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BHENEIR B R BFE @ 535 Norfloxacin (AM-715) & Pipemidic acid
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BHENE R BRYUE IS % 3% Norfloxacin(AM-715) DRI, L4tk b U H Btk 2 ZEBIIC
#Hii 3% HE9C, Pipemidic acid (PPA) % #HRHE L LT EEREIC X 5 BB #1775 - 70
AM-715 (31 A& 800mg, PPA (31 HE 2,000mg & L, #Hh Fh4EiHFT5 HERSER
R8I, UToREBLoOTRET 5,

1. RIEFIE 339 BIT, RS, BEZEEBRL 26561 (AM-715 B£ 128§, PPA B 13761) &L
TREEDRHMZ TR\, KM DIV 334 6] (AM-715 F£ 16561, PPA B£169 ) 1co\u-T
fTlgotco MBEROERRFRIIRE I BRD LI - 7o

2. REEEKHRT AM-715 E2REHR30.5%, FHR71.1%, PPA HNEMR21.2%, A
B 58.4% T, WHEEITIL AM-715 BA% PPA BT H~AZICE -7 (P<0.03),

3. BRAT %R AM-715 B IEH (L 38.3%, PPA #£4128.5% TH b, AM-715 B¢
7% PPA BRCHABESHAH RS bhic, MERICR T 53511 AM-715 B0 EaH(LEK 63.3%,
PPA BEDF it 48.2% T AM-715 BEAHHICE - T i (P<0.04),

4. HRERBRICRD L, B5H (BARR THT—TAHYEH) OBREHERDEICRNT
AM-715 BEIXEEIR 44.4% TH-1eDieF L, PPA B 10% &, AM-715 #4% PPA Bz b~
TELEHALDD DD, TOMOREBHE TRIHEERICAEEZIRD bhieh o,
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5 EHRER XDMKRRIL, AM-TIS MHRYK 36.2%, HHKE6.9% Th- L0k L,
PPA BiXEHH22.1%, ALK 58.6% & AM-715 It PPA Mhc L ~4iBInHE» T\ ieo
6. GNR FEHTCORAERDR, IR+ 220R, #1114 R« W58 8T AM-715 It

PPA BRI ILNERICE - TV,

7. BUFRIX AM-T15 323261 (1.2%), PPA MR T7H (4.1%) i¥wvbh fo Ay, ifghEmliz
HEZRIRDORIED oo FARKMERERS O L MTHGAIC TRE WAL B D R LD »

o

8. HAMORMX AM-715 I¥At “MIL" $57.8%, PPA I'A'46.0% T AM-715 fif» PPA

Brh~EsRENRED LR,

DEDRERMND, AM-T715 (28I ¥Etk: RIS RERATIC6 LT 1 11 |k 800 mg G, PPA o 2,000 mg
LASULEORKBRYLEON, 1ORLECHALENTHS LM Ehts,

Norfloxacin (AM-715) ({L%¥ 4% : l-ethyl-6-fluoro-
1, 4-dihydro-4-oxo-7-(1-piperazinyl)-3-quinolinecar-
boxylic acid) AR EHRFEATICEF V- TH LR
RIWEBAOAX VY ILEVRREARAEN T H
o ¥OtFEMEIFigloLsy, 6fic7 %, 7
RERFOVYREFTHI ENHHTD 0

AM-715 @ in vitro OH B HIEXRORARFEH It
N, REERREOELHIERETHE /752 BB HE
(GNR) riz—BE <, ¥ /77 alBERCHLTY
HEERYAE T I e xambh T3, e P aeru-
ginosa 3% in vitro DB HIBOAF L LTI
EHHTEIL TV B, ¥ XAk Nalidixic acid (NA)
HEECCMMERBRE Y LT AXMEELR S 2w
TERERTL DL Bo

AHREOBRSC L) HEFE»OBRRS A DA, MiF
BERRBREAERTRRBE L Eh, REF L UHE
gt h 58, £EARATIREBEAELR B2 Z T
T, RPCKBorREGOE EHM I 2,

AH 0BT RN, HR, Bz, kXY
VYAMTHEL, K, FHkEodBNxE Vv, Thiic
BHREL, RefoBVWERE IR TV Y,

Fig.1 Chemical structure
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EEOI, TOXdEHEYLo AM-T15 LIREM&
RAEI AV, o7 A2 LY,
SEENOBHERBERIE T T 57, B
Mk IUCFRAEXERNCRMET 520, ZHEREC
BB TR 5 oo SR (LT AR D B RIEH O
ehT, TCRBKRHR,£ERE 2h TV 5 Pipemidic
acid (LIF PPA & +3%) ¥ B\ 1,
IL. B B # %

1. BMERFLILFavie—7—
ARARILMED 38 BINKRTHLT e (KRR
gD T, UTI EEFMER CI2BON R LT
ABRAITRD CERREL, 7o ba—ARERLTE
R ->TER LI, =¥ b r—F7 —RBHRKFESS
REFEEHN HPEFHFrEM L,
FRBTRAMREOPCHENEAS (@AHEF, L
FE, KR, FNEET, FBRAKX, FH 2%,
hEBE -, BHEKR RFT, 2 vir—-F—FIV
ARFNRRYEY LR XEMIEEERER &
H—E¥ &L ERSTRRCIET 5 RO BRRT LT
ftoto

2. HEREIVCEEEML
MNEIEMS5 8 AnOBMS6 F1AETNO6MA
Rl AR D i gk 0 W IR B BH @B & fi ABTR D
MepE R RRGIERE T, 2o, UTI RLFFMEREDE
EZEUBERHBRTHLDTH S, B, OFEMH 16 &L
Fo B4, QREFNOBIERM 5 2/hpf UETHHRD
LD, QWENMRFMERS 10'=/ml LEBEDLID
LD L LI, ks, FHORECIFRBROEELHS L
FAEX B TER Lo

3. {EAEH

ARBIT BT HHBERE AM-715 i3 1 & E E 100
mg ¥ &FTHABRO &F (PTP @) %, HEE
o PPA {31 fPIc X3 250 mg # 2F T 5/ RO
% (PTP &%) ¥ ThZhfEf Lic, B R ELHBER



1184

I

frae 15 )k 3 X R Y,

CHEMOTHERAPY

OCT. 1982

3

i % | m %

Lo g Kk E I R (WM | RiR Mk-RE B

2RO R LV AL WA R 1 i b A

3000 M W B B GRIRWD I RENY -8 IE

Co o S kA BE (BIRBED Ak

5OM o %M B (IRWED M M2

6 = JF A& fi e QERMAD Mk TTE K KW

7 00 MOBF R T B GZIRMED (% "

Bl fh BN RS CUIRAD ey EA - 1OF -] % A

9 A hi i I W BE o (wrmID ZYARRL:

10 ¢ G B B CRWID AL IRTE

11 & 9 N F o E B GRIKNTD &z[fg ?é& Kl XR-BTFTEIN

12 & e B KA W B (WREHD *m @

13 @ O L& Wb (WRBHD B OFH

4 | H# K+ T W B (WRBH) W% T®-E A 9

15 % ™ B R B QERBID MR BE A A

6 7 B x ¢ & ¥ B WREMW Ewm Eg_gg g;ggaﬁf

17 K K & + 7 % B (WRBE) | W B—-RE 22— 28 2F

L

18 & % & R B (WRBR) | EE =

9/m F K ¥ B ¥ B (BRLE) M WK -FB k- BR OEH
W R-BE S -4E H—
% Eff

20 B o R - M W B (EREF | RE W

21 B o omo# N R B (WREBED KB FHR

22 i B oK O+ F R OB (WRBID K=K - FH &8

23 B A % % R B (WRBH) CRALEE -B & A-HE B

24 O a7 M A B (WREH) xS Enr

25 M W ok ¥ K ¥ B (WRBH) | ke LZ-FH F

2 B LHEE SR E Wk (RRBID | AR BE

27 B WU owom R OA OB (WREBH) | & x—

28 B W K + F R OB (WRBH) idi .

29 B W o R OFA B (WRBH) e WY

30 E B m R A B (WREHR Al 7L

31 A M K ¥ B ¥ B (WRBH) HE R hREE— TG B%

32 8 M K ¥ B ¥ 8 (WRBH RE AE- KB —X-EH B
N ®-Ee $BE-RE B

B EMEHAYESEH (WRBEH iR Mz oK B OW-WE &KX
Xxn fZz

= A & K &R Bk (BRER R =f-E&% A%

3 M oz @ M h R H B (WRERD FE

36 M B £ FE & W B (WRER BRE M5 -X¥H &

3 LB A+ F M OB (BRBHD FHE L -WE R--EEX—S

BE o I OKF R Bk (RRBH) | PR & kZIRE

B K YR R R R —®.-E2 BK

v te—-7 - I HERKFEFRRBEBYENE B E5H




VvOL. 30

NO 10

CHEMOTHERAPY

11885

Institutes and doctors attended in the study

Institutes

Department
Tokyo

Department
Department
Department
Department
Department
Department
Department

Department
Department

Department
University

Department
Department
Department
Department
Department

Department

Department
Department

Department
Hospital

Department
Hospital

Department
Department

Department

Department
Medicine

Department
Department
Department
Department
Department

Department
University

Department
niversity

of Urology,

Faculty of Medicine, University of

of Urology, Tokyo Metropolitan Aoyama Hospital

of Urology,
of Urology,
of Urology,
of Urology,
of Urology,
of Urology,

of Urology,
of Urology,
of Urology,

of Urology,
of Urology,
of Urology,
of Urology,

Tokyo Metropolitan Toshima Hospital
Tokyo Kyosai Hospital

Kanto Rosai Hospital

Mitsui Memorial Hospital
Musashino Red Cross Hospital
School of Medicine, Gifu University

Ohgaki City Hospital
Toyota Hospital
School of Medicine, Kanazawa

Noto-Sougo Hospital
Fukui Saiseikai Hospital
Fukui Red Cross Hospital
Maizuru Kyosai Hospital

of Urology, Faculty of Medicine, Kyoto University

of Urology,

of Urology,
of Urology,

of Urology,
of Urology,

of Urology,
of Urology,

of Urology,
of Urology,

of Urology,
of Urology,
of Urology,
of Urology,
of Urology,
of Urology,

of Urology,

Department of Urology,
Medical College

Department of Urology,
Department of Urology,

Osaka Red Cross Hospital

Kurashiki Central Hospital
Kobe University, School of Medicine

Hyogo Prefectural Amagasaki
Hyogo Prefectural Kakogawa

Himeji Red Cross Hospital
Kansai Rosai Hospital

Nishiwaki Municipal Hospital
Okayama University, School of

Okayama Sougo Saiseikai Hospital
Okayama City Hospital

Okayama Red Cross Hospital
Tsuyama Central Hospital
Tamano City Hospital

Faculty of Medicine, Kyushu

Faculty of Medicine, Fukuoka

Faculty of Medicine, Miyazaki

Sanshinkai Hara Hospital
National Fukuoka Central Hospital

Doctors

Tadao Niijima, Osamu Tsukada

Junji Yuge

Michio Asano, Masaya Osu
Isao Saito

Toshiyuki Matsumura

Yoji Nishimura, Akira Kimura
Hiroshi Nito

Tsuneo Nishiura, Tatsuo Doi
Yoshito Ban,

Kazutoshi Isogai
Masanobu Horie

Kyoichi Kuroda, Mitsuo Ohkawa
Einosuke Nakashita, Akiyoshi Ikeda

Toshiaki Sugata

Masayoshi Shimamura

Chiaki Nango, Akira Okasho
Tetsushi Kosaka, Yoshinaka Shoda’

Osamu Yoshida, Tadao Kiriyama,
Mieko Miyakawa, Tamio Yamauchi
Shungo Sanada, Yoichi Tanaka

Yoichi Takahashi, Shuichi Hida
Tadashi Matsuda, Yasuki Horii

Shuzo Machida

Joji Ishigami, Sadao Kamidono
Yasuji Kuroda, Koji Hikosaka
Osamu Tomioka, Keiichi Umezu
Masayuki Sugimoto

Kiyoteru Kuroda
Hideo Ohshima

Santaro Ohno, Masuyoshi Harada

Kyubei Hirooka, Noboru Shimatani
Jun Itani

Kensuke Mayumi
Hiroyuki Ohmori, Manabu Hirano

Tsuyoshi Shiragami
Katsuichi Nanba
Atushi Kondo
Teruaki Akae
Yasuhiro Katayama

Shunro Momose, Seiichi Nakamuta
Noriyoshi Miyazaki

Kimitaka Sakamoto, Kazuhiro Oshima
Takashi Yoshida, Kiyoshi Komatsu
Haruhiko Tanaka, Kozo Ishida

Nobuyuki Ishizawa, Yasushi Saito
Toshifumi Tanada, Kazuyuki Nagaguchi

Sanshin Hara, Yoshiharu Miyazaki
Kozo Hirata
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Institutes

Doctors

Department of Urology, Kyushu Kosei-Nenkin Hospital
Department of Urology, Hiroshima Red Cross Hospital

Department of Urology, National Beppu Hospital

Tetsuo Omoto, Masaru Minoda

Hiroshi Hirata, Seiji Naito,
Shinichiro Kitada

Haruka Hirano, Yoshimitsu Mizunoe

Isolation and determination of bacteria in urine sample and determination of MIC to the isolates:

Institute of Anaerobic Bacteriology, School of Medicine, Gifu University, Kazue Ueno,

Kunitomo Watanabe

Controller:

