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Table 1 Clinical summary of acute simple cystitis cases treated with AM-715
(100mg X 3 /day, 3 days, p.o.)
Case Bacteriuria* Evaluation**
Age|Sex|S toms*| Pyuria* i
No. | Age| Sex|Symptoms*| Pyuria Species Count 1oh-mio' UTI Dr. Side effects
H +H |E. coli 104
1|32|F | — — | = 7—|0.1 [0.1 |Excellent|Excellent|  ~
E. coli 10*
2|5]|F i H g ] 0.05(0.05( Excellent| Moderate -
‘ 6
3|70 F + | £ coll 17 0.05]0.05| Excellent|Moderate| -
- - n
4|3 |F | M + | S: epidermidis 1? Excellent| Moderste| -
. coli 0
5|52|F t “’_* E. coli 1 7 005 0.05| Excellent| Excellent | ~ ~
- + P. morganii 5%X10*
6(31|F S. faecium 5x10* Excellent| Excellent -
— — _ /
- - +
7136|F + |5 epidermidis 17 Excellent | Excellent -
7, S
8(27|F Ht #t __ | K. pneumoniae 17 0.10 Excellent | Excellent -
7 7
9|66|F # # | E coll 1? 0.10 Excellent| Excellent| -
i 7
10 (32| F H t | £ coli l;) 0.05| 0.05| Excellent | Excellent -
Ht . coli 10¢
11| 44| F i |Eco ] 0.05 Excellent| Moderate -
E. [ s
12(37|F H L coli 1? —|0.05| 0.05| Excellent| Excellent| -
. coli M
13]ss|F |—H H#e_ | £. coli 17 0.05| 0.05| Excellent | Excellent | -
w |Ecoli | 5x10° |0.05]0.05 T
14|24 | F S. epidermidis | _SX10° Excellent| Excellent| -
— = _ /
epidermidi vy
15|36 | F L #t | S. epidermidis 17 3.13| 1.56| Excellent| Excellent|  —
I W |S. epidermidis | 10°
Moderat -
16 | 27 | F — — S epidermidis 07 Moderate | Moderate
7 6
17 |53 | F H# L E. coli 1;) Excellent| Excellent -
Klebsiella sp. | 1.7x108%
Ht H g jrpimblilil ¢ gx 10:
F — | 8. faecalis .9X 10 _
18 | 32 — " S Diridans ox 10° Moderate | Poor
i 6
19|45 | F it s Klebnel'la . 17 Excellent| Excellent -
- — 3
20| 32| F +i+ | S epidermidis | 8 /10 Moderate | Excellent -
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Table 1 Clinieal summary of acute simple cystitis cases treated with AM—715 (2)
(100mg X 3 /day, 3 days, p.o.)
o Bacteriuria® Evaluation**
. Case |, * | - Sid t
" o, |Age|Sex |Symptoms Pyuria Species | Count 1 Oh‘uclo‘ UTL Dr. e effects
S. marcescens | 5%10%
o H |E coli 8x 10¢
21 |23 |F Klebsiella sp. 8x10° |~ [T | Moderate| Fair -
= = |S. eptdermidis |1.1X 10°
S. hemolyticus | 8X10°
_*H, H ] Py ' 4
22167 |F F. mirgbills 17 Excellent| Excellent -
Iy . 8
23 |31 (F +i+ 1 S epxd:m}li.dls 1;) Moderate| Moderate -
H # | E. coli 104
F Moderate| Excellent -
24 |31 — — | Klebsiella sp.  |1.1X10° oderate| Excellen
- - "
25|36 | F T f S. epidermidis 1;)‘ Excellent| Excellent -
: 4
26 |35 |F # H|Eooll 1? Excellent| Excellent|  —
i .
27|65 | F |t W |l 1? Excellent| Excellent|  —
: 4
28 |22|F H £ coli 17 Excellent| Moderats |  —
. : i -
29127 F + M| B col SXIIO Excellent| Excellent -
4
30({57]|F + H | sram()coccus 5X/10 Excellent| Excellent -
: s
31|68 |F + +*+ £. aeruginoss 17 Excellent| Excellent -
- ) —l
32124 |F H | £ colt 17 0.05| 0.05| Moderate | Moderate -
Table 2 Overall clinical efficacy of AM—715 in acute simple cystitis
(100mg X 3/day, 3 days tteatment)
Symptom » ReIs)olved . Improv—cd U Pét:liJsfed' " Efficacy on
. e- n- De- n- e- n | bacteriuria
Pyuria Cleared creased { changed Cleared creased |changed Cleared creased |changed
Eliminated|| 25 1 1 1 1 29 (91%)
- Decreés;d
Bacteriuria (Replaced) 2 2 ( 6%)
» Unchanged| 1 1 { 3%)
D{lﬁi:icgn on pain on 30 (94%) 2 .,6'5) 0. ( 0?) Caseat:tal
Efficacy on pyutia 29 (91%) 1 (3% 2 (&%)
@cell ent 25 (78%) Overall effectivenss rate
D Modetate 7 32732 (100%)
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1 X 04Nk X iz Escherichia coli 18 ¥, Klebsiella sp.
3 Bk, Proteus mirabilis 2 ¥:33 X 1% Proteus morganii,
Pseudomonas aeruginosa, Serratia marcescens, Strepto-
coccus faecalis, Streptococcus faecium, Streptococcus
viridans, 7" 5 HEBYEERIE S | BRiZ T~ Tk L, Staphy-
lococcus 8 Bk | R 228 FrfE L, 2k HERIX
9747 TdH o (Table 3), irisHIEHRAM L LTiX
Klebsiella sp. 2 B3 X 18 Staphylococcus epidermidis,
Streptococcus hemolyticus 45 1 B’ 4 BB bhle
(Table 4),

