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Table 1 (1) Clinical summary of simple UTI cases treated with AM-715
Cese . - Treatment \ . Bacteriuria* Evaluation Side
No. | Age Sex | Diagnosis ngxos/?l . Dl(lé;tyi;)n Symptoms*| Pyuria Species Count| UTI Dr |effect
115 |F | ASC 200x3 3 i i E COH_ 10° Excel. |Excel. -
2|21|F| ASC | 200x3 | 5 * * Ecoll 17 | ycel. |Excel | —
3le3|M| ASC | 200x3 | 7 - M coli 10° Moder.| —
4|56 |F | ASC | 200x3 3 t i E. coli_ 107 Excel. |Moder.| —
5(39|F | ASC | 200x3 3 ﬁ * — Moder.| —
6|51 |F| ASC | 200x3 3 — f — Moder.| —
7|35 |F| ASC | 100x3 3 — f — Fair | —
827 |F| ASC | 100x3 3 — I - Fair | —
9|37 |F | ASC | 200x3 | 3 a 1S, epidermidis 17 | bxeel. |Excel. | —
1049 |F | ASC | 200x3 | 3 L I (B coli 107 | pcel. |Moder.| —
11|26 |F| ASC | 100x3 3 - i E. coll 10° Excel. | —
12[62|F| ASC | 100x3 | 3 i * |Ecoll 10° ) Excel. |Excel. | —
135 F| ASC | 100x3 | 5 hs B coli 10° | ycel. [Excel. | —
14169 | F | ASC 200%3 3 i +_H 2 COH__ 10° Excel. |Excel. -
1521 |[F| ASC | 200x3 | 3 * t £ coll 1% | \oder. [Fair | -
16|21 |F | ASC |200x3 | 3 * * K preumonize 1% |pcel. [Moder.| —
17|57 |F | asc |100x3 | 3 a M |F coll 10° | pvcel. [Excel. | —
18|52 |F | ASC |100x3 | 3 ks t | epidermids | 10° |p et [Excel | -
19|32 |[F | ASC |100x3 | 3 * * (Bl 1% |excel. [Excel. | —
20|41 |F | ASC |200x3 | 3 * +_* P""e”s_ 10° |pxcel. |Moder.| —
21|40 ([F | ASC | 200x3 3 Jf +.+ s epide_rmidis 10 Hexcet. [Excel e
22|46 |F | ASC |200x3 | 3 *  Feol 1% lxeel. [Excel. | —
23|65 |F | ASC |100x3 | 3 - tJE ol 107 | \foder. Moder. | —

*

After treatment

Before treatment
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Table 1 (2) Clinical summary of simple UTI cases treated with AM-715

%‘: Age |Sex | Diagnosis D::atm};::mon Symptoms*| Pyuria® Sacierur” ~dlation Side
. mg X /day | (day) Species Count| UTI | Dr |effect
24|48 |F | ASC | 100x3 3 it # B coll 107 | pxcel | Moder| -
25|20 |F | ASC | 100x3 3 : W _|E coll Ll M Excel | —
26 |44 |[F | ASC | 100x3 | 3 H #_|Ecoll 20" ! Excel | Excet | —
27|30 |F | ASC | 100x3 | 3 * hLE coll 207 | et | Excat. | -
28|20 |[F | AsC | 100x3 [ 3 H : £ coll 1% evcet. | Excel | —
20|41 |F | ASC | 100x3 | 3 H f K. preumoniae] 10% | oy ter] Moder.| —
30|48 |F | asc |100x3 | 3 s  E coll 10° | pxcel | Excel. | —
3148 |F | ASC |100x3 | 3 H #|Ecoll 10 | pcet. | Excel. | —
a2 |27 |F | Asc |100x3 | 3 A # B coli 10° | Ecel | Excel. | —
33|52 [F | ASC | 100x3 3 Ll #|Ecoll 10° { Exoel. | Excel. | —
34|30 [F | ASC |100x3 | 3 # # (. coll 107 | et | Excel. | —
35 |33 [F | Asc |100x3 [ 3 # TS e 100 el | Exeet | —
36 |46 |F | ASC | 100x3 | 3 b # ool 107 Moder Fair | -
37 |51 |F | ASC |100x3 | 3 il +|F ool 107 | et | Excel | —
a8 [40 |F | ASC |100x3 | 3 H + (ool 107 | Excel. | Excel | ~
30 (24 |F | ASC |100x3 | 3 M + (Eooll 107 pcel. | Excet. | —
40|28 [F | ASC | 100x3 | 3 H # |5 auress 10 | pxcel. | Excel. | —
41|50 [F | ASC |100x3 | 3 s * {Eooll 1% ) pxcel. [Excel. | —
42 (21 |F | ASC |100x3 | 3 * — 107 | Moder,| Excel. | —