Department of Health Administration, School of Health Sciences, Faculty of Medicine,

University of Tokyo. Tsuneo Tanaka

Fig. 2 Dosage schedule

Grou Daily dosage
P Morning Noon |Evening| Night
AM-715 [ BN J [ N ] [ N J [ 3N ]
([@X®) OO | OO | OO
[ele} (olNe] (elNe}
PPA ©o
oe [ X el X BN X J

® AM-715(100mg) @ PPA(250mg)
O AM-715 placebo CD PPA placebo

DGR HET 570, WEIR TR T hER LB
PIREETS 7 7 e Beew dEM L, Fig 2 @il k o,
AM-715 &3+ PPA 75+, PPA %L AM-715
T RDHEERICL - C, “EERMEHERETLFS
WE—FRERE Lo AM-TI5 88k X0V F 5 £ £k
IAEREEWEOH, WMRED PPA §ik LU 7 4§
BARBAREEO T ZThBEE L ox VT,
4. FEHOE D fHF
WMEFOEFEL 77« XHOFRIFR o To
RAE7 L O mEs, M EOBPITEEORIEX = v b
r— 37 —DOFELET, WERBHEEERREEZOHAN
R L TAT e\, ARRIATRE & I A2 i L,
Ibhicz v b e =7 — MR UcmEER 0%
EBLVT 5 R OWTHEIZERETH D BERIAE
EHIHE AGHETBIREKE L, &5, HERR L
ORFFRBIERD DEAN LR ThBEKESHTDH
BT ERMER LI, RBERNL 34 FEFSIFH S h, =
v b e =5 —PERAAEEECR - T, 6EMNE 1
MEL, 1HOEHREEMBENRECRD X 5 ITEE
BE )T ERT R, —HBESEM LI, 2 v bR —
S—BRBOBTETHI I F—a—Fh=v—u
=V Y—F—a— FLICHEBCREL, BHOEES
T OBIEED 7 — 2 OO RFE, MRS X

URN ORI ECHIcotco =7 =Pz vy —F—
EAZ E TR I h e - T,

5. ®EF%

1 A #3381z AM-715 800 mg, PPA 2,000 mg & 1,
Fig 2 WRLXS5KE, TREZRHTFEHDO V5 K
LOHEAET, 1040, BRAEBIBKEIMCMA S 2
720 PPA D#3EET PPA L] & D8I 4EME: FRER REHE
X35 R O BRSO B 1 B & 2,000 mg & g
Lo AM-715 OE I IRBBYIEDR LT L LTD
KAE R A BERRIC 332 MIC 4%iT AM-715 % PPA
IV aA~58FENRTHZ LN, o — HIGKABRTHE
HEVE PRI FEYLAE 381 Bl LT 600~800 mg/H % fii fl
L, 69.6% DHEHELBOLA TS & &, 1 HE 600
mg & 800 mg TIXEEMAITH LTI T
Hoteht, 600 mg TIRXFHBESICH LT TR
Brg e hd-tcz &P, FEWEARBEN1H
800 mg T 195Fh 56l 2.6% LEHETH 722 &
b, ARETIL1 HEY 800 mg & L7,

PN 5 O & Lo, BEERFEIERORBS
FEARMRAEEME L & X ELFIETcErdDL L
o

IR BYSED PR 525 X 5 nhiEE, &
BITERS L O RRERF L EOHRERIE L, B
ADOFFIB RO ZHTIHCEFARBSOE L OND
iy & L,

6. BRitE IO

KRBROKRIC BTz - T, Laettds X ORBRORsE
ST HIEN D, WNEB IOBERMCAHKT HIE
BITH > TORDOFIACHHE T HEEL, FTORBuCH
SZARTINT EXHH LR T,

i) [Tk O F0mA

i) 7 v F—, fic PPA 5L 0box /) v
AR VEBEREFCEED H B B

i) EELER IOTREREED HHEE
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iv) BBRMBROER ¢ AM-715 ¥ 72 PPA © \»
FRAMRER IR TVES

¥, RBERSTEATH > TLLTORBIKY
THEMABRA EEBREEMA L LTRY, £DORER
RO ENERAENTe a1

i) KRS TURERFITRR UICER

i) PPEDKRENFTEDRIMIC Tichhioh » fER

i) MEEF HIRE S higd - L ER

iv) BifFBO A -»RE BRBRPICFRIE S h I ER

V) ==Y v y—®-hHINAER

vi) RpAEEELD 5 LRI IRELHAEH
THER

vii) FOMHENBRESH BRI ¥ 22 BTE & Wb i
l

7. ERORMNIE

WL -BERR, FREVERARO 7 m + 2—
M ESEMEORE Y RIEBIAR LERRTH (B
SAEE¥IRE6HE) KT~ RAHBIARE
R, Rl RPEERER IVCRKRE (—Hum,
MKELFRRE, B JOFRERE) Th5,

BfEAR W T ¥, BEERLTEIRHIA/3
ckElis

MEOREL e BRIV T i, UTI E3H3PM%
B> TEORERYKRD I L r— A7 — FRE&L
to

: HRSREFD 1/2 L EOHEEE HH 5

MIC D QU d5 BL A SRR S AR I R0 2R MG o (BT
—RAHEY) LB L, RPN TIe -1,

MIC i1 B R{LERE AWMU R > T MW Lk
10° 35 X U* 108 cells/ml CIE Lo

ARRCX=2v b= -bAV DL ECHENE
REYDRAEL, EEADRT Gk, BIKER) ORES
XU UTI RAUFPMGISN (882 10 et - R AHIKSD
ROY B LT otco chERIITEREIZEL T
LERIRBIRDHIES, WRh, B, LoD, HHDO4
EQFE'C’ﬁtchhto

B RO ERZ R & RIfFD, BRIREMOZBE)
RERWMBLTERENy —Ah - FIRIRERE "D
Bebuaiow ERRETH ERCHR &
CARE” #ESEHBET (X)) BTS2, L, O
IXJ o uEYHEPNEASIFRETIHECL »
1o Bl “WiR” (75 AU E) “EbbEd vl
(74~25 fR) “F# R” 24 ALUT) © 3EMETHEL
o

8. B &

BRETH, r—2H— FHEREHh, ERIEDOHE
B LIVEAORELHENEAKVHER LIOD, &
BERDONREE, HEBRREDUBAVDLET, 2
b —F—F—F—TLE¥MH LI,

Table 1 Pharmaceutical study on AM-715 and PPA tablets
used in the comparative trial

#
4 :30=2 /hpf~REFD 1/2 K% Tabl Assay Disintegration time
ablet
+ :10~29= /hpf Before | After Before | After
£:5~92/hpf AM-715 100mg | 103.4% | 97.8% | 24min. | ND.
— i 43LF/bpf PPA  250mg | 96.2% | 103.6% | 10min. | N.D.
RAEE AR CTERBERE RV VIV (B
—LERR) AVWTHAE L, BEORE L HH 0
Table 2 Patients studied
AM-715 | PPA | Total Statistical
Total number of cases 169 170 339
No. of cases excluded 28 28 56
Z0o=0.9004
No. of cases dropped out 13 5 18
Po=0.367 N.S.

No. of cases evaluated for

clinical efficacy 128 137 265

No. of cases excluded from 4 1 5

evaluation on side effects

No. of cases evaluated for

side effects 165 . 334
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Table 3 Rcason for exclusion
" Reason Xﬁ—ﬁ? PPA Table 4 Reason for drop out
1. Bacteriuria negative or less T T T T —
than 10* cells/ml 22 0 ) __Reason I _AM"7’_5~ PPA
[ RS B S ' . B I
2. Pyuria less than 5 cells/hpf 1 2 1. Nota wecond coming ‘o . 0
T : T T — 2. Not consultation on the ]
I{ Out of subjective patients 1 2 _ appointed day 3 L
4. __Organiam was not identified ) o b 1 3. Drug was not e T ,4 e —
5. PPA was being administrated : . dccording to the schedule | 2
bly the start of the exmina- 3 3 4. Dicontinuation due to side
tion . ) effect i 1 2
6 . Concomitant administration § . Discontinuation due to T
of antibacterial agent with 1 0 concomitant symptom 1 0
the test drug S B
B Total i
Total 28 28 e - - 13 _5__
Table 5-1 Background characteristics
- Characteristics | AM 715 | PPA | Statistical analysis
Sex Male 85 101 | £=1.3612
Female 43 36 Po=0.243 NS
~29 4 5
30~39 6 7 :
40~49 14 11 'Zo=1.0859
Age 50~59 22 12
60~69 36 4 | Po=0.277 XS
70~79 33 8
80~ 13 10
In-out In patients 40 41 x2=0.0100
patients Qut patients 88 96 Po=0.920 N.S.
Indwelling 21 22 | x5=0.0080
Catheter | Not indwelling 07 | 15 | m=oss Xs.
- T 1
. i 1]
Site of | pianey #o| B gm0 Ns
infection | o 20ccr Po=0.917
Prostate 16 19
Neurogenic bladder 32 | 30
BPH 28 43 2
Underlying | Tumor or cancer 19 18 |*o8.87%0
disease Urethral stricture 15 6 _ .
Calculus | 19 28 | Po=0.13 NS
Others 15 12
Type of Monomicrobial infection 88 97 25=0.1299
infection | Polymicrobial infection 40 40 Po=0.718 NS
st group(catheter indwelt) 12 12
2nd group(post prostatectomy) 10 8 2_1.1616
UTI grou 3rd group(upper UTI) 20 20 Xo=1.
Eroup| 444 group(lower UTI) 46 57 Po=0.948 NS
5th group(catheter indwelt) 9 10 : )
6th group(catheter not indwelt) 31 30
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Table 5-2  Background chinacteristies

Symptomc Grade AM 715 \ I Statistieal amdysis
+H 2 1
Fever + 3 3| 7y 0.8688
+ 5 30 P 0.384 NS
- 96 105 |
- - . | i
i | 5 ‘ 3
. i \ 13 S T 7y 0.7354
Pollakisuria . s | 29 | =062 NS
0 l 50
- 11
Pain on micturition H 9 l 12 %o 0.3068
1 2] i 200 . Py, 0.759 N
67 | 67 |
[ - ", !
tri 39 41
Pyuria + 55 57 Zo 0.1522
yuna + 23 30 Py 0.879 NS
+ | 1 9
- | - .
Chemotherapy )ust t+ 43 49 x5+ 0.0586
before the presu\t therap) - 85 88 I’o -0.808 N.S.
>20 mg dl W 12 13 .
BUN 520 mg dl 60 58 o égg? N
Unknown 56 70 e o
>1.5mg dl 4 6 .
S-Creatinine <1.5mg dl 68 61 ‘ To 195
Unknown 56 | 70 v o

Table 6 Pattern of organisms

Pattern { AM-715 | PPA | Statistical analysis
Gpc| 12 | 9
GNR| 76 I 88
GPC +GPC 0o | 4 |Zy=0.0515
GPC-+GNR! 16 i 9
GNR+GNR 15 | 17 |P=0.958 Ns.
GPC+GPC +GPC 0o . 1
Others : 9 | 9
Total | 128 | 137 |

9. F— 2O

F—-23FHdavie—F-DRETH = /7L
ABL, FEADEE L RSB Te - Tco BRE
UNMHEEEL, 7V FAM)  7BETRBEDE
Wiscoxon DIERIFIRTE, Yates DEESE X RER
LU FisEER DEERETREEY AV I, EEBC OV
T2 BMEOTEHMED t RED Tl » 1o BEKEIE
W YuEREL L, BEETR 10% kEAZEL LI,

II. ® %
1. EERR

ARBRicBEx i AM-715 §e LU PPA g L X h
Fho 735X onT, KRROMGERLETRIC
fFlecbh -8 BRBOKBREY Table 1 12 758 L 1o W
3, FECITFEARTESDIZEGHEIATEY, BA
ERGTBAGNORREICES L, ¥L77 HFaTi
EENEETRTWRVWZ ERRESHIS

2. BRFHES

¥HEMNT Table 212 /R Lic& 3 h 339 FIT, TDOWNR
12 AM-715 2£ 169 ffl, PPA BE170TH olco TD S
LBAHESE AM-715 1% 28 ] (16.6%), PPA B 28 fil
(16.5%) THhH, ¥ It 7% fE Uik AM-715 5 13 6
(7.7%), PPA #56l (2.9%) Thoto B B IV
BiTEREGIR BR\ 7o 265 B, T 7sd> b AM-715 B¥ 128 41,
PPA B 137 Ml BRGNS & L,

e VIO X BT FL LERBE A e AT TS
- tER 5 B (AM-T15 ¥ 4 6l, PPA B¥18)) % Bk <
3344, HIH AM-TI5B£ 1656, PPA H169HTH -
too BeSt & T o tofEFIC OV Tid Table 31, Bigk & 7r
o FERIZ DT ik Table 4 ik T h EhBEBHER Lo

