticus 10° | 12.5
82
104 G6 | 200x2 5 S.epidermidis 10 | 400| Poor |Excellent| -
M BPH B E faecalis 10 | 12.5
E.aerogenes 10* 400
A.calcoaceticus 10* | 1.56
. L. s
68 ccc + S.epidermidis 105 1.56
105 M G6 | 200x2 5 K.ozaenae 10° | 0.39\ gxcellent|Excellent| —
BPH - - / /
E.coli 107 | 0.39
cee N P.mirabilis 107 | 0.05
76
106 " G6| 200x2 | 5 S.epidermidis 10° | >400| Poor | Poor | -
E faecalis 10° | 6.25
Post-
osk-prostatectomy m P.alcaligenes 108 400
A.xylosoxydans 108 400
& ocC ¥ E.cloacae 10° | 0.78
107 M G6 | 200x2 5 E. faecalis 10° [>400| poor Poor -
BPH + P.aeruginosa 10° | >400
84 CCP + S.marcescens 107 100 GOT t
108 G-1| 200x2 5 Poor Poor
M BPH + S.marcescens 108 100 GPT 1

*VUR: Vesico-ureteral reflux
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Table 1.8  Clinical summary of complicated UTI patients treated with CS-807
Diagnosis Treatment Bacteriuria Evaluation
Pt. |Age UTI Pyuri Side-
Underlying Dose |Duration|fyuria .
No.|Sex
condition group mg X /day| (days) Species Count| MIC| UTI Dr. |effects
65 ccp + S.marcescens 10° | 6.25
109 G-3 | 200%x2 5 Excellent|Excellent
M Rt. renal stone - - / /
54 ccp + P.mirabilis 10° | 0.05
110 G3 | 200x2 5 Moderate] Good | —
F Lt. renal stone - / /
ccp # S.epidermidis 10 | 1.5
88
111 G-3 | 200%x2 5 3 i Poor Fair -
M Rt. renal stone # S.epxdemgdu 10: %
E. faecalis 10 6.25
61 CCP + S.epidermidis 10’ | 1.56
112 G-3 | 200x2 5 Moderate| Poor -
M Rt. renal stone + - / /
71 CCP # S.aureus 100 | /
113 G-3 | 200%x2 5 Moderate| Excellent| -
M Lt. renal stone + - / /
31 ccp + E.cloacae 10° | 0.78
114 G-3 | 200%x2 5 Moderate{ Good -
F Rt. renal stone + - / /
67 CCP # E.coli 107 | 0.39
115 G-3 | 200%x2 8 Moderate| Good -
M BPH + - / /
S.epidermidis 10° | >400
. CCp + E faecalis 106 2
116 G6| 2002 | 5 A-xylosoxydans 10° 1>400| poor | Fair | -
F
S.epidermidis 10* 25
Rt. ureteral stone + A s 10 | >400
. L. ;
2 CCP # Septdenmdzs 101 0.78
117 G-6 | 200x2 5 P.mirabilis 10" | 0.05|Moderate| Good | —
M BPH # - / /
72 ccc + Streptococcus sp. 100 / Eosino-
118 / 200%2 5 / Good hils 1
M BPH + - s | 7 ps
71 Cccc + - / /
119 7/ 200%2 5 / Poor -
M Vesical stone # S.epidermidis 10 | >400
51 CCC # - / /
120 7/ 200X2 5 / Fair -
M Bt + - / /
75 CCC + E. faecalis 10° 25
121 Ve 200%2 5 / Excellent] —
M Post-prostatectomy / / / /