Before treatment

* TAfter treatment
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Table 1 (3) Clinical summary of simple UTI cases treated with AM-715
Case age |Sex | Disgnosis DTreatment ¢ rotoms® | Pyuria® Bacteriuria* Evaluation Side
No. mg xoigay D?é:;')o" yme yuria Species | Count| uTI| Dr |cffect
3|30 |F| ASC | 100x3 | 3 * tE ool 107 IExeel. |Excel. | —
w|28|F | ASC | 200%x3 | 3 * tE ol 10° ! cel. |Excel. | —
s [17|F | ASC | 200x3 | 3 * t|S faecalis | 107 g rcel. |Excel | —
46 | 52 |F | ASC | 100x3 3 +_+ *i E coIi— 10° Excel. |Excel. | —
47|56 |F | ASC | 100x3 3 i— +_+ E. CO“_ 10° Excel. [Excel. | —
48 |26 |F | ASC | 100x3 | 3 il |l 107 | Excel. |Excel | —
49|49 |F | ASC | 100x3 | 3 - t {Eooli | 10% tpco |Excel. | —
50 (44 |F | ASC | 100x3 | 3 * | P mirabili 10° {eyeel. |Excel. | —
51 [35|F | ASC | 100x3 3 - h — Excel. | —
52 |43 |F | ASC | 100x3 | 3 A * Eooli 17 | pcet. |Excel | —
53|57|F | ASC | 100x3 | 3 A W |Citobacter | 10° | g, o) | Excel | —
54|73|F | ASC | 100x3 | 3 hi #_Ecoli | 107 | pycet Excel | —
55(30|F | ASC | 100x3 | 3 hi  {Ecoll 107 | pycel. [Excel. | —
56 | 55| F | ASC | 100x3 | 3 il T |Ecoli 107 Fpxcel. [Excel. | —
57|52|F | ASC | 100x3 | 3 *_t *|Ecoll 107 | pxcel. | Excel. | —
5828 |F | ASC | 100x3 | 3 * # |Ecoli 10° | pcet. | Excel. | —
59|61|F | ASC | 100x3 | 3 i * |Fooll 10% | pcel. | Excel | —
60 [23|F | ASC | 100x3 | 3 H_“L *E ol 107 | Exeel. | Excel | —
61|19/ F | ASC | 100x3 | 3 H T Booll DA el |Excel. | —
62|59 |F | ASC | 100x3 | 3 i  Ecoli  12X000 gy | Excel. | —
63|58|F | ASC | 100x3 | 3 - # (Ecoll B0 p o |Excet, | —
6438 |F | ASC | 100x3 | 3 H M |8 epidermidis X0 b el | Excel. | —
65|23 |F | ASC | 100x3 | 3 u M |S. epidermidis |2X10T | Vexcet | —

Before treatment

* TAfter treatment
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Table 1 (4) Clinical summary of simple UTI cases treated with AM—-715
Case Age |Sex | Diagnosi DTreatment ! Symptoms* | Pyuria® Bacteriuria* Evaluation Side
No. me x07¢eiay D‘(’éaaty';m Species  |Count| UTI | pr |[effect
66 |24 |F | ASC | 100x3 | 3 il B coll 107 e wcet. |Excet, | —
67 |46 |F | ASC | 100x3 | 3 * #_F ool X100 el [Excet. | —
68 |54 |F | ASC | 100x3 | 3 - # Ecoll 3000 o |pxcet | -
69 |32 |F | ASC | 100x3 3 * # — Excel | —
70 |34 |F | ASC | 100x3 | 3 * L Feoll 150y e brcel | -
71 |28 |F | ASC | 100x3 | 3 i  Ecoll 200 p et |Excel. | —
72 |42 |F | ASC | 100x3 | 3 L (B coli  I5X100p, o |Excel | —
73 |50 |F | ASC | 100x3 | 3 hs M__E coll SX10" b eel. |Excel. | —
74 |30 |F | ASC | 1003 | 3 * M E coll 10" L pncet, [Bxeet | —
75 |32 [F | ASC | 100x3 3 # i — Excel | —
76 |50 |F | ASC | 100x3 | 3 * * E ool 310" cel. [ Excel | —
77 |28 |F | ASC | 100x3 | 3 * ¥ B coli S0 cel. | Excel | -
78 |48 |F | ASC | 100x3 | 3 * Foybet 1 el |Excel | -
79 |45 |F | ASC |100x3 | 3 o | P mirabili A0 . [Excel. | —
80 |25 |F | ASC |100x3 | 3 = Lo feell 0 el |Excel | —
81 [26 |F | ASC |100x3 | 3 * M E coli 310"} b cel. |[Excel. | —
82 [28 |[F | ASC |100x3 | 3 . #Ecoli  (2XA00UE, o Byl | -
83 |30 |F | ASC | 100x3 3 f +_*: 2 ;(:lléumoniae 5x10° Excel. |Excel. | —
84 |26 |F | ASC |100x3 | 3 s * S spidermdis (:?:1 Excel. |Excel | —
85 |51 [F | ASC |100x3 | 3 s *|Ecoli 2x10° Moder.| —
86 |63 |F | ASC |100x3 | 3 a H__E. coli 8X10° g xcel. |Moder.| —
; H_+ P mira_bilis. BB