1BYEBINEYE UTI 51 RloR SRR 2RI, %723 4
45.1%), #%h 14 B (27.5%), #%%h14 4] (27.57%) T,
HRIT 72.5% THo = (Table 5,6), zhz UTI K
PHAEMM AT ERRD? 12 X B HBREBRAICRN+ 3 &
Table 7 {Zipd k0 ¢, YWHRHE B PLLCRER
% 18 PloREATHRITENLEN 7887 & X ¥ 61.17
Thot, FHF—FARMRI PlORETLIRIL 55.6
% Tdhofz, 723 Table 5 iciHYENHEIC X 5 KK
PREGEE U s, EZH20H (39.2%), HH 144
(21.5%), A% 6 # (11.8%), & % 11 4 (21.6%)
T, AHRIX66.7% TH o=,

ThEEENDROE,» LRMNT 3 &, HEMR
b X 0 53Rk & iz Escherichia coli 15 ¥k, Klebisiella sp.
8 ¥k, Citrobacter sp. 3 ¥,
#, Alcaligenes sp. 1 ¥, Staphylococcus epidermidis 5
X+ ~TiHEKkL, %7 Pseudomonas aeruginosa 15 ¥rp
11 8, Serratia marcescens 8 gk 5 £k, Proteus mira-
bilis 4 ¥k 3 Bk, Proteus vulgaris 4 ¥ 3 ¥, Pseudo-
monas fluorescens 2 ¥ 1 $k, Proteus morganii 2 ¥
B 1 Bk, Streptococcus faecalis 7 #rh 5 ¥R KLz
(Table 8), ZiHIEELHR B & L T Staphylococcus
epidermidis, Candidasp. 4 3 ¥k, Alcaligens sp.2 ¥ X
W Pseudomonas aeruginosa, Serratia marcescens, Acin-
etobacter sp., Streptococcus faecalis £ 1 B3 12 #kd3
¥ bz (Table 9),

BREMBICRP 2 ONM S h ko 2 28 o
MIC %, BFEHFEFESDO MIC RIEUITEY i
U THIE Lz, RERSIE Table 1, 5 » MIC A
—{E LT L7, Escherichia coli #1xUr+3 7
S LREMEE & L bic, Staphylococcus epidermidis iz ¥ o
75 LBHEICH LTH RIFEREIDED b,

2. BlER

PRAERERN L LD TI6MIc>WTRERHER L L
ToHMEEREBET 5 LRI, FRRKNTZICE
7 2R MERE (33 ), MmEFEGIH), ~<rr Yy b
(22 #), BmER¥E (34 #)), GOT (35 4), GPT (35 #)),

Pseudomonas maltophilia 1

Table 3 Bacteriological response to AM-715
in acute simple cystitis

Isolates No. of strains Em(’%;“"d Penistcd‘
E. coli 18 18 (100%)|
Klebsiella sp. 3 3 (100%)
P, mirabilis 2 2 (100%)
P. morganil 1 1 (100%)
P, aeruginosa 1 1 (100%),
S. marcescens 1 1 (100%),
S. epldermidis 8 7 ( 88%) 1
S. faecalis 1 1 (100%)
S. faecium 1 1 (100%)
S. viridans 1 1 (100%),
Other GPC 1 1 (100%)