3. HROERATF

BT O3 % 265 HIOFRREF IOV THEEKIF



- — - [RIRTY B - . X
Organism ‘\‘ - AM 715 | PPA Statistical analysis
T K ol Tl 38 | 36| re-o.676 NS,
Klcbsicellu 10 14 1’ —0.629 NS,
P. acrugimosa 22 35 I'y=0,137 N.S.
Psewdomonas spp. 4 5 | Pe=1.0000 N.S.
S. marcescens 18 15 | P4=0.586 NS,
CNR Serralia spp. 4 4 P.~1.0000 NS,
I mirabilis 6 6 1’,~ 1.0000 N.S.
Proteus sp. ! 8 5| I'e—0.404 N.S.
Acinctubacter | 8 51 I'=0.404 XS,
Citrobacter | 9 8| I'.--0.899 NS,
Enterobacter ; O L NS
Other GNR | 3 0 71 10339 NS
\ Sub total "oy sz | =097 N
i S. au:us } 4 " T l’.:0.436 o \.S.
{ 8. epidermidis i 2 10 | Po~0.036* PPA - AM
.~ | S faccalis |23 18 P-0.766 NS
| Streptococcus spp. [ 6 3| Per 6372 NS
| Other GI'C S| 4| P,-0.372 X.S.
T Swtetal 36 | 37| P.-0.981 N
" Condida | 1 —
] Towl | 179|190
Fig. 3 Sensitivity distribution of isolates from urine
- 100 1hoculum size
i 10* cells/ml
S
5 501
g o0—o 1
< -l
m
--ay
Group| Drug | [4sl0.05]0.110.2/0 36(0.78]1 56[3.13(6 25{12.5] 25 | 50 {100| ool Tt | Statsstical | yonown
el BT ISl e
NS. 18
AM-715 m 5/35(20| 4{17(12|12]14{39(158|Zo=0.2477| 21
pea | A I 2|34|16| 8[30[18]|12{15[37{172 P“:NO'SBO‘ 18
HDHEME YIRS L, Table5-1,5-2 wRLickdic  AREIREDbRILI -7,

Talle 7

CHEMOTHERAPY

OCT. 1982

Organism 1soluted from urine before treatment

WHBEOWE, £k, AR -NAKOF, HT7T-TABEDOE
&, RRpMGr, XBWEE, B BARROR, KER

B, FHRER BEMREK BUN 2 S-Creati-
nine DBEDH AR EDTRTF W THHEMC £ &

BRI ORKEDOS 1 12, Table6, 7 KRLILF

DCHote 75 LBHEEEMEY (GPC) (ZAM-TIS
Tt12f), PPA OB, 77 AR#ISEMMERGNR)
13 AM-715 276 i, PPA Bfesfl, 2 MLl EORAE
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Fig. 4 Sensitivity distribution of isolates from urine

100
- Inoculum size
s 10° cells ml
A
¢
M
5 501
2
s
3
] o—o0 |
S --o1
o—ail
---ay
Group| Drug | |5 oslo-05[0.1 0.2]o.33l0.78]1-5a[s 13[5.25]12.5] 25 | 50 100 1op| Total| Statisnrenl Unknown
ANTIS 1[11]33]10]10] 16 [10]22] 23| 7] 5| 7| 1| 1] a|1s8 [ze=0.0221] 2
AM-T15 P -0.902
PPA u[10]2r]1s] sfao]22f18]ns[u2] o 5| 4 1| [172| "~ 18
AM-T15 m 1 9{35(17| 4[22| 9[13(15[33]158 (% -0.2578] 21
PPA I 0.79
PPA v 7]35]12] 8|37[13]12]18]30]172| " N5 18
Table 8 Oxcrall chinical cfficacy
T Pyuria o o , o L
Cleared | Decreased | Unchanged | Efficacy on bacteriuria
Bacteriuria Drug ~ I o
o AM-715 |39 15 21 | 81 (63.3%)
Eliminated 5py 1 29 12 2 66 (48.2%)
N | AM-715 1 o 1(0.8%)
Decreased 5% 1 2 | 3(22)
AM-715 7 2 11 20 f15_.6%)
Replaced PPA 8 3 21 32 (23.3%)
B AM-T15 3 4 19 26 (20.37%)
Unchanged =550 2 7 27 3% (26.371
49 21 58
Efficacy AM-715 | 138.3%) ;16.4%) (45.3%)7 l o 12% Case
on pyuria 39 23 75 l'otal
» PPA | 12857 | (16.8%) | (54.77) 137 o
AM-715 (30?2%) Overall Statistical analysis
Excellent | PPA | (5209 | TN ™€ | Excell.  [Excell.+Mode.
AM-T15 | 40%2,) awes
. 91/12
51 (71.1%) | yi=2.5331 | xa=—d.1243*
Moderate PPA | (37.2%) Py 0.111 | Pe=0.042
AM-715 (2833%) PPA \.S. AM>PPA
57 80/137 )
poor PPA | (41°6%) (58.4%)

$6iix AM-715 B¢, PPA B3t 40 B CRRMOS T
ERYBBDORED oo FRAEEEINCATH
GNR % AM-715 $f 143 #, PPA B 152#, GPC i
AM-715 8¢ 36 #, PPA #37#, fuic PPA Bz Can-
dida R 1¥ChH D, HREICRELIXBEDLhich o1,
2#2 GPC @ th ¢ S. epidermidis i3 AM-T15 Ffic 2
¥, PPA Ptz 108 & PPA B ARICED » 1L

MBHOEED M v IXRD HLhith -1,
ZRBRCOMRAEShIERB LR TH2HERH O
MIC 4 #i % Fig.3 (108 cells/ml # f&), Fig. 4 (10°
cells/ml £248) TR L7
108 cells/m| HMEEE T3, MIC REAfThbhi
AM-T715 2% 158 #, PPA B 172 fhicst35 AM-715 0
MIC 12 12.5 pg/ml LA T iz AM-715 B #% 91.1%,
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Table 9 Overall clinical efficacy by the committee

Drug No. ol ] oy callent | Moderate | Poor Statistical analysis
cases
AM-T15 128 39 52 37 “Ex" x$—=2.5331 P=0.111
‘ (30.5) 40.6) | 1(28.9) N.S.
91 (71.1) “lox 4 Mod”  xi=4.1243*
29 51 57 1,-0.042 AM>1PPA
l'])A 137 T
(21.2) 137.2) (41.6) | 7.—2,3145*
80 (58441 ’ I’.~-0.020 AM>PPA

Table 10  Overall clinical efficacy

classificd by the site of infection

Site of No. of | Fxcellent | Moderate | Poor & o .
infection Drug cases %) (%) % | Statistical analysis
10 | 14 oo
AM-715 | 34 29 41 T e A = .S,
. : ST “kx - Mod” xi=5.9285%
waney ) ; ’ P.=0.014 AMD>PPA
PPA 34 7w 2.3766*
(17.6) (20.6: 61.8
| Pe=0.017  AM>PPA
| |“Ex” xi=0.9906
27 28 | 23 .
AM-715 | 78 | P.=0.319 N.S.
(34.6) (35.91 | (29.5) :
Bladd : “Ex+Mod”  x3=0.0381
adder o .
» 5 g L Dem085 X.S.
PPA 84 , | Ze=0.8965
(26.2) 4.7 32.10 | .
| Po=0.369 \.S.
5 10 4 | “Ex" P.=0.582 \.S.
AM-715 | 16 (12.51 (62.5) 25.0) + Ex+Mod”
Prostate ——t i P*=0.292 \.S.
— " 1 9 9 Z,=1.4167
(5.3) (47.4) (47.41 | Po=0.156 X.S.

PPA Bh% 91. 3% £ L1

%7, PPA © MIC 4 AM-715 B 158 #k, PPA J¥
172 Bkiest 3% PPA 0ZHY&hic MIC i1 12.5 pg/ml
LUTFic AM-715 B¥2% 51.3%, PPA Bt 52.3% 4
L BAEOBEHEAMICE CRIAREICHE Y D
bl o7z, 108 cells/ml TH Rk 2% — v oRL
120

Pk, AM-TI5 3£ L PPA BORETRIIFET
ETRHBIDTERD bhich -t L bR 0K
BB 21T > 10

4. BEBRKRZHR

UTI % %) HfiE#E i » THEDERRM T - e
BAaERE SRy Table 8, 9 R Lic, AM-715 Fi1%
% 39 Bl (30.5%), H%h 52 Bl (40.6%), %% 37 Hi

(28.9%) T, EHLEGrARLEHE WUTHEE
ETB)R 1% Chot, PPABRIED 298
(21.2%), B 514 (37.2%), &% 57 51 (41.6%)T,
HHHIL 58.4% Th -1 RABKGDEL AM-TISE
7% PPA B lE~NE B> T\ i (P<0.03), E1H
ZhR T4 AM-715 B2 PPA B E~EECE-> T
(P<0.05) %, X% B CHEBENCHEELERIRDD
nichote,

BAERDREY B ETERF TR L TRE LI
FREMHZ TIBEBLIT I T AM-715 Fx 344
s, %106 (29.4%), A% 145 (41.2%), EH1O0
Bl (29.4%) THHR 70.6%, PPA Bhl 34 fih, &
%661 (17.6%), HZH7 B (20.6%), Exy21 fl (61:8
%) THBR 38.2% Th ot W B Tk AM-TIS
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Table 11 Overall clinical efficacy classified by type of infection

No. of
Group Drug c(a;:)l Excellent | Moderate Poor Statistical analysis
Group 1 AM-MS | 120 9.4)| 3(5.0) | 4 (8.3 sy | 1%-0.108 N.S.
(_Calheter) “—— | "Fx I Mod® Py=0.700 N.S.
indwelt PPA 12( 8.8) ] ? 8 (66.7) -‘(%33)_r Lo 0._38_2! . Pa=0.702 ___N,'§'
Group 2 AM-TIS | 100 7.8) | 22000 | 5 (50.0)| 3(30.0) | A Te=1.000 N.S.
(Post ) - - 4 - | MEx i Mod” Py=1.000 N.S.
prostatectomy, —PPA s( 5.8) 1(125) 3 (37.5) ‘4-(5)?0? A 08'185_‘~ >I’.:9_413 NS.__
] , N Po=0.750 N.S.
Monomicrobial | Group 3 i“lli 20(15.6) 7E§‘0) 7 (35.0) 7 6(30'0) W LN ,ﬂ |
infection (Upper UTI) 1 ExtMod” To-0.219 NS
PPA 20( N.ﬂ B 6:30.0) 4 (20.0) ] 10-(50‘0) 7..-0.9508 Po-0.341 N.S.
Crom 4 AMTIS | 46035.9) | 1707.0) | 21 (5.6) | sar.g) | 1i=0.5602 Pu=0.45¢  N.S.
(Lover UT) - o EakMod Pa=0.245 NS,
PPA S7( 41.6) | 16:28.1) | 25 (43.8) | 16(28.1) 70=1.3156 P,=0.188 N.S.
AM-TIS | 88(68.8) | 20.33.0) | 37 (42.0) | 22025.0) | BX x=1.5202 P=0.217  NS.
Sub total “ExtMod” xi-1.7580 P,=0.184  N.S.
PPA | 97070.8) | B0 | 0 WD | WS [0 g Poo0s AMAPA
Growp 5 L,w-ns 9 7.00| 2229 | 222 556 | P=0.210 N.S.
(Ca(hetcr) “Ex+Mod” P,=0.140 N.S.
indwelt PPA [ 10( 7.3)( 0 1(10.0)| 9(90.0) [ =1.7443° T P0.081 AMSPPA
Palsmicrabi] | GrouP 6 AMTIS | 31(24.2) | 825.8) | 13 (41.9) | 1002.3) | BX P.=0.762 N.S.
olymicrobial “ . .
S (Callwter ) - - Ex+Mod® P,=0.300 \.S.
mection not indwelt/ | PPA | 30(21.9) | 6.20.0) | 10 (3.3 | M4046.1) [ ) ougs P=0.283 NS
AMTIS | 40031.2) | 1005.0) | 15 (37.5) | 15(37.5) | X Py=0.281 N.S.
Subtotal - -——- “Ex+Mod” P,=0.079* AM>PPA
PPA | 40(20.2) | 615.00 | 1 (27.5) | 88679 [ 77 Pioo.07 AMSPPA
AN-TIS | 128(100.0) | 39:30.5) | 52 (40.6) | 37(28.9) | X' x=2.581 P-0.111 NS
Total “Ex+Mod” xi=4.1243* P,=0.042 AM>PPA
PPA [137000.0) | 29/21.2) | 51 37.2) | STiL6) [ Zoop 31080 P00 AV HIA

B2 PPA Bl ~_EEE-> T\ 7 (P<0.02), B
BT AM-T15 F5 PPA Bic~AEEICHE » T
(P<0.02) 2%, EBHRTCIAFBMCARLZIZ DL
o te, BEBEA, FISZIRATHEERYME CRRRECER
REXBD LRI, -7 (Table 10),

BERh BRI TH, AM-715#2 PPA ¥
RENERCESEAN’ZD S h = (Table 11), EB&
RERCIEs B (BERY - »7—T A HEH)
BT AM-715 B4 PPA B @sEANVE D b h o
B, o ¥ ecuABEcEEZERRESbh it h o
(Table 11),

AF—-FABBOE E P T, BEH FE1HES
B el WTARMCEEZRRIDOhh -1, &
BHR-Ci3, AM-715 Bht PPA Bz HRAECHE 5 RR
Thote (P<0.03), F1h7—FAIEZER (F2,
3,4, 6 ) Tix AM-715 B2 PPA BB 2 HEALE

Hbhh, HHERTLERTH > (Table 12),

HBEGIIRROBER CRBROBEMW) 0 EH T,
AM-715 FAs PPA BHiche~, BARKDRAELMEA
¥RLI BROBEG) D E # Tt AM-715 F it
PPA BT~ EFEICE b (P<0.02), EHER, FHR
THRBTH -7 (P<0.05), L LENOBROBE
P)F IV(R)DEATIIHHBMCEEEZZITD bR
A »7- (Table 13),

