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HAREOILEMEEK Cinoxacin (BT CINX LMg4) o B IREEREIIHNT S
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BEL L _HERLBEARETE - 10

CINX it 1[a] 400 mg #1 B 2[E, NA {Z1[u 1,000 mg #1 H 3, ZNZFhsH
Mg s L, UTI ®earmike (EH) I U2 RREHE L EBioHE, ARk
DHERT% - 2o

REASUEBOBRAERMBETCREYDRECHBMICAELLIAD bk d o fodt Serratia
marcescens DY, 800 pg/ml L Lo MIC O#IED#kRIE CINX BoFosH ¥
B Do Tro 3 T MIRERBEZ Tk CINX BEOMBIRMAEEN NA BITH~NE Y
MBI ®H - T,

FBEI L 3 HETRENEIZI T CINX Bl NA BIZE~NEAEMEIZS - oo
HRBREESIZERIOERE, 23T TCOLFFEELMAS L CINX Hols NA #if
LV EAEMITH > 2o

$ e TAROH B £ M LT Pseudomonas aeruginosa Y % b\~ 7 SE BT O AT
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W3 OREEC L HIFoED b,

LEog&RrY, CINX d@0EK: L THEMERERIEC»Z YV ERTHL T L
BEAD bNTH, BYEHOWELCENLETSLT &ML T,
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FamE Ok Cinoxacin (CINX) DMK IR#
PUEICX T 2ERR, &AM, HRABEZENIGRNT S
»iL, BRLAYTH 5 Nalidixic acid(NA) ZREL LT
“EERMBHERETE > 7 15k, CINX & NA oM#EX
2 Fig. 1 iICR$TEBDTH 30

Fig. 1 Chemical structure of cinoxacin and
nalidixic acid
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Tiintc, 5 WIRARE L fo BIMENE R B TR HUAE B % xt
gLl

UTI E#haph A% (BTH) V¥ LT OF#KIT 16
mUEEL, HNEMbEN, @ %EMBR =5 @
/hpf O30, @OREFMEH = 104/ml DD, UE
D3kMGEHTEMAENRE Lic, MREB, i
FRBEEBFITR L 7 DRBAB & LBKZIRO M E
DMBELTHANENWZ L E LT, 2RO T I
DHEITHETHIORBREAE Lico OFTEDREHH
BOHMITTEhbNTHEWER, OBREBYHEIN
% ho 7oiEBl, @&H T Emergency key code %*Bf
BWUEN, OEIHBITHED Y £ B b 5P

BINIER, ORIERDDBEEHPILINGER,
®Z DR HEERENAH LB IEM. 727 LE
RO F < v 7 NHEEITTEENR, BT RIES%
DREFITH > THAVER ORI RE & Lz,
FRAEOREE: L TOERL X URIAPORAREE
TRIDB, @ NA ZEATTLvAF—OREDd b5
PIlREEr T 5, QBEELE AFEEDD 25EH
BRELXBI B LI LT

hd, HEITESD, BBREAIZRBROBE LML
THEL o

2. EABKUBRERZ®

CINX /1400 mg # " n &7 5 ®h7FEn, NA
it 500 mg # 7 earkERAL, ABEMNTELE
BD0EHEH 7 trtHn, Fig 2 RRTHRERFY
2=l Ledn 5 HEEREEL 2, 2b—aItr 7
A 2T OEHALILT ALY — FIRIBEFNRENTE,
TR My CHELRBOERELHL .

Fig. 2 Dosage schedule
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% : Cinoxacin 400 mg capsule
U * Placebo capsule
: Nalidixic acid 500 mg capsule

CINX o, #ilh, WINHELHE, BRARS2
M, BHMRMEYEICN TS 1 BEARE LT 800
mg A4 &N L, NAR B s o ARARE
Bzl 18 3,000 mg & L7,

KRR E LChERos ARSI EL
L, R TFEALBERENOME FEk BR
EREMMERERT L E L

RERTHITD, 2v bu—5 —Tk ) IRERITHNT
LNFer Il b, hEEbNIERATOWTERR
DBERT% b IR THITE B % & BARER T 2 EHK
PEAPHE GRIHETAHKE) KnTTEn, BHEL
SHL T3 EHHEREINT (Table 1), 37, NA
500 mg H LA ONnTRTFRO Y4 F~48mY ®
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Table 1 Pharmaceutical studies on cinoxacin
and nalidixic acid capsules used in
the comparative trial

Capsule Assay Disintegration
time
Cinoxacin 400 mg | 100.7%| 3 min. 15 sec.