Total 38 37( 97%) 1

*Persisted: regardless of bacterial count

Table 4 Strains* appearing after AM-715
treatment in acute simple cystitis

Isolates No. of strains (%)
Klebsiella sp. 2 ( 50%)
S. epidermidis 1 ( 25%)
S. hemolyticus 1 ( 25%)

Total 4 (100%)

*: regardless of bacterial count

FAhYT+RT7 74—+ (344), BUN (35 ), miF
sv7F=v @34 e BEL LR L (Fie
2), BFEERE LT, FAR2H, ER TH KEF
RE 1HI0H S ¥, BHRREMR K, v7F=VER
(1.2-1.7mg/dl), GOT RQ7T—36U) B X UR7 B Y 7+ %
7 7 & —+¥ (233.1-655.8IU) L5H, GOT (25—-4U) L
A& 1503 FBBY bk, WThLBEZLOT,
BRREE C—HBHRE TR ER o Tk —iltE
DLDTH-, ARAEEFLL2HAETBAT, K
Micik “BREX 30 TERAZW LOHFXThHo,

x¥ R

AM-715 i3 quinolinecarboxylic acid ZARKHMER T,
6 fitic 7 v ¥, 7 firic piperazine # 45 = L BT
H5, FEFRHEF L LTI, nalidixic acid(NA) &L
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Table 6 Overall clinical efficacy of AM—715 in complicated U.T.I
(200mg X 3/day, 5 days treatment)
Bacteriuria Pyuria | cloared | Decreased Unchanged %‘3‘::? r;"
* Eliminated 23 2 5 30 (58%)
Decreased 1 ‘ 1 (2%)
Replaced 1 2 2 8 (16%)
Unchanged 4 2 12 (24%)
Efficacy on pyuria 28 (558) | 7 (14%) m(mn‘m%?m
Excellent 23 (45%) |Overall effectiveness rate
I I Moderate 14 37/51  (72.5%)
Table 7 Overall clinical efficacy of AM-715 in each group
o Overall
Group Pi:se zf (1;;!!?";{) Excellent| Moderate | Poor effn';i::&ess
1st group (Catheter indwelt) 5 ( 10%) 4 1 80 %
Sinele 2nd group (Post prostatectomy)| 1 ( 2% 1 100 %
in fecgtion 3rd group (Upper U.T.L) 2 ( 4% 1 1 50 %
4th group (Lower U.T.I.) 25 ( 49%) 17 3 5 80 %
Sub total 33 ( 65%) 17 9 7 79 %
Mixed 5th group (Catheter indwelt) 4 ( 8%) 1 3 25 %
. fl :, 6th group (No catheter indwelt)| 14 ( 28%) 6 4 4 71 %
intection Sub total 18 ( 35%) 6 5 7 61 %
Total 51 (100%) 23 14 14 72.5%

%, piromidic acid (PA), pipemidic acid (PPA) 7 X #3
TTeRERERED bh, fiIlR&hTW3, FFIIRZHh
LRFAEAICK LAVWIENEZAT S Lvbh, 0
MEARZ T L0057 LREEORR LTS, 77050
HEICETHRLTWBS L vnbhTwaY, fFKHix
H~DORBBITE L URP~0 Bk { LBH#E L, 0
e RBBEEICH LTLEDILHFEA TS,
4E, bhbiudAH & Atk BRI 2 okt LTk
1 @ 100 mg, @HERHME UTI icxt LTz 1 [ 200 mg
1 A3M@E, AFEcit] B3 300mg %3 AR, %%
iZix 1 B3 600mg % 5 AR AKZIEL, UTI FERFFE
EAEEDR) CEUTERDRERM L,
SYEHMMEREE R 32 Flicxtt 5 ARl REFHRIT
100%, E£7-ZHEE 18.1% LEL, BOTHRTRE