87 |18 [F | ASC | 100x3 3 — —1S. epidermidis Excel. |Moder. | —
88 |69 |F | ASC |100x3 | 3 = #E coll A0 el |Excel | —

After treatment

« Before treatment
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pg/mi iz, 108 cells/ml A& T1%3.13 pg/ml iz peak & 38 Fig. 4 izikt & 3 iz, AM-715 » MIC {iix 1.56 ug/ml

», 108cells/ml T 4 #%, 108 cells/m! H:RR T 6 Bk iz peak &8, 9THEiL 6.25 ug/ml AT TH Y, MY I

250 pg/ml L EDTHER TS o Bkiz 25 ug/ml TH o, NA o MIC {i21.56~6.25
. marcescens 98 ¥k i3, HREEE100 cells/m! D F & ug/ml iz 6 BRERED 345, MY I1X50 ug/mILALETH D,

Table 2 Overall clinical efficacy of AM-715 in acute simple cystitis

Symptom Resolved Improved Persisted
Pyuria Cleared| D% | U™ lCicarea| De- | Un o De- | U |bacteriuria.
creased [changed ared| creased changed leared creased | changed
Eliminated | 70 | 2 3 1 1 77 (100%)
. . | Decreased
Bacteriuria (Replaced)
Unchanged
Effi Pai
Uﬂ:;::ggnon ain on 75 97%) ) ( 3%) Case total
Efficacy on Pyuria 71 (92%) 3 ( 4%) 3 ( 4%) 77
1_ Excellent 70 (91%) Overall effectiveness rate

Moderate 7 71177 (100%)

L]
:] Poor

Table 3 Bacteriological responsé to AM—715 in acute simple cystitis

Isolates No. of strains | Eradicated ( %) | Persisted
E. coli 62 62 (100%)
S. epidermidis 7 7 (100%)
K. pneumoniae 3 3 (100%)
Staphylococcus sp. 2 2 (100%)
Proteus sp. 4 4 (100%)
S. faecalis 1 1 (100%)

Total 79 79 (100%)

Table 4 Clinical summary of acute simple pyelonephritis cases
treated with AM—71S§

Treatment Bacteriuria* | Evaluation

Case . . . Side
Age|Sex [Diagnosis| Dose [Duration |Symptoms*|Pyuria* )
No. mex/day | (day) Species|Count| UTI | Dr |effect
H # | coli | 10°
1 34| F | Asp |200x3 | 5 i e Moder.| —
E. coli | 10°
2 {22{F | ASP |200x3 | 7 i #_{E col Excel | —

Before treatment -

* After treatment
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Table § Clinical summary of complicated UTI cases treated with AM—715 (1)