O REHIC X X ABRERIEEDOF & 7| T2,
penicillin D H - TofEF & 3 W T, AM-715 B4
PPA BZHANREFICE-> T\ 7o (P<0.04), FDfDd
HHz X B RHEERATIABCERZIED bhich»
1oh3, BIRROH - LB TIIEHR T AM-715 B »
BTV i, BRI X DRTRERD e ERTH %
DERIL AM-715 B 75.0%, PPA $£63.2% & AM
~715 BN ED » T2 L LAHRMCEEZRIZEDLh
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Table 12 Influenee of indwelling ¢othetesi:dn bvirsl) elinieal efficacy

NO.M f T { H
Catheler Drug L‘l\;(‘(; l'lxwlldnl,'. Modarate | Joor Statistical analysis
(%) ¥ ) : 7
) T T TR Pem0.021°
21 5 6 10
AT 60| (8.9 | (8.6 | 41.6) AM>PPA
. ' ' ' T Ex 4 Mod” P,=0.546
Indwelling - . o ‘s
PPA 2 ) 0 (40.9) (59.1) Ze=1.3282
6.1 ' T Pe=0.184 XS,
“Ex"  xi~0.8724
107 3 46 2 _ .
AM-715 ) | ; Py=0.350 N.S.
\ (83.6) | (31.8) (43.0) | (25.2) | “Eyt Mod”  yie3.7460"
I:t i Py=0.052
ndwelling
pa | 118 29 42 4 AM>PPA
(83.9) (25.2) (36.5) (38.3) Z.,—1.8891
P.=0.058 AM>PPA-

Table 13 Influence of’grade of pyuria before treatment

on overall clinical efficacy

Grade No. Of .
of | Drug ca.ses Excellent | Moderate | Poor Statistical analysis
pyuria
8 19 12 |“Ex.” Pe=0.111 X.S.
AM-715 | 39 . "
(20.5) | 148.7) | (30.8) | Fx-FMod” xi=0.9639
+* - P.=0.326 \.S.
PPA 41 3 20 18 7..=1.6545° P,=0.098
{
(7.3) (48.8) | (43.9) AM>PPA
” N s “Ex”  xi=0.4009*
AM-715 | 55 Po=0. AM>PP
(38.2) (34.5) | (23| 700 > PPA
N , Ex.+Mod.” xi=4.0036*
0 R ” Po=0.045 AM>PPA
PPA 57 7.=2.5366% P,=0.011
(19.3) (33.3) | (7.9 TR
AM>PPA
s ; 6 “Ex” x=0.1207
AM-715 | 23 P.=0.728 \.S.
(34.8) (30.4) | (34.8) | " .
. Ex.+ Mod."  %=0.0052
s 8 R P,=0.941 N.S.
PPA 30 ) 70=0.5731. P,=0.
(43.3) (26.7) | (30,09 | Zo7 05781 Po=0.566
NS,
averss |1 2 7 2 | “Ex” P.=1.000 N.S.
N (18.2) (63.6) (18.2) | “Ex.+Mod.” Po=0.616 N.S.
PPA ] 2 4 3 Z.=0.3793
(22.2) (44.4) (33.3) | P.,—0.704 N.S.
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Table 14 Influence of preceding treatment on overall elinical elfiea s
Chemotherapy l
before Drug No. \0‘ Excellent Modervate | Poor Statistical analysis
treatment cases | ’
3 | 6 | "Ex" 1h=0.521 NS,
AM-TI5 | 13 ! 0.521
. (23.1 (30.8) (46.2) 1 “Fx 4 Mod? 1',=0.642 N.S.
Cephalosporin ——m——t—-- - 6 —— 5 —t—= - f— -
; ;
PA . 2 74 0.0431
(71.4) (286 I’y 0.965 N.S.
2 s TN 10,0527 AM> 1A
AM-715 5 ¢ 0 e o .
140.0) (60.0’ | | st Mad? 17+ 0.037
Penicillin — s e [ AMSPPA
0 6 9 ! g -
IPA 15 Ja o 2.7492¢%
(40,001 160.00 | 1,10 00 A\ISPPA
1 6 8 “Fx' 1, -0. N.S.
[AM 715 | 18 ' 0.2945
! (22.2) (33.3 (44.4) | "Ex 4 Mod? I'y- 0,537 NS,
Others - - T ' 7 - 7 ~0 .
2 11 70+ 0.
PPA 20 »~ 0.8656
L (10.0) (35.0) (55.0) Pe=0.386 N.S.
9 13 14| TEXT Pe=0.019% AM>PIA
AM-715 36 I “FxA Mod” .
2500 | (36.1 (38.9) ox.1 Mod!”  yi 09289
Sub total  f— - - b ] po033s NS
ey | 2 ")5 22 7 1863
| (4.8 (42,90 15201 10062 AMD>PIA
| RS i 0.2141
30 39 I
AM-715 92 I, 0.643 N.S.
(32.6) (42.4) w0l ;
) o | UExct Mod” y=2.5349
5 Po=0.111 \.S
| 27 33 3B -
PPA 95 Z,=1.3963
(28.4) (34.7) 136.8)
; Po=0.162 \.5.

Table 15 Evaluation of efficacy on pyuria

Drug | No. of Cleared | Decreased | Unchanged Statistical analysis
cases
_ 49 21 “CL”  xi=2.4481

AMTIS | 128 1 ey | d16.0) %8 P=0.117  \.S.
70 (54.7) -3 g4 per Xi=1.9926

PPA 137 39 23 7 P,=0.15806  N.S.

(28.5) (16.8) (54.7) Z0=1.7237"

! 62 (45.3) P,=0.084 AM>PPA

Ithr 7= (Table 14),

5 BRERexT 5%

RRicwt3 5524 Table 8, 15 IR Lo AM-715
FIXER{L 4961 (38.3%), 32141 (16.4%), FE
58 fl (45.3%) CTEHLLHBFL AL HERIL 54.7
%ThHotzo PPA BHIIEHAL 3961 (28.5%), & 23
Bl (16.8%), RE 754 (54.7%) THERIT 45.3%
Thot,

B Tl AM-715 B PPA BEIC b ~EBAHEH R
»hitc, BYE i B (Table 16), » 5 —F L BBED
A4 5) (Table 17) 3 X O4HRET OB R D 2 EE R (Table
18) @R LR TARELThThORIRL
1o

RSP A CIXABERICEREZIRD b hith o1,
HF—FLEBOBENTIE, »7—TLEEAICTE
T AM-715 B4 PPA BEC LREBICE > T i (P<
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Table 16 Influence of gite of infection on pyuria

_Siu- .Of Drug No, of Clenred | Decreased | Unchanged Statistical analysis
infection cnses
| " ) 17| €7 Pe=0.121 NS,
M- . "o
' (38.20 | (1.2 | (50.0) | ClfDee” xi=0.9620
Kidney | =~ - P.=0.326 N.S.
7 5 22 S
])])A 34 . /10 114340
(20.6) (14.7) (64.7) Pe=0.151 N.S.
T T a 1 ~]—1 i 3 “CI"  xi=0.7460
AM-715 78 (43.6) a4 (42.3 P.—0.387 N.S.
. . .3
. i “Cl Dee”  x3=0.2713
sadder ' " y © 1-0.602 X.S.
PPA 84 74=0,9017
. 7 47.8
(35.7) (16.7) ( ) | 10.367 \S
werss | s 2 6 8  §"Cl"” I"=1.000 N.S.
b - (12.5) | (37.5) (50.0) | “Cl+Dec” P,=0.316 N.S.
rostate ora | 1 2 4 13| 7Za=0.9877
(10.5) (21.1) (68.4) P,=0.392 N.S.

Table 17 Influence of indwelling catheter on pyuria

| No. of
Catheter | Drug c(a;e)s Cleared | Decreased | Unchanged Statistical analysis
o
21 8 > ~0.009**
AM-715 . 1 . 12 ~ P, -0.009
(16.4) | (38.1) (4.8 157.1) ANM>PPA
Indwelling ——— - —- Cl+De
! Py=0.103
PPA 22 1 ; 3 v 18 N\.S.
(16.1) | ( 4.5) 13.6) 81.8 Z,=2.0630*
P.=0.039 AM>PPA
cr
-
| 107 4 20 46 xi=0.4622
AN-715 | P,=0.496
1 (83.6)] (38.3) (18.7) (43.0)
\.S.
Not “Cl+De"
indwelling x:=0.7171
115 38 20 57 Pem0.397
PPA \.S.
(83.9) | (33.0) (17.4) (49.6)
Z,=0.9859
P,=0.324 N\.S.

0.04), EFMETYH AM-T15 B PPA BICl~NAERE  Bh PPA BiH~NEEICE - Tl (P<L0.05), BR

o T e (PL0.01), # 7 —FAJEHBHTIERE (D) DER T AM-715 %4 PPA B hk~BoHEER

BRI bTeds - oo RLEn, BREDE L) OEACRERHOBR
RIROBEF T BERIRIKR D D £ #] T AM-715 CHTHHRCERLEITED bhith 275
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Table 18 Influence of grade of pyuria hefore treatment on pyurin
Grade of pyuria| Drug ::'s;;f Cleared | Decreascd | Unchanged Statistieal analysis
T T e 635
1 16 12 x
AM-715 39 . 0.226 N.S.
(28.2) (41.0) (30.8) N
u “CLUDee™  xi 2.6570
I’» 0.103 N.S.
6 14 21
Pl’A 41 7. 1.9893*
«14.6) (34.1) (51,24
1%- 0.046 AM_-P'PA
“C1toxh 3.6710°
25 5 25
AM 715 55 I 0.055 AMB>IPA
45.5) 9.1) (45.5) ,
. } “CleDee”™  xs 1.2725
’ P 0.259 N.S.
15 9 33 LT -
Pra 57 t 7. 1.7421"
126.3) 15.8) (57.9
Po-0.082 AM_-PDA
[ o= _ . eIt
“CI" ¥ Des
11 0 12
AM-715 | 23 | . X4=0.0145
147.8) (52.2)
, I, 0.904
+ b ] —— .
N.S.
| 15 0 15 fe— - -
o PPA 30 7.0+ 0.0155
150.0) (50.0) .
I's 0.876 N.S.
AM-715 1 3 0 8 “ClU" r Dec
. ' $21.3) (72.7 | Po-1.000 N.S.
a PPA o3 0 6 7.~ 0.2868 -
| ¢33.3 (66.7) P,=0.774 N.S.
Table 19 FEvaluation of efficacy on bacteriuria
Drug o, of Eliminated | Decreased | Replaced | Unchanged Statistical analysis
cases
81 1 20 2 R 1555.5170‘
AM-7 o
WIS 18 s 0.8 156 (203 | Pe=0.018 AN PIA
I “F1t De”
82 64.1
— Xi=4.5216*
PPA | 137 66 3 3 3 Pi=0.033  AM>PPA
(48.2) 12.2) 123.3) (26.3) Zo=2.1988*
69 150.41 Po=0.027 AM - PPA

6. WERATHIHE

ME R T 5% E% Table 8, 19 R L1s AM-

715 BT, {81 (63.3%), WA 161 (0.8%),

EXR 2061 (15.6%), F% 26 41 (20.3%) Th -
oo PPA B2, ettt 6641 (48.2%), WA 3H (2.2
%), WX 320 (23.3%), AE 366 (26.3%) TH
21, TRMITIZ AM-715 B3 PPA B ~E BB
2T (P<0.03), # 7ofathib® (P<0.02) ¥ L ¥°
BE(CLRD T &0 2 K (P<0.0H) DLTFhick

WT Y AM-715 353 PPA BRic L REEICHE > TV i
BRI B TIEB BB SIC I\ T AM-715 B2t PPA

P HAREBEECE > T (P<0.03), & # bR (P<

0.01) ¥ XUBHAL+E 4 R (P<0.01) TLEBTH

R N ¢

Table 20),

BORRRY b B A Y B i BRI S5\ TR BERS
CREBENBD LR -8, BARRCIXHHEMD
MERCRT2HRCERENRD bh i (P<O0.04),
¥ eBREALE (P<0.02) XU # L+ 4 R (P<
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Table 20 Influence of site of infection on bacteriuria