RBMB LR, T ARERICHT 3R TRHAR
93.8%, BRITHT 2R CIHER{LR .67, WHER
x5 R T BiELR 90.6% ThHoRk, MEFH
BRICOWTI, AMEEATIC RP XY HHEShk 38
#h Sraphylococcus epidermidis 1 BkASTERE L 2D BT,
fhiz+ ~THET B LSBT REEREBE LN,
RiEgMtE UTI S1 flicxtd a45HloREFE B $ i
12.5% &, HEAKLLTRIERTRERELB OO,
ZOFECESRIE Y 7 —F A BBEERR 2ED 207 2
FrR2oMinz b, MR OFHEN Escherichia coli
BLBTW Rz LB YofERS 2, LPrLBEFN
BRICOVTHT b BRI 2 b 0 0 Pseudomonas
aeruginosa, Serratia marcescens i¥% L XV 77 L@t
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Fig. 2 Influence of AM-715 on the laboratory examinations (1)
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Fig. 2 Influence of AM-715 on the laboratory examinations (2)
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Table 8 Bacteriological response to AM-715
in complicated U.T.L

Isolates No. of strains Erag}ibc)ated Persisted*
P, geruginosa, 15 11( 73%) 4
Pseudomonas sp. 1 1
E. coli 15 15 (100%)
S. marecescens 8 5(63%) 3
Klebsiella sp. 8 8 (100%)
P. mirabilis 4 3( 75%) 1
P, yulgaris 4 3( 75%) 1
Citrobacter sp. 3 3 (100%)
P. fluorescens 2 1( 50%) 1
P. morganii 2 1( 50%) 1
P. maltophitia 1 1 (100%)
Alcaligenes sp. 1 1 (100%)
S. faecalis[ 7 5( 71%) 2
S. epidermidis 5 5 (100%)

Total 76 62 ( 82%) 14

*Persisted: regardless of bacterial count

Table 9 Strains appearing after AM-715
treatment in complicated UTI

Isolates No. of strains ( %)
P. aeruginosa 1 ( 8)
S. marcescens 1 ( 8)
Acinetobacter sp. 1 ( 8)
Alcaligenes sp. 2 (17)
S. epidermidis 3 (25)
S. faecalis 1 ( 8)
Candida sp. 3 (25)

Total 12 (100 )

Table 10 Susceptivility of E. coli and S. epidermidis to AM-715

NO. of MIC (yg/ml)
isolates 005] 01 | 02/ 030 | 0.78] 1.56 | 3.13 | 6.25
16*
E. coli 14
14% 13 1
* 1 1
S. epidermidis 3 !
3+ 1 1 1

*. Inoculum size 10® cells/ml
**: Inoculum size 10° cells/m!
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mn AM"”S- IE, 1980

2) KBIEK, HER (UTI HFESAR @ UTI GREE
F&YusE) 3K %h ¥ {ffi X%, Chemotherapy 28: 321~
341, 1980

3) NEHE, EEERT, PREB=, MEER, =K
i, BAIER, PlU—iR, WAREAR, EARETF
B/NRERIERE MIC) MBERITIR oW T,
Chemotherapy 22: 1126, 1974

4) Ito, A.; K. HIrAI, M. INOUE, H. KoGA, S. SUZUE,
T. IRIKURA & S. MiTsuHAsHI: In vitro antibacterial
activity of AM-715, a new nalidixic acid analog.
Antimicr. Agents & Chemoth. 17:103~108, 1980
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CLINICAL EVALUATION OF AM-715 IN URINARY TRACT INFECTION

MiTsuo OHKAWA, RYOCHU SHODA, MASARU SAWAKI, MASAYOSHI SHIMAMURA,
EINOSUKE NAKASHITA, TosHIMITSU Misakl and KyoicHi KURODA

Department of Urology, School of Medicine, Kanazawa University
(Director: Prof. K. KURODA)

CHIAKI NANGO and AKIRA OKASHO

Department of Urology, Fukui Red Cross Hospital
(Director: Dr. C. NANGO)

AM-715, a new synthetic antibacterial agent, was administered orally 300 mg three times a day to 32 patients
with acute simple cystitis, 600 mg to 51 patients with chronic complicated urinary tract infections to evaluate therapeutic
efficacy.

1) The clinical effect for 32 cases of acute simple cystitis after 3 days treatment was excellent in 25 cases and
moderate in 7 cases, overall effective rate being 100%;.

2) Theclinical effect for 51 cases of chronic complicated urinary tract infections (47 chronic cystitis and 4 chronic
pyelonephritis) after 5 days treatment was excellent in 23 cases, moderate in 14 cases and poor in 14 cases, overall
effective rate being 72.5%,.

3) Adverse reactions occurred in 5 patients; two developed sleeplessness, one constipation, one anorexia, and
one diarrhea. Laboratory abnormalities consisted of 2 elevated transaminases, 1 elevated alkaline phosphatase, and
1 elevated serum creatinine.