: : Dose - .
Case |Age ——D@gno—s.‘-s—Cathe- uTI (mgx_/day) |Symp-| Py- Bacteriuria® Evaluation Side
No. |Sex | Underlying | ™ TI "Duration | tom* | uria* : effect
) condition (day) Species Count| UTI Dt
CCC 200% 3 + |E. coli 104
1|76 , - |c4 Excel. |Moder.| -
F Dysuria 5 — -
56 | CCC _ 200x3 # |E. coli 10
2 M [Bra G4 3 — — Excel. | Moder. | -
85 | CCC 200x 3 H# |E. coli 10*
3 M 5pn - G4 s — = Excel. |Moder.| -
ccc H | S. marcescens 10*
200x 3
4 ?\? Vesical - | G4 s — Excel. |Moder.| -
diverticulum -
CC 200x3 , sa 10*
s | 76 [€€C — G2 Ht | P. aerugino Moder.| Excel | -
M [BPH S + -
64 | CCP 200% 3 # | P. aeruginosa 10*
- . Moder.| E -
6 F [Renal stone c3 S + - oder.| Excel
83 CCp N 200% 3 + | P aeruginosa 10° GOTf
7 3 G-1 Poor |Poor
M l(-i]ir\::x?s?c{m 5 — | P. aeruginosa 10 GPT ¢
67 | CCB 200X 3 H | P. aeruginosa 10° GoTt
8 | ‘M [Urethral — |G3 3 Condid Excel. | Moder. | GPT
stricture — |Candiaa AP
87 |CCC 200x3 — | P. aeruginosa 10¢
— Moder.
9| M PR G4 7 T — er.
56 | CCC 200x 3 +# | P. aeruginosa 10¢
— G4 Moder.| Moder. | -
10 M [Bladder tumor] 5 + -
200%x 3 107
11 67 | CCC - G-2 00% | S. marcescens Poor | Poor -
M 'BPH S H | S. marcescens 10%
ccc 7 . 108
200X 3 + | P. aeruginosa
12 S}V? Neurogenic - | G4 5 — Moder | Moder. | -
bladder +
39 |CCP 200x 3 4 | P. rettgeri 10°
3 - |G3 Moder.| Moder. | -
1 M [Renal stone S +H -
45 | CCP 200X 3 H |E. coli 10°
- - Moder.| Excel -
14 M [Renal stone G3 5 + - er| Exce
15 70 CcCC G4 200x3 + | p aeruginosa 10¢ Poor |Fair _
M [BPH - 5 + | P. aeruginosa 10*
42 | CCP 200x3 +H |E. coli 108
1 - G-3 Excel. | Excel. -
6 F Urenal stone S — - xce xee
34 |CCP 200% 3 + |E. coli 10°
- ~ | Moder. | -
17 F [Urenal stone G-6 3 — — Moder.| Moder.
200X 3 4 | S. marcescens 10°*
18 | 57 |<F — o6 |2 E. coli 107 | Moder.| Moder. | -
Urenal stone 5 + -
200x3 . coli 7
19 | 80 | €€ — |G t | col 10" {Moder|Moder.| -
M |BPH 5 + | -
69 |CCP G 200x3 H | E. coli 1x10¢
— -3 P Poor -
20 F [Urenal stone S H# |E- coli 1x 107 oot

Before treatment
After treatment
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Table § Clinical summary of complicated UTI cases treated with AM-715 (2)
. ; Dose -
Case| Age Dnlgé?lc;sl:"sg Cathe-| 17y |(mex Jday) S”"“l‘ Py- Bacteriuria* Evaluation | g4,
{a™
No.| Sex| .ondition ter D?éi;x)on tom™* |uria Specics Count| UTI Dr effect
43 ccp 200X 3 # | Citrobacter 8x 107
21| v [Hydro- — |G3 3 —Poor | Poor -
nephrosis #t | Citrobacter 2x10
74 | CCC 200x3 H | K. pneumoniae | 1X 107 .
G-1 -
2| M BPH + S T — Moder. | Fair
44 | CCP 200x3 H |E. coli 1x107
— |G3 -
BIF Urenal stone S H |E. coli 8x10* Poor | Poor
74 | CCC 200x3 4 | P. fluorescens | 1x107
4 G-1 . : _
2 M [BPH + 3 - — Moder. | Fair
72 | CCC 200x3 + | P. mirabilis 4x107
25 G-1 -
M BPH + 5 n - Moder. | Excel.
cccC Enterobacter | 5%107
200x 3 t | Enter
26 :45 Urethral — | G4 5 Excel. |Excel | —
stricture — B
33 |CCC 200x 3 4 | Citrobacter 3x107
27 — -4 _
M [BNS G 5 — — Excel. | Excel
CCC H# |E. coli 3x107
200x3 .
28 1537 Vesical — | G4 3 Moder.| Moder,| -
diverticulum 1 -
Post prosta-
29 Kdl tectomy — | G2 200x3 t | 5. marcescens | 3x10° Moder. | Excel. | —
BPH 5 + _
78 |CCC 200x3 # |S. marcescens |5x107
30 G-1 P P -
M IBladdertumor + S 4 |S. marcescens |5X10° oor oor
70 |CCC 200x 3 Klebsiell 3x10’
31 M [Dysuria — | G4 3 + — ud Excel. | Excel. -
S. faecalis 3x 107
32 I%/IO cee _ |1G6 200x3 * |P. morganii 5X10®|Poor |Fair -
Vesical stone 5 + | P. morganii 1x 10¢
K. pneumoniae
Enterococcus 9% 10°
ccp w | S epidermidis
33|70 G-6 200x3 Pseudomonas .
M i 5 Klebsiella sp. Poor | Fair -
S. epidermidis
Dysuri Enterococcus | 2X107
ysuria — | S. epidermidis
ccc 200 i s
34 ;1:5 . X3 H# | Klebsiella 10 Poor _
Urenal stone 12 #+ | Klebsiella 10°
ccc i s o
35 &3 _ lga 200x3 + | P. aeruginosa 10 Poor Cheili-
Urenal stone 3 +H | P. aeruginosa 10° tis
CCC S. aureus A 10°
36 1?43 G4 200x 3 * | S. aureus B 10® Poo
- - r -
28 Enterococcus 103
Urenal stone + | S. aureus 10¢
63 [CCC 200x 3 + -
37 —
F [Urenal stone G4 7 - Moder.| -
1 | 64 CC('Z 2003 H |E. coli 10¢
M |Vesical - |G4 3 Excel. [Excel. | —
diverticulum - -