Site _"[ Drug No. of Iliminated | Decreased | Replaced | Unchanged | Statistical analysis
infection canes R o o
T - - 3 5 CUEIT - 8.4779%¢
AN 715 34 23 0 ' 1%,=0.003 AM_ ')A
: (67.6) I T S < I T B
| ! El4-Dec” yi-7.1176
Kidney b= -1 = - » o | Pm0.007 AN>ErA
e | 10 ! . s | e 20958
n ! Y. H)
(29.4) 2.9) 2 I 0.021 AMoPPA
T T - y 6 “EIT O x3-0.1672
48 0 | ) e
AM 715 | 78 o1.8) are | s " 0.682 N.5.
| ob : P 14 bec” 71-0.0103
Bladder \-—= - | — B A L1099 NS
1 Lo
vea | s | ® 2 - g |7 omz
i57.1) (2.9 3.1 . | po=0.476 .S,
B T s , “EI” 1.=0.314
10 1 ‘ .
AM715 | 16 ) \LS.
‘3.8 12.5
(62'5) (6.3) 13 ”l'.l‘:'lll'(" 110’0.175
Prostate I N
8 0 7 4 - =
PPA 19 i Zo 1 2655
42 .8 ‘21,1
; i2.1) | (36.8 ! P.- 0.198 N.~
S S U (S S - R
Table 21 Efficacy on bacteriuria classified by type of infection
) No. of
Group Drug cases | Elimmnated | Decreased | Replaced | Unchanged Statistical analysis
. . (%) ) [ I
Growp 1 AM-TIS| 120 9.4) | 4'33.3) | 1(8.3 | 5417 1 2167 | “EI" Py=0.25 XS,
(u.‘h.‘h..) - —— 1 = = 4“El-De” Py=0.452 \S.
induelt PRA (88| T8I0 [ 2167 3507 268 P-05% xS,
Grovp 2 AM T30 100 7.8 | 770001 0 2200, 110,00 [ FT Pe=0.341 NS
(I’ost i S <o p— - ——{"E1:De" Pi=0.41 xS
prostatectomy )| P4 | §( 5811 3905 0| 3915 2250 [y e P o xS,
Monomicrabial v 3 AM-TIS, 2001560 | 14 70.0 | 0 0 e300 |E"  P-0.219 XS,
infection Cpper UL 00 W6 10500 | 0 Lo 4 P De o078 5
A ATHe 1050 0 6300 4 20.077,-0.6801  Pi=0.4% NS,
| roum 4 AM-715| 460359 (33717 0 | 5109, 8174 EN xi=0.7952 P=0.372 XS
Tovor UTL ~m—— s - +— J"EIDe" yi=0.5M0 P=0477 NS
PPA | 57(416) 35614 1018} 6105 1526.3 "7 2\ 128  P.—0.258 NS,
- T - [— R — T P N
ANCTI5) B8 68.65865.9. | 1011 12136 (17 19.3 | F" X121 Pu=0.35 X.S.
Sub total e e “El+De” ;1-1.386 P,=0.249 XS
i o PP 9008 |55 560 1010 108 207 Ty g pooam s,
Grow 5 ANTIS 90 7.0 44040 |22 3x;y KT Pe0.032° AM>PPA
(szho:er) S e gt E1+De” Py=0.140 \S.
D . b -
indwelt PPA | 100 7.9)| 0 110.0) | 4:40.0/ $50.0 17106 Pm0.182 xS,
o I o T T
Polvmicrabia) |Grow 6 ANTIS| 310202, [19/61.3 | 0 619.0) | 6:19.4 |EI" 2i=2.7789° P=0.085  AM>PPA
ifection - |(Cater ity g e s e - KD - 1987 P=018) NS,
{Unduelt PPA 00208 6T 1033 | 1D | 183 7 T g pemo.tal XS,
T A A B )
AMCIS| 40(31.20 [ 2857.5) | 0 Ls‘zom 9i22.5 | EI" xi=6.182° P,=0.012  AM>PPA
Subtoal o B —— - B Det i=4.0909° P,=0.043 AM>PPA
| eea | w2 W28 | 2 5.0 115315 112 30.0 (7, 55 0m56¢  Pom0.037 AMSPPA
AM-7150128.100.0) | 81(63.3) | 1. 0.81 2015 6 | 26:20.3) | EI" xi=5.5170° Pi=0.018  AM>PPA
Total e — - - 4— - —4——"FI+-De" xi=4.5216* P,=0.033 AM>PPA
| PPA 71000 [66048.0) | 2 20 {223 %263 7 g0 p,-0.0m W>PPA
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Table 22 Influence of iudwelling catheter on bacteruria
T ]
Catheter I Drug | ('in’;j‘}\ : I ||Il\|llllltl|‘ Decrease d C Replaced | Uneluogeed 4 Statistical annlysis
IS LN
i e e
Caens 5 f | NS,
| A 38D 1.8 | 33.3 1238 |y
Indwelling ‘ : ? | I Py 0.759
' . 22 7 | 6 | 8 N.S.
REITRY l BLe L (27.3) (36.4) I 7 - 0.7288
. : i ) Pw -0.4661 NS
! ! ! - M pie5.8996¢
107 73 0 13 21 Vs 0.015
AM 715 .
83.60  68.2) (12.1) (19.61 AM=PPA
| R De”
Not ,
Indwelling :- ) T Xio 4.72317
: i Pe=0.029
D oppy 1B 8 2 2 2 AM>PPA
| 8.9 513 () (22.6) 243 T e
! o | 10,029 AN PP
Table 23 Bacteriological response
AM-715 PPA
Organism No. of | Eradicated Persisteq| No- °f | Eradicated ) Statistical analysis
. strains| (%) strains (%) |Persisted
E. coli 38 | 36(94.7) 2 36 | 28(77.8) 8 Po=0.043* AM>PPA
Klebsiella spp. 10 | 10(100.0) 0 14 12( 85.7) 2 =0.492 N.S.
P. aeruginosa 22 14( 63.6) 8 35 | 21( 60.0) 14 =0.00002 P,=0.996 N.S.
Pseudomonas spp. 4 3(75.0) 1 5 5(100.0) 0 =0.444 N.S.
S. marcescens 18 10( 55.6) 8 15 9( 60.0) 6 x6=0.0093 P,=0.923 N\.S.
Serratia spp. 4 3(.75.0) 1 4 4(100.0) 0 Po=0.500 N.S.
GNR| P. mirabilis 6 6(100.0) 0 6 6(100.0) 0 Py,=1.000 N.S.
Proteus spp. 8 7( 87.5) 1 5 40 80.0) 1 P,=1.000 N.S.
Acinetobacter 8 8(100.0) 0 5 4( 80.0) 1 Po=0.384 N.S.
Citrobacter 9 8( 88.9) 1 8 5( 62.5) 3 P,=0.294 \.S.
Enterobacter 13 | 11( 84.6) 2 12 | 10( 83.3) 2 Py,=1.000 N.S.
Other GNR 3 3(100.0) 0 7 7(100.0) 0 P,=1.000 N.S.
Sub total 143 |119( 83.2) 24 152 [115( 75.7) 37 X5=2.1265 P,=0.144 N.S.
S. aureus 4 4(100.0) 0 2 2(100.0) 0 Py=1.000 N.S.
S. epidermidis 2 4(100.0) 0 10 9( 90.0) 1 P,=1.000 N.S.
GPC S. faecalis 23 | 20( 87.0) 3 18 | 16( 88.9) 2 P,=0.999 N.S.
Streptococcus spp. 6 6(100.0) 0 3 3(100.0) 0 P,=1.000 N.S.
Other GPC 1 1(100.0) 0 4 4(100.0) 0 P,=1.000 N.S.
___| Sub total 36 | 33(91.7) 3. 37 | 34(91.9) 3 P,=1.000 \.S.
Candida ) 1 0 1 —_—
Total 179 |152( 84.9) 27 I 190 |149( 78.4) 41 Xi=2.1726 P,=0.140 N.S.
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0.05) T AM-T715 2t PPA Il B - T\
o (Table 21),

¥ g RRMRRE I R 6 I (ROEH e 2T — TN
MBS s\ T AM-T15 [t D &L {LR I PPA It L
AT D (P<0.04), 6N (BAEY . » 7 -7
A IEREO) OkLR b AM-716 2t PPA e’
BirIA S bite (Table 21),

7 — 7L MBOFMINCHD & MR TR
LB bhichotee H T —F A IERIEH Tkilg
DM AT D Sk (P<0.08), & =ik 1k % (P
<0.02), WA (P<0.03) ¢4 T -1 (Table
22)0

7. NI BN

BARRAE ST, BHEMIRE DM hIED

&%k Table 28 WHMACR LIz, AM-T15 3% 179 4%
Ti% 152 4 84.9%, PPA 190 ¥k Ti% 149 # 78.4%
MERBMAK L, 27 B, 41 BEThERTRLI, |
e A BERBD bhith o,

GNR 22U\ TR % & AM-715 ¥ Tk 143 Bk 110 8%
(83.2%) 7%, PPA P¥Ti¥ 152 ¥k 116 B (75.7%) »
M9 Utco %12 GPC Tik AM-T715 BHi% 36 #dr 33
(91.7%), PPA i+ 37 #heh 34 #k (91.9%) W 4% Li:
A, i T h b FEERBD Ohichot, B
MM B & E. coli DYSEH AM-T15 Fi% 38 #ieh
36 £ (94.7%) TH-t-0ck L, PPA BHL 36 b
28 I (77.8%) TH H, AM-715 B PPA BHC A%
K~ 12 (P<0.05) 7', P.aeruginosa % S. marces-
cens W U EDPOFHM T ELZBEDOhich »

Table 24 Relation between MIC and bacteriological response

No. of strains eradicated/No. of strains isolated

) M T C (ug/ml 10° cells/ml i

Organism Dreg |08 01 T0.2 10.39]0.78 11,56 | 3.13]6.25 [ 12.5] 2 | 50 | 160 T5100] Cobomn| 122
E ooli AM-T15| 8/8 |21/21] 2/2 | 2/2 | 1/2 | 1/ 0/1 | 1R
i PPA 5/6 |18/19 11|31 foleren 1w
Klebsiella spp. AM-T15 3111 11 ] i { 9% i 10/10
"~ |ppa 8/9 | 2/2 o L. i 121

P. acruginosa AM-T15 111 4/4 [ 4/5 [ 1/1 ] 0/ V212 61, o] 23 14/22
‘ PPA 22 11719035 12 13 240 14 | /%
Pseudomonas spp. |0 T8 7 o1 | SRRV
" |PPA . Lo 22! an 5/5

S. marcescens | PNTIS KRR RRURR RN i3 02 | 16
: PPA R RRUERY L1213 915
Serratia spp ANTI5 GRE Lol T 7 i
- PPA R L1 n i 1l i

. O AN-TI5 33 [ 1/1 171 U1 | 66
GNR | P. mirabilis PPA e 22 | 33 ) f i o
Proteus spp ANTIS| 11 | 272§ 171 Wl V1 [ 11 0/1 T
: PPA R 1/2 | L1 L4
Acinelobacter AM-T15 4433 111 .88
PPA 1/1 33 01 - ‘ | 45

Citrobactor AM-T15{ 2/2 | 1/1 | 1/1 | /1 11} 1 7 8/9
PPA L1/ 3/4 11 0/2 | 58

Enterobacter AM-T15 22 /1|11 [ 2/3 | 3/4 111 ; Y 11/13
PPA Lo 33 111 Ted on 1w

. TAM-T15 1 1/1 BUE (3

Other G PPA SN SR A “ 1/1 V{11t 33 o
Sub total ANFTISI1I/1123/33) 9/9 | 8/8 [11/12) 7/8 [10/11| 8/12] 2/6 | 2/5 | 2/5 | O/1 | O/1 | 3/4 | 137 | 119188
PPA Lo 6/7 |33/35111/12] 7/8 |20/32110/11] 3/7 | 6/13'1015] 9/12 | 115/152

S. aureus AN-T15 1) 11 11 44
’ PPA b V111 22
S. epidermudis AN-715 /1 1/1 22
i PPA e lin o 121 11 9;10
) ANTI5 /1 7/8 | 9/ /1 271 | /3

6pe S facealis PPA {ilen ol 3 | 168
Streplococcus spp. AM-T15 Vi 33 11 6/
" | PPA | 11 3/3

AN-TI5 /1 11

Other GPC PPA 11 /11l 44
Sub total AM-TI5 1| 272 | 2/7 | 2/2 o/11] 9711] 1/ 72 Vi | 33/%
PPA 5/5 | 2/2 | 5/5 | 4/5 [13/15] 55 | 3437

Candida PPA 01 /1
Toul ANI-715]11/1133/33|10/10{ 10/1013/14| 9/10{20/22[17/23] 3/7 | 2/5 | 4/7 | 0/1 | O/1 | 3/4 | 1721 | 152/18
PPA 6/7 |33/35]11/12] 7/8 |25/37)12/13] 8/12|10/18|23/30] 14/18 | 149/1%0
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Table 25 Strains appeared after treatment

Organism AM-T15 | PPA J[ Total

Staphylococcus spp. 1 - i o
S. epidermidis 5 [
S. faecalis 5 8
5

Streptococcus spp.