Nalidixic acid 500 mg 99.7%| 2 min. 51 sec.

500 mg %€ & [Rl—® bioavailability %2 Z » 3 el
=% ()

3. EFOBMF

FAROEAGT X3~ b w—35 — T4k » 100 4
400 SEHIFAMERR E Nfc, 1 ML 4 JEFIS & L CINX
ENA &2 2 FERITOLED L5 REAMT bR,

AABRTCRH L7 rvarybw—5 - RFARFAL,
Blavie—7 —dFRRFERZMEEZHE - /DN
BHER, F2a2 e -5 -REBREERZDBMEYD
PHE - RRETHRITERTAL, TWEHNOBINTENE,
WIERENT, AMFTROREL LI HH L X B
®OT— 2O\, HEHLEOAFEL LT 5 R
FEZETEL 120

4. ®EHB

UTI E&hFrmade (B K8 l, #2e (1
HE), #E&THEH (B6 HH) WKBRRE MH
FRRE, REMOBKRELTR> 7. 2+F6HE
BRBERCUZBERETHHORELUTRLBZ &
ELl7o

BEMEIERZ O TR Y ERBELEHN
IZEHR L 7o

BRIE UTT Exhapistse (BT ([C#e L 400 4%
THERLAMBRKZEEL () ) (+) (&) (=)
D5 RIEIZFFM L /oo

HEEMRELIER A E LEEORE L CINX &
NA Zxt42% MIC HORMMEXTTE - 720 BEIEEH
DERTOERERE, LRV Y Hr® b
ER) rHRWAMBEICL VTR, BEORE, MIC
ORI BEERKEMEDFHRE GRILEBER)
REAT—FEL T %> T2,

ERRIRZA I, EMRREZERIC DWW Tk %2 (RBC,
Hb, Ht, WBC), Ims4{t22i9#%#E (S-GOT, S-GPT,
Al-p, BUN, S-Creatinine) # 7% - 720

5. EHOKRTFHE

84 (TBR%—, KB—%E, ¥ #— BHFHE &
B % RBEE, KHEFE KR A »HRIEE
WRREL LR, Mo, B%slokse s UTI %z

i E%e (M) ITHEUBEERBROHEER TR - oo
%k, TR ERIRSL L CIRFHESERIC L B BRR DN
ExER, A, AR, W%, LYW 5 BHEIC L
DIT% > Joo X LITIBFHANSE D, B, BIEA%R &
TRAENITHE L SENBAEREOHEL, FEEITH
B, WRE, T, T, ERICARWO 5 BEEERT
T% 2 720

6. F—H DRI

HBRETH, SHRREEOINENDOI L2V b
=7 —R&YF—a—rafrh, GHOEABTROH
B0, S#BREEO EIHHEY Tk oo BT
TEEL TR 2 #E, FISHER OE#HMERE LW
WILCOXON DJERIFIRE* A\, 5% % HE KMEL L
Tods, ERIFFHORBERIZOWTREIZERAEEREL
LIDREHRE 10% DBFBETONTIFNETL7zo Bt
WMHERREa vt —~5—0F 2y 7% 57

CINX 12U NA | EER 45 BN 2 PFE T
Pseudomonas aeruginosa \ZIZHWENPETE LNV E
2 b7z T Pseudomonas aeruginosa Rt 2
ATERIERDO#ET & & 31T Pseudomonas aeruginosa
BRLBRATIEAT O TORT I T% 7o

153 %

1. Pseudomonas aeruginosa i %a AT LFEH)
()%

PREREFIBUL 300 fT CINX # 149 41, NA #
151 BITH > 7o T I LERMBOBRET MR E L 12
Ok CINX B 113 4], NA BE1114C¢H b (Table 2),
BlfE HRESAESIZ CINX #f 145 4, NA B 149 fICH
2 726

ok, BEREBOANRIL Table 3, 4 TR, %
¥, BTSN NA RT2BHULOKEREO %
W11 BlUABREHERI D b AT B & F— a3 — F&H
(HNCHEBRERXTREI N,

1) NREHEZR

T, Ei, Sk - ABROR, Bk BRAREOR, »
77 BEBOAEF, UTI #50,

Pseudomonas

Table 2 Number of cases evaluated
for clinical efficacy

| Statistical
CINX | NA Total analysis
Enrolled 149 151 300
Excluded 29 31 60
xctude p=0.852
Dropt-out 7 9 16
Evaluated 113 111 224
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aeruginosa- Pseudomonas aeruginosa LA OB
oW THRER O H—H % BE L 7208 Table 5 TR
TEORXHBBHICERZRRD O EH 2 T