CccC + / / /
88
122 / 200X%2 5 dermidi 6 / Poor -
M Prostatic cancer + S.epide X s 10 400
E.faecalis 10° | 400
87 CCC + - / / )
123 / 200X2 5 / Fair -
M Bt + - / /
ccc - - / /
7 " /
124 /| 200%x2 5 S.marcescens 107 | 3.13 Poor -
M BPH + X.maltophilia 107 | >400
Streptococcus sp. 107 25 L’
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Table 19 Clinical summary of complicated UTI patients treated with CS-807
Diagnosis Treatment Bacteriuria Evaluation
Pt |Age UTI . Side-
Underlying Dose |Duration|Fyuria .
fects
No.|Sex condition group mgX /day| (days) Species Count| MIC | UTI Dr. |effects
; s
53 ccp + E.coli < 103 0.39
125 / 200%2 5 Streptococcus sp. <10°| 1.56 / Good -
F
Rt. ureterocele - - /7| 7/
62 CcCP # E.coli 107 | 0.39
1% 7 | 200x2 5 - /  |Excellent| -
M Rt. ureteral tumor / / /| 7/
84 CCP # P.aeruginosa 108 100
127 7/ | 200%x2 5 / Poor -
M BT # / / /
24 CCp + - /s .\ 7
128 7 | 200x2 5 7/ Good -
F VUR - - / /
29 CCP # E.coli 107 | 0.20
129 7 | 200x2 6 s Excellent] —
F Lt. renal stone 7/ 7/ s/ /
% CCcC + YLO 10!
130 / 200%2 5 s / Poor -
F Urethral cancer + YLO 10 4
S.marcescens 10° | 100
86 ccc YLO 10| 7/
131 / 200X2 13 / Good -
M Prostatic cancer S.epidermidis 10° 50
8 e + E faecalis 105 | 12.5
132 7 | 200%2 3 S.marcescens 10° | 12.5|  ,  |Unknown loose
M stool
BPH + - / /
68 CcCp + YLO 108 | /
133 / 200X%2 5 / Poor -
M BPH + YLO 10| /
60 CcCp # YLO 100 | /
134 / 200%X2 5 s/ Good -
M BPH + YLO 00| /
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Table 2 Overall clinical efficacy of CS-807 in complicated UTI
100 mgx2/day, 5 days' treatment
Pyuria
- y Cleared Decreased Unchanged Effect‘ont
Bacteriuria bacteriuria
Eliminated 16 6 5 27 (51.9%)
Decreased
Replaced 1 3 4 (7.7%)
Unchanged 6 3 12 21 (40.4%)
Effect on qyuria 23 (44.2%) 9 (17.3%) 20 (38.5%) 52
D Excellent 16 (30.8%)
Overall efficacy rate
I:I Moderate 12
28/52 (53.8%)
: Poor (or Failed) 24
Table 3 Overall clinical efficacy of CS-807 in complicated UTI
200 mg X 2/day, 5 days’ treatment
Pyuria Effect on
Bacteriuria Cleared Decreased Unchanged bacteriuria
Eliminated 16 3 8 27 (61.4%)
Decreased 1 1 (2.3%)
Replaced 1 1 2 4 (9.0%)
Unchanged 2 10 12 (27.3%)
Effect on pyuria 19 (43.2%) 5 (11.4%) 20 (45.4%) 44
IZl Excellent 16 (36.4%)
Overall efficacy rate
‘:I Moderate 14
30/44 (68.2%)