—
w

Micrococcus 1 i

E. coli ‘ 2 [
! !

P. mirabilis

(X}

P. morganii
P. retigeri 1 ,

Proteus spp. 1

K. pneumoniae | 1 .
Klebsiella spp. ' 2 |

P. aeruginosa

w

P. cepacia | 2
Pseudomonas spp. !

S. marcescens

S. liquefaciens

w = w wm

Acinetobacter |
Alcaligenes
Flabobacterium |
Other GNR
Coandida
YLO | o1

Total I 43

O I O

e N NN 00U N W e e e (S e BN Ut

I
w

1

ME¥OHR LR T 5 MIC 0B F %
Table 24 iz L1, AM-715 $£Cit, GNR DOk
0.39 ug/ml Ll Eiz & b, GPC Ti% 1.56 pg/ml Ll L
dh -1, —F, PPA BTid GNR DFE#E#EIL 0. 78 ug/
ml LIk, GPC i 100 pg/ml LA EIcfEZE LT\ o

BEREHMBE I OWTAR 5 E Table25 wRlLick >
12, AM-715 B 30 Blic S. faecalis 5#, S. marces-
cens 5ERic X 304k, PPA BH2 40411z S. faecalis 8
%, S.epidermidis, Streptococcus spp., Pseudomonas
SPp. D5 KAt 3B L, TOHBREE T
RAFMCEREZIRD bRI) 1o BEERHBRED
MIC i3 AM-715 Bz Table 26 IR Lic & s h iRt
RAAICESH PRI\ 7 F— BRSO 7 7 A&
BRER S faecalis 7o ¥ T2#x B\ Tik 3.13~2
100 pg/ml oA LTV oo

8 IREDHER X BERYE

Table 27 R L= X 5ic, B EDHER X HER
BRI, AM-T15 B2 46 01 (36.2%), B% 39 Bl
(30.7%), *vH% 136 (10.2%), E%H205 (22.8

CHEMOTHERAPY

1201
%) TH-lo PPA M2 ER) 300 (22.1%), HE 47
Bl (36.5%), CLHR 256 (18.4%), w434 B (25
%) THolo

B LY (iR &+ 5 &, AM-715 It 66.9%,
PPA T 58.6% Td - /2o MM TIX AM-715 4 PPA
AT BB TH - 12 (P<0.04), EZHETH
AM-715 Itid PPA ML~ {i Bz - 72 (P<0.02),
L2 LA DR TR IR AT (5 v ke - 120

9. M3 X UEIA M

RIfEMiz Table 28 (/i Ltc Xk 542, AM-715IETi
165 Il 2 B (1.2%), %=L T34 (1.8%), PPA
BT 169 70 (4.1%), HBuc LT (5.3%)
Db, WEFNEICEEZILLh -1, Table
29 [ HEMIR R Licht AM-715 BORKTIRY X OEL
D14 (48-1) THHESFIEZThTE Y, HBOHHT
TED 1 FTiEME LA 2 B Biedhik L 7o PPA B
T EIHIE T fERIE 3 HI(29-2, 48-5, 57-1)T
Boteo cRHDHRIEFIIVTR S IEHMS 7 (B
LT3, 20D D EFHOMREYETS C L7l
BEYET Lo

HRREMEEBOFEA JIRBAEIC 2 V> T i Table
30 WiRLTo B AT AABEBERCETEET
fehotc, EHREMNKA L OBGREYEE Lich » 7R
zo\T Table 31 2R L1, AM-715 Tk GOT ¥
Y0t GPT +5 2%, GPT LR1fI03HATH D,
PPA #Tix AlI-P £ # 1 ], BUN ¥ X O S-Crea-
tinine LR 3FDH 4B TH » 7o REHEIT AM-
715 B84 Bl 36 (3.6%), PPABTIBIH 48 (5.1
%) T, MRABRCIAEEZIZIDLAL 1, e
B, ThHEDREXADIIEML, TOROBAERT
WFhd 2BRETHRICIIEREED S VTR FEREICE L
TWieo

10. &M

o, BIfEAL ERXHRLI-FREC X5 HAKET
(fifs R % Table 32 IT/R L1, AM-715 83 “#HRE" 74
#) (57.8%), “EbbEbuigv 32 f (25.0%),
“TiR” 22 Bl (17.2%) Th- 2, PPA B “H
2" 6301 (46.0%), “EHb b\ iv 5160 (37.2
%), “FgER” 236 (16.8%) TH » 1o HiRKIX AM-
715 BEHS PPA B @EEAHENC H - 120

11. GNRRPSEFIDOKE

WHRED PPA 77 sRHBRECHTIEALELT
FHIATWBZ b, FRRTHRE - EAD
5% GNR RRYER (GPC L DEABYEM L L) it
WTOARBRIFHEZ T > 70

1) EFOHEREF LURKE (GNR) ORZHS
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¥, F#h, ABE-AROF, »F—TAEBBOHE, K
LI, BRYD 24 7 LT RTR BV THFERC Y
Bl mizm» bhich » #o (Table 33), ¥#, &4
HORZESHLHEBITHERLD Th - & (Fig

CHEMOTHERAPY OCT. 1982
Tuble 28 Susceptibility of organisms appeared after treatment
R Bt v o o [0 {ose“omx 5 u'lazs i2.5] 25 [ 50 [ 100 [>100] Unknown | *°
S}luphulu;rm_r Py 1v L I B 1 l B ] R 1
S. epidermidis | PPA | o ! [ N | - 5 §
S, fuecali AT o 1! 1 2 5
Sheelso e b S T U S B O Y 8
Streplocoecus spp. ‘ PPA ! . 1 4 5
Micracoccus *‘ AN IS . | . | ' B 1
Eoi ] | | o R
I" mirahilis ; PPA ] s S R
P morgaaii ‘;',\M 7]’1 ! 1 . . ] ! ?
Pordtgeri - ] ! o ! i o
lru[:uv S|, | T R A C B
K. pruemonice | | » B ; i 1
I\lcbsulla pp. ! 12
A LI - N SR - [
P aer aeruginosa - | . I o 1 3
P cepncio__ | 1 ; S P 2
Pseudomonas spp. ] PPA i | - SR a5
‘ AM-T15 | ’ i 1 I ? 5
S. marcescens | PPA i L b ! 3 13
. ligwefaci Fans | Co R
. liquefaciens | PPA | | i 1 11 L
, AM-T15 | i 1] 1 P 1] T4
Acinetobacler i PPA i | | : 1 | i iog 3
Alcaligenes [AM-715 | P 1 - 1
Flabobacterium AM-715 | ! | ! 1 Q 2
, AM-T15 ; Pl 12 |4
Other GNR PPA f ) |2
Candide AM-715 1 T
YLO PPA ‘ | 1 1
Total AM-715 1 1 3 1 4 32 4 3 8 30
ol PPA 1] 2] 5 '26 8 |8
Inoculum size: 10‘ cells/ml.
[ AM-715 | PPA Statistical analysis
Cases “appeared” |30 . 140 - ) s
Total No. of cases |~ 128| “qg7 | X708 =035 S
Table 27 Global judgement evaluated by the attending physicians
Dru | No- of | , - .
rug s Excellent | Good Fair Poor Statistical analysis
|
| 46 39 13 29 “Ex"  xi=5.7394*
AM-715 1127 (36.2) | (30.7) | (10.2) | (22.8) | P,=0.016 = AM>PPA
! 85 (66.9) “Ex+Mod” xi=2.5321
i 30 47 25 34 | P,=0.111 N.S.
PPA ! 136 (22.1) (36.5) | (18.4) | (25.0) | Z.=2.1001*
| 77 (58.6) P,=0.035 AM>PPA
W Lo -7 GNR RYSEFT AM-715 ¥ 116 {1, 5o
PPA Bt 128 1T - 1z TRARMOKRETH S, 2 BAEKAR

Table 34 7R L7z X 5 i AM-715 3 116 mmi%?d;
3441 (29.3%), AL 488 (41.4%), &% 3441 (29.3
%) CHBEIL 70.7% T - T PPA B 123HITHE
% 20 41 (16.3%), K% 48 #l (39.0%), %% 55 %
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Table 28 Incidence of side effect
No. of side effect | Relation to the deug
Severity" oo
. .0 | Severity of
f side effect Dry, of side ? - Tiyginien
Type of side & effect symptoms Total” | Definite | Probable| 'ossible Probubly| Definitely
S not not
ml W]
 dscomfort | |LAMTIS | m {1 100.6% 1 -
Stomach discomfor PTA - 1 106,64 .
Diarrhea PPA i m 2 201,20 1 1
Anorexia AM-715 1 1¢0.6%) 1 |
Nausea AM-715 m 1 100.6%) 1
. Gastroenteritis PPA s 1| 1(0.6%) 1 ;
Abdominal pain PPA m 1 100,670 . 1 |
+o - e s - -t
Epigastric pain PPA s 11 110.6%) 1 .
I R S ek . N
Headache PPA s 1] 110.6%) 1
Eruption PPA s ) 1 1(0.6””7)7 | 1 |
Dizziness PPA s 1/ 1(0.6% 1
o |
Total No. AM-715 2|1 3 - ome __.-___3“_ Lo —
of side — 4—F —t+—t -—- o= e -
Total No. ' 3 ] s L l
f cases | effect PPA 4 5| 9 i
" evaluated ——— gl - - - {
334 | Total No. AM-715 2/165 11.271" 2/165 (1.2 | 0/165
cases of case I B ' _
with side |
effect PPA 7/169 4.1%) 7/169 (4.1%) I 0/169
1) s: Slightly, m: Moderately —
2) #: Discontinued due to side effect Onset of . Statistical
+: Treatment for side effect was necessary, but continued Drug side effects analysis
'\1:': Treatment f.or s.ide effect was not necessary, and continued A.\lf71g 1“ 1‘2'% : T =0.174
3) Do of cases with side effects %100 [k S, )
Total No. of cases P,PA_,, l 41% AR

Total No. of incidencies
Total No. of cases evaluated

4

<

~ 100

Fig.5 Sensitivity distribution of isolates from urine (GNR)

100

Inoculum size
10% cells ‘ml

Cumulative percentage (%)

s0|-
o—o 1
o-ol
a—o
--ay
Group| Drug | [4510.05(0.1/0.2[0.39]0.78}1.56[3.15[6.25]12.5] 25 | 50 |100] 75 | Total| SLtistieo! | ynknown
AM-115 1]11]33] o] 9 [13[ o[1s]18] 7] 5[ 7[ 1] 1] 4[146]Ze=0.0522] =
AM-TIS Po=0.958
PPA ul10]2715] 5 [28]19[n2]12[1] o o] «[ 2] [157] N5 | 13
AM-TIS ] 1] 9]34[17] 4]20] 8]12]13]28 146 Ze=0.1831] 1
PPA Po=0.854
PPA v 7]35]12] 8[34]12] of1s[2s[157| w5, | 13




1204 CHEMOTHERAPY ocT. |9az

Table 29 Detail of side effects

| | | - . ’
Case| . . Jate of | Re t o
Drug | f\‘lll:.‘ Sex .'\uvi Symptom Severity l:":‘.;' ; ! :l::t:j‘:":j““ * I'reatment and course
i - — —
< on | Stomach i ! | | Probably Reduced (3times — 2times)
105 176 discomfort ' ! related ! None
AM 715 - ' S
I Anorexia " 3 Definitely \\llhdrn\\n
81 M 73 Nausea i 3 l related ‘
| I VT Tt "“
! . o ) ) Probably { Continued
13 1 46| Gavtroenteritis 2 | related None
, . Probably | Continued i
i 16 4| 1 1 31 Epgastrie pain ' } 3 ‘ |'v'lm’:tl } : '\.:ne <
| ! i e e —
| . Iharrhea | H 3 Frobably : Withdrawn
2921 54 Abdommal pin it 3 related
[ i 1 | ) © " Continued
yp I 2. | . | Definitely 1 None
Pea 30-4 M 64 Fauption f | 1 related | ‘Disappeared on a few
! ’ : | I days: o
- - Headache ' ! 4 1 Probably Continued
! °6 3\ I 68 Dizziness . 4 1 related ' None
} | S — —————
? ! Stomach ; Definitely | Withd
e omac | ehinitely | ithdrawn
i 485, M ! 54 discomfort " 2 : related |
- . o |
57-1 l A |62 Diarrhea M | 1 ! Definitely ; Withdrawn
- ’ ! | r(laled |
Table 30 Changes in laboratory test results
T » ‘\ :Tt(ll.'l] ‘ o llt‘-l(:'r-in‘r»:;;(;d vaalmn tr) th( druu‘ - 7‘ i
No T o i 7 T - . - Statistical
It Drug vy ' Unchanged | Improved .
ome T of ])4 fmm P rulnhlt Possible Lulx total' P rohahl\ I)(fmnlrl\ Sub total! nenang | mpros analysis
case | not not i |
R 1 ! 7 I T
RBC AM-715 | 83 i | 1 1 2 81 xS
PPA | 78 l ‘ o2 2 75 1 o
S B | ! : .
83 | 1 1 | \
Hb | | i | 82 | N\.S.
PPA 78 1 ! 2 2 75 1
e ’\\1 715 83 | | 1 1 82 NS
rPra | 78 ! 2 2 75 1 B
wpe |ANTIE 88 : 2 2 77 ¢ | s
| A 78 3 3 73 2 T
s. |AM-T15 | 84 1 12 1 1 81 | s
CoTirea |9 L A T B O
s [ANCTIS B 2 13 2 2 |19 bogs
arieealm! v A N U M
\Lp |ANTIS T8 I ‘ | { o221 NS
: PPA 75 l RN L Lo B
I ~ ! L - ———t
BUN AM- 715 83 ‘ i | 1 ! 1 79 3 s
rra |79 ‘ I I D T SR 3 -
- 4 N - — . ! - g—
AM-715 | 83 '
S.Cr : ‘ | o N.S
PPA | 79 I I | 2 | 2 74
No. of cases |AM- ~
with 715 5 13 718 8
deteriorated - - - —— —_— - - N.S.
s : . w | o
I 1 I




VOL. 30 NO. 10 CHEMOTHERAPY 1208
Table 31  Cases with deterioration in laboratory test result
en \hnul‘l.lal-“—“— .
Drug ('.'\fm Ager Sex| Diagnosis laboratory Relation to
R e B fnuhnus . the drug
GOT - Iy
s127| M| e (27 +81) robable
e aryr ('” 40) l|n|||b|(
AM-715 _5-37 24| M| C.C.C arr (32 '5]) I:ulmhl(
GorT ( In ib
461 N| CC a1 4y seible
_ (l T l55"’81) PPossible
Hl\ 21--26) Possible
LselsiiM| cec (21- Possiblc
| o Sh(3heﬂ Possible
46-3 B CCP ALP (1.53. 6) l‘ossibll'
PPA i ) BUN (20--27) | ossible
1 496,65 I C.C.C.
b e S Cr.(1.7--2.0) | Possible
BUN (30 38 Possibl
50-2| 66| N | C.C.C. N (3038) | Possible
S-Cr. (2.2-2.6) | Possible
C.C.P.: Complicated chronic pyelonephritis
C.C.C.: Complicated chronic cystitis
Table 32 Evaluation of utility
Drug [‘\(::'se‘;f Satisfied | Unknawn Dissa:tisfied Statistical analysis
AM-715 128 | 74(57.8) | 32(25.0) 22(17.2) “Satis”  x5=3.2483* P,=0.071 AM>PPA
PPA 137 | 63(46.0) | 51(37.2) 23(16.8) |Z,=1.4884 P,=0.136 N.S.