+ Before treatment
After treatment
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Table 6 Overall clinical efficacy of AM~715 in complicated UTI
Pyuria ) Efficacy on
Bacteriuria Cleared | Decreased | Unchanged b acteri’tlx ria
Eliminated 10 2 12 24 (73%)
Decreased
Replaced
Unchanged 1 8 9 (27%)
Efficacy on pyuria 10(30%) | 3( 9%) 20(61%) Cmstgm
Excellent 10 (30%) Overall effectiveness rate
M
l:, oderate 14 24 / 33 (713%)
[ Poor(or Faitea) 9
Table 7 Overall clinical efficacy of AM—-715 in each group of complicated UTI
Overall
Group r::;;:f (gg"g{;}) Excellent|Moderate | Poor | effectiveness
rate
1st group (Catheter indwelt) 5( 15%) 3 2 60%
Single 2nd group (Post prostatectomy) 4( 12%) 3 1 75%
infection 3rd group (Upper U.T.L.) 9( 27%) 2 4 3 67%
4th group (Lower U.T.I.) 12( 37%) 8 3 1 92%
Sub total 30( 91%) 10 13 7 77%
Mixed Sth group (Catheter indwelt)
. | 6th group (No catheter indwelt) 3( 9%) 1 2 33%
infection
Sub total 3( 9%) 1 2 33%
Total 33(100%) 10 14 73%

Table 8 Bacteriological response to AM—715 in complicated UTI

Isolates No. of strains Era((i%:;“ed Persisted
E. coli 12 10( 83%)
S. marcescens 5 3( 60%)
P. aeruginosa 7 5( 71%)
P. fluorescens 1 1(100%)
P. rettgeri 1 1(100%)
P. mirabilis 1 1(100%)
P. morganii 1 1
Citrobacter 2 1( 50%) 1
Klebsiella 3 3(100%)
Enterobacter 1 1(100%)
S. faecalis 2 1( 50%)

Total 36 27( 75%) 9
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No s dioed_—
Table 9 Relation betwoen MIC and bacteriological response No. of strain isolated
MIC (ug/ml) Inoculum size 10® cells/ml
Isolates
<0.05 0.78 | 1.56 12.5 50 | 2100
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ANTIBACTERIAL ACTIVITY AND CLINICAL EVALUATION
OF AM-715 IN THE FIELD OF UROLOGY
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A new synthetic antibacterial agent, AM-715 was studied with respect to in vitro antibacterial activity and clinical
effects in the urological field, and the following results were obtained.

1) Concerning MICs for clinically isolated 28 E. coli and 98 S. marcescens, AM-715 was more effective than NA.

2) All of 77 patients with acute simple cystitis and two patients with acute simple pyelonephritis showed excel-
lent or good response to AM-715 treatment.

3) Effectiveness rate for 33 patients with chronic complicated UTI was 73%.

4) Side effects were seen in 2 cases, one with stomatitis and the other with cheilitis. The case with cheilitis
required cessation of administration of AM-715.