: Poor (or Failed) 14
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Table 4 Overall clinical efficacy of CS-807 in complicated UTI (Total)
i fect
Pyuria Cleared Decreased Unchanged Effec .on,
Bacteriuria bacteriuria
Eliminated 32 10 13 55 (56.7%)
Decreased 1 1 (1.1%)
Replaced 2 1 5 8 (8.2%)
Unchanged 8 3 22 33 (34.0%)
Effect on pyuria 42 (43.3%) 15 (15.5%) 40 (41.2%) 97
D Excellent 32 (33.0%)
Overall efficacy rate
I—__—_I Moderate 27
59/97 (60.8%)
D Poor (or Failed) 38

Table 5 Overall clinical efficacy of CS-807 classified by type of infection

No. of Overall
Group pa?i e:lts (%) Excellent Moderate Poor efficacy
rate
1st group (Catheter indwelt) 5 (5.2%) 1 1 3 40.0%
2nd group (Post prostatectomy) 3 (3.1%) 1 2 33.3%
Monomicrobial | 3rd group (Upper UTI) 11 (11.3%) 1 6 4 63.6%
infection ath group (Lower UT]) 50 (51.5%) 20 15 15 70.0%
Sub-total 69 (71.1%) 23 22 24 65.2%
Sth group (Catheter indwelt) 2 (2.1%) 1 1 50.0%
Polymicrobial | 6th group (No catheter indwelt) 26 (26.8%) 8 5 13 50.0%
infection
Sub-total 28 (28.9%) 9 5 14 50.0%
Total 97 (100%) 32 27 38 60.8%
Table 6 Clinical assessment by the doctor
Daily dose | No. of Clinical assessment Efficacy
(mg) patients | g, cellent Good Fair Poor Unknown rate (%)
100 5 3 0 0 2 0 60.0
200 68 22 18 11 16 1 59.7
400 61 24 17 7 12 1 68.3
Total 134 49 35 18 30 2 63.6
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Table 7 Bateriological response to CS-807 in complicated UTI Table 8 Strains appearing after CS-807 treatment
Isolate No. of strains Eradicated (%) Persisted Isolate No. of strains (%)
S.epidermidis 19 13 (68.4) 6 S.epidermidis 4 (16.6)
E faecalis 21 12 (57.1) 9 E.faecalis 7 (29.1)
Other GPC 6 6 (100) Other GPC 2 (8.3
E.coli 24 20 (83.3) 4 E.aerogenes 2 (8.3)
Citrobacter 4 2 (50) 2 P.aeruginosa 3 (12.5)
Klebsiella 8 8 (100) P.alraligenes 1 (4.2
Enterobacter 7 5((71.4) 2 P.cepacia 1 (4.2
S.marcescens 12 5 (41.7) 7 Flavobacterium 1 (4.2)
P.mirabilis 5 5 (100) A.calcoaceticus 1 (4.2
M.morganii 2 2 (100 A.xylosoxydans 1 (4.2)
P.aeruginosa 7 1 (14.3) 6 YLO 1 (4.2
Other GNR 17 13 (76.5) 4
Total 24 (100.0)
Total 132 92 (69.7) 40

Table 9 Relation between MIC and bacteriological response to CS-807 treatment in complicated UTI

MIC (zg/ml) (Inoculum size 10°cells/ml)
Isolate Total
=0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 >100
S.epidermidis 1/3 2/2 3/5 2/2 2/2 0/1 172 11/17
E.faecalis 17 2/6 1/4 2/3 1/2 1/1 3/3 11/20
Other GPC 1/1 2/2 3/3
E.coli 18/20 0/1 0/1 0/1 18/23
C.freundii 1/1 1/1 0/1 2/3
Klebsiella 6/6 11 mnn
Enterobacter 2/2 1/1 1/1 0/1 0/1 4/6
S.marcescens 0/1 0/1 1/2 1/1 1/2 0/2 0/2 3/1
P.mirabilis 5/5 5/5
M.morganii 1/1 1/1 2/2
P.aeruginosa 0/2 1/4 1/6
Other GNR 2/2 1/1 1/2 1/2 1/1 6/7 12/15
Total 33/38 6/7 10/13 4/6 6/11 3/9 2/3 2/5 2/7 11/19 79/118
(87%) (86%) (77%) (67%) (55%) (33%) (67%) (40%) (29%) (58%) (66.9%)

No. of strains eradicated/No. of strains isolated
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Table 10 Cases with aggravation in laboratory tests

Daily dose Age Sex Item and changes in abnormal values
(mg)
46 M ALP (68 - 13¢ — 77%), »GTP (21 — 60)
200 61 M LDH (343 — 560)
80 M BUN (25.1 — 40.6)
72 M Eosinophilia (3.0 — 8.0)
0 74 M Eosinophilia (3.0 — 7.0 — 0%)
68 M Eosinophilia (2.0 — 7.0)
84 M GOT (34 — 47 — 25™) , GPT (41 — 59 — 34 ™)
* : Follow up.
X 73 3) KHRIERK, ft: UTI 3 %h 3 ffi % # % :®. Chemo-
1) EBEAFEREEERE, FX VRV VLI therapy 28 : 1351~1358, 1980
CS-807, 1987, &M 4) HEBB—, BIEM MM UTI, @& UTIO
2) RKEIERK, fib: UTIZE % 3F @i & #(F 2 ). WGmREHE, BB © 2595~2597, 1986

Chemotherapy 28 : 321~341, 1980

CS-807 IN COMPLICATED URINARY TRACT INFECTIONS
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CS-807, a new synthetic cephalosporin, was administered orally to 134 patients with complicated urinary

tract infection at a daily dose of 200mg or 400mg for 5 days.

Clinical evaluations were made in 97 patients according to the Japanese UTI Committee’s criteria as

excellent in 32 cases, moderate in 27 and poor in 38, the efficacy rate being 60.8%. Bacteriologically, 92 of

132 strains isolated were eradicated.

Concerning side-effects, loose stool was noticed in one case, and abnormal changes in laboratory findings
were observed in seven patients with elevation of GOT, GPT, LDH, Al-P, y-GTP, BUN, and eosinophils.