7% THYRIL55. 3% Th -1, BEEITIE AM
-715 F#A% PPA BRIC B EICE > T 7 (P<0.01),
FREDR (P<0.03) klvﬁib%i (P<0.02) 'C'%’E'
BENRZD LRI,

9 BREHTIHE

Table 35 iR Lc X 51, BRCxT 55RIE AM-
715 FHIIERL 43 61 (37.1%), Wil 2041 (17.2%),
TES3G| (45.7%) TH-tDicxf L, PPA BUTIER
1L 30 81 (24.4%), B 22 41 (17.9%), A% 71 4
(G1.7%) Th 1o FEMITIL AM-715 % PPA &
REREBCHE > T iz (P<0.04), EELRTLHER
ENZHHR (P<0.05), A% &DHERCIMERE
BB BbRI,

9 MERcHT 5502

Table 36 1R L=k 51, MERCHT 5% 1L,
AM-T15 BEH3BaHEAL 72 B (62 0%), WA 141 (0. 9%),
HWRR 1961 (16.4%), T 24 B (20.7%) Tl » =D
RH L, PPA BHIAHEAL 54 81 (43.9%), WA 3 HU(2- 4
%) B 3LB (25.29%), I 356 (23.5%) Th
27 TR TIX AM-715 B2t PPA BECLE~ABICE
h (P<0.02), Ead(b®R (P<0.01), A=K (P<0.02)
ThEoTlotey

i
i
!

5) RERERIGAKKDR

Table 87 12/R Lic & 5 iR AHER R R o S 855 1B B
Bekis &, B3 5Tt AM-715 BHE2E%) 24 f)
(31.6%), #%)33 %] (43.4%), &%H1961 (25.0%)
THFRILT5.0% TH-Teo PPA BUIES 17 51(19. 3
%), B3O (42.0%), %314 (38.6%) THZ
ik 61.4% & AM-T715 B¢ PPA B b~ATICE -
Tz (P<O0.03),

BRI OBERITIT 1 ~ 3 FICI BRI ELIIR
Bhhighotehl, 84 BETIE AM-715 #2% PPA Bhic
HRELEALAED BRI,

BARLEAITIE AM-715 BHT3E%) 10 4 (25.0%),
H% 156 (37.5%), MEEH156) (37.5%) THB R
62.5% ToHb, PPA BHIEZ3H (8.6%)., &% 11
Bl (31.4%), &% 2141 (60.0%) THIE 40.0% &
AM-715 F£H PPA BECEREHHALRD bhio B
ARG DOBEFTILE 6 ETIXABEMICERZED bhich
Sty H5RETIE AM-T15 EAEAEANTD bR
o

L. 3

Norfloxacin (AM-715) 3R A+ /7 V v IV EVER

RARBE K T, in vitro iIck1F 5 GNR w354
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‘I'able 33 Background characteristics (GNI.
Chavacteristies B AM 7i5 i'i’A‘L Sll-lil;;;;itlhl;;f}:liﬁ
Male 80 80 , xi—-0.0314
Se
- Female 3% | 43 [r-09ss NS
- 29 4 4
30 ~ 39 5 6
0~ 49 13 Y
\ ! ;0 2 | i Za=1.2415
ke 5 | P’e-0.241 NS,
60 ~ 69 34 41
70 ~ 79 28 42
80 ~ 1 : 57 i o
In-out In patients 36 39 ' xi—0.0075
patients QOut patients 80 84 : 1%-0.978 N\.S.
, it i [ AN
' Indwelling i 19 20 yi 0.0225
Catheter 1 i | o
Not indwelling I 97 103 1. 0.880 NS
Kidnes 30 32 ¥ 0.401
Site of « 0.
e | Bladdes LI £ ‘s,
Prostate 16 i 18
Neurogenic bladder 27 L7 '
' ]
" BIPH 28 40
Underlying | Tumor or cancer 16 14 ; x-7.6000
- I
discase | Urethral stricture % 15 6 | Pu=0.179 N.S.
Calculus 17 ; 25
Others 13 11
Type of Manomicrobial infection 76 88 | x 1.0072
infection Polymiciobial infection 40 35 ' P,—0.316 N\.S
1st group (Catheter indwelt) 10 10
" 2nd group | ’ust prostatectomy) 10 i 8
3rd group (Upper UThH 17 18 | xi—2.6006
UTI group
4th group (Lower UTI) 39 52 | P=0.761 N.S.
' 5th group (Catheter indwelt) 9 10
6th group (Catheter not indwelt) 31 25
Table 34 Overall clinical efficacy by the committee GNR:
No. of | .
Drug No. of i Excellent| Moderate| Poor Statistical analysis
cases
AM-T15 34129.31 | 48141 4) | 34(29.3) | vy~ 24=5.0911° P,=0.024 AM>PPA
P80 “Ex.+Mod.” xi=5.4206* P,—0.019 AM>PPA
20°16.3) | 48(39.0) | 55'44.7)
PPA | 123 ¢ T Zo=2.8766** P.=0.004 AM>PPA
| 68 (55.3)
Table 35 KEvaluation of efficacy on pyuria (GNR!
No. of L. .
Drug cases Cleared | Decreased | Unchanged Statistical analysis
AM-715 116 43(37.1) 20(17.2) 53(45.7) “c1” X§=39456‘ P,=0.047 AM>PPA
63 (54.3) “Cl+Dec” x3=2.9977° P,=0.083 AM>PPA
30(24.4) | 22(17.9) 71(57.7)
PPA | 123 52 4Z.3) Z,=2.1240° P,=0.033 AM>PPA
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Table 36 Evaluation of e

No. of

U
Dr 8 cases

7262.0) | 109 [19016.4) | 24

AM-T15| 116

13629 |
54(43.9) 32.4) 2| 3
PPA 123 18 _3(2.4! 31(25.2) | 35
57 (46 3)
Table 37 Overall clinical efficacy
.\1‘ Uf
Group Drug cases | Excellent
B ./
Group 1 AM-TIS | 100 8.6 ! 2 2000
'Calheter) —--— : - —
e PPA | 100 8.1V | 0
Group 2 AM-715 | 10( 8.6) | 2:20.0)
Post p————— —— - 1—
proslalectom_v)

rrPA 8( 6.5 | 1'12.5)

AMS715 | 170 14.7) | 6 35.3)

Monomicrobial | Group 3
infection (Upper LTI)

PPA | 18( 14.6/ | 5727.8)

Group 4 AM-715 | 39( 33.6) |14 35.9)

Eliminated | Decreased | Replaced | Unchanged

fficacy on bacteriuria (GNR)

Statistical analysis

B 1L X=7.1921 1 0.007 AM>PPA

) LI Dec” 3l 5.9M2° Pi=0.014 AMZPPA

(28.5) | ~ B
\ Z0-2.5181° 1y 0.011 ANMSPPA

20.7)

classified by type of infection (GNR)

(Lower UTD
PPA | 52( 42.3

11{21.1)

Moderate| Poor Statistical analvsis
(00| g0 | Pes 0.236 NS,
- “FatMod” I'=1.000 NS
6.60.0) | 440001 7205033 Py=0.614 NS
5(50.0) | 3(30.0) | FX 7 1.000 A5
= I"Evt Mod” Py 0.630 \.S.
3:37.5) | 4150.00 | 7,29, 8185 Pu=0.413 \LS.
6353 | 5004 | Y 0.7 N.S.
= - “FaiMod” P 0.175 N
316.60 |10'55.6) | 7,21 9003 P,-0.230 LS.
w62 | 1179 B =1.7476  P,~0.18 N.S.
—or oo UEVEMod” Pa=0.223 NS,
25(48.1) | 16:30.8) /. 1.7638"  Pe=0.074 AMPPA

-2.6483 P,-0.18 \.S.

AT | 760655 20306 |3 e g0 |
Sub total ] —+ —oeb - —Eu-Mod’ Yi-2.874° P=0.090 AM>PPA
PPA | 8870 [1709.3) |3702.0 |36 | 7, 5165 Pr-o.0 WSPRA
Group 5 AN | o 7.8 | 2200 | 222 | sisse | Y Pe=0.210 X
(Calheter) - e e p—— “ExtMod" P,=0.140 N.S.
indwelt PPA | 107 8.1) | 0 100.0) | 9:90.0) [ Z,-1.7443°  Pa=0.081 AN>PPA
| - e - e
Polymicrabial | Growp 6 AT | 31(26.0) | 8025.0) (131 10,329 | Pn0IT0 NS
infertion (Calheter ) e B Mol Pe=0.177 NS,
not. indwelt PPA | 25/ 20.3) | 3112.00 [10740.0) [12(48.0) [ 7.7 4461 Pu—0.148 NS,
AM-715 | 40( 34.5) |10°25.0) |15(37.5) |15:37.5) | EX P=0.08 AN>PPA
Sub total “Ex+Mod” P,-0.065* AM>PPA
PPA | 35(28.4) | 3. 8.6) |11(31.4) |21(60.0) [ 7,=7.1080*  P,=0.027 AM>PPA
" rr——
AM-TIS [116(100.0) |34/29.3) |48(41.4) |34(29.3) | X %=5.09117 Pa=0.04 AM>PPA
Total “Ex+Mod” 71=5.4206% P,=0.019 AM>PPA
PPA  (123(100.0) | 20(16.3) |48(39.0) |55(44.7) | 7,=2.8766**  P,=0.004 M PPA

#AHi2 Nalidixic acid (NA) o +f, PPA © MLX
EHLThEfEcHmIh, /i Th P aeruginosa
X3\ HEE R M TH Do AM-715% NA
Bt GNR it LC L8\ HEH%Y, %7 GM fifttid
RE< ABPC it E. coli b HEERYRT VD
T3, =& e, E. coli, P.aeruginosa % S.
aureus ¥ A\ o ARE R BEER T NA KX T

AM-715 (¥ S. aureus XHRWTIETHE BB X iz £
WEEC D D, BRI EERY AV o B R R BRE
3 NA i AM-715 (REH I BV L DR A BT\
Bo ¥z, AFNTRIAR LI X 512, S aureus % S.epi-
dermidis 1t XD GPC ¥ CTHEARZ + 7 A0 AN
> T\Wb,

SO XS IHEEENEL, POBEVCHEARI 5
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LA AP FD AM=TIS goit, DRI NI A P o MM
YL A bz ) U e e A WA WG T X B, —
S R INBCT bt 72 open trial DJRLMKATINE
LTt b, AR B MPE DRI NG 2 b 2 RS 1Y BRI R
Yk K 35.2%, (ih{i69.6% LI th TV LY,
ST [ FTMRILIC X B LIRS Wt T h e T
BGRZD M AM-T15 Y, BAU¥ 30.5%, {14h¥ 711
95 L JuUf fe)N K (Table 9) T, K JWav> PPA i )b~
THUHDE IR TH» 0

AM-T715 2040 WP DRI NS O K6 YK 2D YLz T
PPA X high T Byl RIS LT/ 2 &, R i
TAEYBAL TR BT L AT 5 45 2 8 H AM-T15
P42.70.6% & PPA TN 38.2% iC kT H{j i {~T
\rfo (Table 10),

BB IBRED) TR A TR H 2 MEW & Sh
TWAHIsH (RARY - #7721 Q@) 12T
AM-715 REDOERK 44.4% & PPA D 10% ilt~
TERCEAHEANLED b, 2T —TAHAR &F
1BEMS B OERRTL AM-T15 82" PPA FHiclt
NTH » T\ 7o (Table 12), IRILDRREED Gl BH L
CTLAREEBENBOR T, ¥ -MBFHNE» S
Babrs b, BEARYRHlizHT AM-T15 BEOHEMY:
RLPAEN PPA Brc b~ GicE-TW e &, &
XU E. coli DEEN&BH AM-T15 P THBICHD -
oo LA EHREE LT AM-T15 If DA IR 2 YL ot
PPA BEoHANETICH 7LD LHES h 5, ME
R - 5 WTTFENTH - Lix GPC (2T 519
EABOEOBMLRICENBDLR ) o712 ETH
%o GPC iz 3+ 5 W%EH D MIC i3 Table 242,53 % h
T3 k5, AM-715 B0 /pldkd, MIC s 12.5
ug/ml LFTH-tod DIt 36 Bk 30 #: (83.3%) T
Hot-0i2lkN, PPA BETIX37 ¥ 5 # (13.5%) &
Pies, 100 ug/ml PLEDL DO 158%L 2 5 h,
GPC it 3 A NI H & Hhz AM-T15 DAL -
CENTRERT WD, oD MIC {HOBE s XU AM-
715 DIERAVBRENITHD Z 26 LT, GPC DRa:
(LRI FABETH 7o &2, PPA @ £ ¥ it 5 AM-
TIS D 2.5 fETHh-TcZ EN—REIELOLND,

BIMENE R EASE TR T 5 PPA L&D BIHER
D_BEREC I HZEEERDRELLE T 5 &, FH
559 3y 3R MR 7 BRI T Ampicillin (ABPC) & o jtigy
ZHWT, ZOF%RY PPA (2g/R) BiX 54.5%,
ABPC (2g/R) B} 41.0% &, Carindacillin (CIPC)
Lol s\~ T, PPA (2g/B) it 54.2%, CIPC
(2g/B) BX35.7% LRE LTV 5%, EELMNIFE
AR 5 ART Miloxacin (MLX) & 0 #5235\ C, %

DR PPA (1.5g/8) THix 52.1%, MLX (2¢g/
H) Mk 71.2% LW L1, ¥7: Cinoxacin(CINX)
DRz B0T D ARFEITH T 5 WK MBS
63.5%, WROABYSET 45.8% TH1Y

EB R iR W RN T, SRR WM X
MESF iz X RABB ML, ChOoDRKELED
AM-TIS DT hk —Mi BT H XTI ELT
1L, AM-7TI5 08 REA 18 800mg EB|L Pl
Dikotf, 4i%hR 71.1% Efihotc bk # % 3
&, AM-T15 DML IREE BRIE I T D ER Rz +
NOLDOBR-HERBELDTH-TLEDL D Tk ic
Lo

B4 2Rz OWTiL, EREY aUSNgr
AM-715 BY (X 54.7%, PPA B¥ (X 45.3% & AM-715
R PPA BH— R ZBAMNIEHE h 1= (Table 15), |
Wi T LWl n T —T - OB LT xR
L, WHAizis\T, AM-7158%1 PPA B H~E -
T’z (Table 17, ¥ =B EIORRDOBED Tz,
G DIER TAM-715 B¢ PPA B H~ERIZE -~
\+t- (Table 18),

HEIR KT 58Tz ov-Tiz, AM-715 B PPA
Pl E -, BRELESIVURPRCLRAKT
HY, MERDOHENDOXER KB L T\ - (Table 19),
IR PID I BISARE - LR EFAT - FEEIIZHOh
lehoteo BRI THAIHEXYBILTARS L, Bl
BHDHVIZETERITIE, BAREMC, KERERD
Tk WSH (BARR - HT -7 HB) FIVHSE
Tt (BITEN - T -7 FABRM) OBHELERE,
tzh 7 =7 B EEJ CRIFFRMIz I T AM-
715 B¥A PPA BF_HNRTHEIHES), @BIHEANE
Bt

AM-T715 DANE iz x+ 5 AL+ ] Eh64 1
% THH1eDiZHNT, BRIZHTAHREZFRH547%
EE DM TDH - 1-DiL, WM IR BRYPIE TIRRBI
KBEBLYHTH LR, hT7—TA BB EOFER
T X D SRR LR TV R &GS FET AT
o, MEIRSHELTLHABRNFBROZLICLDS
DEHTENhD,

HIEFIZRICOWTix, PPA 0f 5 &M AM-TI5
D25ERTH1-Z LR ERTETHEN, FHE
LEDOEN LRI AM-T15 BT 84.9%, PPA HT78.4
% L TR ERTD S hich - 1, BREAICKENTS
&, 10 BREA LS BE S W oD 5 b 80% ML EOEHA
Ry g L-Eli: AM-715 BTt E. coli, K. preumo-
nige, Enterobacter 3s XU S.faecalis T, PPART
13 K. pneumoniae, Enterobacter %5 X U° S faecalis
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<$ -1 (Table 23), TRHD P.aeruginosa 12y
3 H&RIZ AM-715 B¢ 63.6%, PPA B 60.0% &i3i¥
ASORMTH - 7oA, MIC KTz AM-T15 FoJat
M (Table 24), P.aeruginosa Wb+ 2 HE 4 12
EhTih, WBEO X5 REEDOERC L » THIR
CENE LN T bDEER TS, BREHIANC
DnThS &, PPA BT GPC * Pseudomonas B%k
AM-T15 RO X Rt e THEA S S D AN AL
R CH - 7ont, HRk HREEEBUC IR BRI # WX
[BEETY (RS N Y

FHREORK I REIE L AM-T15 A PPA Bfic i~
THELED, EVRTLEIBMTH D, ORI
HENERLH UTI RBHPMERR > Tl -7k
AERYR L IR TIRRMTH ~ 1

O HERBIC T 2 EFO Bl {F A 1 165 Fish 2 61
1.2%) E27cl, BWERDO DI E RT3
DR1ADAT, HERDOBRREMOER) L FFHEEKR
#ffi (GOT, GPT) OE{t¥ 84 Fh 36, 3.6% =R
BDROAZTH B, AAROEEWHIS BRI TH 5 12
b, COEMDOATERDOKLEN R IhictT50D
BWIILRFEELLNDDT, £ELETOEIFERIC
BT3B ECoWTER LYV FHKY O&bhckst s
open trial #HERIC X 5 & 2,062 fih 78 #i, 3. 8% i
BEMBEIERLAED b, TOXBMIMBLBER T,
ESFRR 18 4 BO 124, ABEMR 104, T8
Hi T, £05 boBEPEABIT 14 # (23%) &
foTWwb, ¥BRERDSIBF /Y v HILEVER
EROKRICBWERTHS “DEV (X124 (0.6%)
CRELTED, 205 b4l FE LRI LTV,
TV F—EREES THRDH LN, D555 HEIH
ExlE LT3, ChBHDEIFRDORBEI KT
T BERTHRUELLBEIA TV 32, AHEH
REBRLTEETRELDEEL TV,

AHOEKKREMDOE/LIZ OV THEDTL GOT, GPT
HH\L AP ERGID 24 (2.6%) &, [FHEERHS
38 (0.5%), BMmEKL 14 0.1%), BUN E&1
B 0.1%) EBELTV3, Bk, X # OREARE
BE, RBHERCOVTHED 3, b0+ ) var £
YRAREAIC B LCRIIIeR Rz L, EEBER,
BRERL L1, BLAVEVEAET, 2BMHCEek
DE\EH EFMLT VB,

BIff R R LIcEBE I X 5 H B ¢,
B RORBHEECENED ORI, ol Enb, &
HoREHCKIET 5 X 5 ik, Ak PPA iRi~T
“WRR" CEAEMICDHD LFMEI s,

PPA iz GNR »i@ % & T5 UTI AR S h 5 %A
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THBHE LN, ARROXKD 5, GPC MYz
SLDRKR A, T GNR 2D A & LT -
BDIEGD 2 & LTI LT 2t AM-715 ¢
& PPA THc b, REOTRIRZDI, WhIK3s X UK K-
HTLUROCFhicCTHATRICE - T, HM
PMBREA T b MR Y 3 XU 4 B (FIIRIE) Dk
NERKYMRICHERSC LGN EABD bR, BAMK
RS LUMS B (BARY e » 7 — 7L HRHAD T
FBRTd » 7eo LAl GNR BT 2 BERZIRIL, in
vitro IC 35t} B AKID GNR e+ 53 EHOME ¥ K
BT 2 BTH - o

B BUMEYE IRBS AR Y i 0 T 2 AT D S KR, #XK
BEUCOWTETFORMEEMT 5, AHOBRI, B
CBIT A mMPOM T X, 4 #) 200 mg & PPA
250 mg Ok T BRI 1 B # T AM-
715 5% 1.14 ug/ml, PPA 2% 1.20 ug/ml, 0~8 B3
¥ CORPENKZEN LN, 42.6% & 53.4%, R
BWEEIZIC 0~ 2BERIRY € — 27T, FhEh 348 ug/
ml & 383 ug/ml THotzo § B ORKRD A& Tk
PPA B3 AM-715 B0 2.5 ThHD - L ERTH
¥ AM-715 B ARFIeRBETICH D H, REEBRPIELRK
CImARE L D L EYDORFBEI L DAY E TR T
W10, FIRD open trial i ki3 B BERERY 4 E]
DEERZFED S, AM-715 1[6 200 mg, 1 HE 800 mg
DRFETHECH LTHRI LHRBEHRIBOhI-Z &
5, AFOBMHEREBREIECH T2 LBRORER -
BIEU LD LEEL bR, HEMEIzOWTIE, K
HBRBRTIIEL LTEAROES > BRECHET 5 = &
BYEME Lo, —&ics BRBE T b h 7=
2, MROZ LM HEBOEEEc ST X b |EAR
NREBTHH 5,

PR RIBERZER, Rets JUFRABEOR M
& AM-7151% PPAICHNTHEICE - T b, HHMHE
REBRPIEDLEIE L LTHERALELOR S,

X 3
1) Iro, A.; K. Hira1, M. INoue, H. KoGa, S. Suzuk,
T. IRIKURA & S. M1TsunAsHI : In vitro antibac-
terial activity of AM-715, a new nalidixic
acid analog. Antimicr. Agents & Chemoth.
17 : 103~108, 1980
2) % 28 EAXR{LFEREFLEBS, FEvvHUY
All, AM-715, 1980, 33X
3) B IR, Ws B, REERZ, TERAX AW
BK: UWRBHERCET S AM-715 oX@ L
Fg o, Chemotherapy 29 (S-4) : 546~565, 1981
4) KMIE#, MFEXR (UTI HEL R K : UTI

(REERERIE) RHFMERE (8 = K)o Chemo-
therapy 28 : 321~341, 1980



1210

6)

~]

B)

CHEMOTHERAPY OCT. 1982
W70, U : BOAMOPE: R B RSt i %+ 5 Pipe- 9 M 26 MEXR{CF¥MEFANEBXLERY, KX
midic acid & Carindacillin o - Y R%L I X v v MRy Y ae Cinoxacin, 1979, MK
LMoL, Chemotherapy 26 : 285~310, 10) Kuasreasxy, J.; D. Daneav, G. Swinos & D,
1978 Weenrts : Antibacterial activity in serum and
T, il SOV IR G Sedilic 5+ 5 Pipe- urine as a therapeutic guide in bacteria]
midic acid & Ampicillin o= MHRLK X D infections. J. Infect. Dis. 129 : 187~193,
B o Lk, Chemotherapy 23 : 3049~3065, 1974
1975 11) Stamey, T. A.; W.R. Fair, M. M. Tioray,

T AAL ML oy MIC DU il T8 R i)
Yo FTBLLL e (MIC) Wil 2\ To Che-
motherapy 22 :1126~1128, 1974

fiprgesk, bz Beps b

M. A. MiLLer, G. Misara & Y. C. Lowesy :
Serum versus urinary antimicrobial concen-
trations in curc of urinary tract infections,
N.Engl. J. Med. 291 : 1159~1163, 1974
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ACID IN THE TREATMENT OF COMPLICATED
URINARY TRACT INFECTIONS

Sapao Kamipono, Osamu Tomioka, Koy Hikosaka and Joji IsHigami
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Controller
Tsuneo TaNakA
Department of Health Administration, School of Health Sciences,
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To evaluate the efficacy, safety and utility of AM-715 for the treatment of complicated urinary tract
infections, a double blind study comparing AM-715 with pipemidic acid (PPA) was carried out. Patients
received either 800 mg/day of AM-715 or 2,000 mg/day of PPA four times a day for 5 days by oral
route, and the following results were obtained.

1. Of the 339 patients, clinical efficacies were evaluated in 265 cases (AM-715 128 cases, PPA 137
cases) excepting 74 cases those excluded or dropped out. Side cffect was cvaluated in 334 cases (AM
-715 165 cases, PPA 169 cases). There was no significant diffcrence in the back-ground characteris-
tics between the two treatment groups.

2. Overall clinical efficacy was excellent in 30.5%, modcrate in 40.6%, and the cflcctiveness rate
was 71.1% in the AM-715 group. It was exccllent in 21. 2%, moderate in 37.2%, and the eflfective-
ness rate was 58.4% in the PPA group. Significantly higher cfficacy was obtained in the AM-715
group (P<0.03).

3. Pyuria was cleared in 38.8% of the cases treated with AM-715 and in 28.5% of the cascs
treated with PPA. The effect of AM-715 on pyuria seemed superior to that of PPA. Bacteriuria was
eliminated in 63.3% of the cases treated with AM-715 and in 48.2% of the cases treated with PPA.
The effect of AM-715 on bacteriuria was superior to that of PPA with significant difference (P<0. 04).

4. With respect to the classification by the type of infection, overall clinical efficacy in the 5th
group (polymicrobial infection with catheter indwelt) was excellent in 22.2% and moderate in 22.2%
(the effectiveness rate 44.4%) in the AM-715 group. It was only moderate in 10% (the effectiveness
rate 10%) in the PPA group. No significant difference was observed between the effects of AM-715
and PPA in other 5 groups.

5. The clinical efficacy evaluated by the attending physician was excellent in 36.22%, excellent or
good in 66.9% in the AM-715 group. It was excellent in 22.1%, excellent or good in 58.6% in the
PPA group. Significant difference was observed between the two groups.

6. In evaluation of GNR cases, the overall clinical efficacy was excellent in 29.3%, moderate in
41.4% and poor in 29.3% in the AM-715 group. It was excellent in 16.3%, moderate in 39.0%
and poor in 44.7% in the PPA group. Significantly higher efficacy was obtained in the AM-715 group.

7. Side effects were observed in 2 cases (1.2%) in the AM-715 group and in 7 cases (4.1%) in
the PPA group. No significant difference was observed between the groups. No severe change in
laboratory findings was observed.

8. It was considered that 800 mg/day of AM-715 might be same or more effective than 2,000 mg/
day of PPA, safe and useful for the treatment of complicated urinary tract infections.