PETRHEZ  Table 6-1, 6-2 (2 RTLHIT, M
#L 317 E. coli, Pseudomonas aeruginosa,
Streptococcus sp. Serratia marcescens,
sp. A ENEZLBRHBINH LM TZ O HRRITH
BERZDONZHo T,

MIC fHOM Gk hifERiE Fig. 3 KRT LI
108 cells/ml 32, 10° cells/ml #:5 & 3 lBRICA =
ZRBDONEDo .

2) BRERVR

UTI P o R HER R KO BB
CINX BCirE% 15%, H%h 23%, &%) 62%, AH¥
% 38% ChHh, NA BTRREY 17%, H%) 13%, &
% 70%, ARE 30% THh MBEMICEEZR 2006
hkdoic (Table 7)., KEWKHRE UTI iyl
(Table 8), Bijh - R4 &S| (Table 9), »7F—F 1
HEOAES (Table 10) (THE L /o T T AR
BRATZERZBOONE o 7z LA L UTI B5IICE
35 Type 1 (HIEY, »H7—7r HEH) Tl

Proteus

Table 3 Reasons for exclusion

CINX BoBx%it 33.3%, NA HOAE%HHER 9.5%
Thbh, CINX BHOKN, HHETCEIZEANADL
Nz (P=0.085), (PRHERKELRT, LUTRL),

3) HBJYR

MRIRIZXT 2 SR 2 Bt L 7c 25 2/%f9 (Table 11) iz
%, Hih«BARKYES (Table 12) 123, #F—5u
MEOAES (Table 13) [ IMHMITEEELZD
Zdo foe

BRI T 2HRIZONWTLMEA (Table 14), K
Ih o BABYSE (Table 15), » 7~ 7 A HBOHEL
(Table 16) IZHRF LA L2 H, GEHEIZEEZRAD
ko fods, BIRETOMERL CINX Bok
ANABIVYBABERIZ DL BDbR (P=
0.082),

Table 5 Background characteristics

—all cases—
s g Statistical
Characteristics CINX | NA analysis
Male 73 72
S =1.000
ex Female 40 39 L
17~19
20~29 1 3
30~39 5
A 40~49 14 —0.410
ge 50~59 16| 15|P7
60~69 20 23
70~79 41 42
80~94 16 18
Hospitalized 60 56
Status Out patients 51 54 | p=0.687
Unknown 2 1
Single 67 70
Infecti =0.586
HHECHon | Mixed 46| 41|°
Indwelt 47 41
Catheter =0.497
€ Not indwelt | 66| 70|°
Type 1 18 21
Type 2 6 9
.Type of Type 3 12 14 0=0.626
infection Type 4 31 26
Type 5 29 20
Type 6 17 21
P. aeruginosa 27 22
I =0.519
solates Other organisms| 86 89 P
Total 113 | 111

Reason CINX | NA | Total
No underlying disease 2 3 5
Bacteriuria negative
or less than 102 cells/ml 2 20 41
Pyuria less than 5 cells/hpf. 0 1 1
Bacteriuria negative and 0 2 2
pyuria less than 5 cells/hpf.
Pre-medication by NA 6 5 11
or NA derivatives
Total ] 20 | 31 | 60
Table 4 Reasons for dropt-out
Reason ICINX NA | Total
No examination or 4 2 6
incorrectly timed examination
Concomitant chemotherapy 1 1 2
Discontinued due to Ly 4 5
adverse effect
Discontinued for other reasons| 1 2 3
Total 7 9| 16
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HRMEENHRORE TIE  Serratia marcesc- HOMEERCRBBHIZAEERBZD bNEho 1t
ens OEKPIX CINX ¥ 38.1%, NA It 9.1% & (Table 17),
CINX HOFNEBICEAMELRLIY, F0of MIC SliZHE L7z T A 108 cells/ml i, 108
cells/ml 8 & 312 800 pg/ml Ll o @l <k CINX

10 . .
Table 6 rganism isolated before the BOFH NA BLy b BER BABEEr &L~

treatment
—all cases—

Organism FCINX ‘ NA Total Table 6-2 Pattern of organisms —all cases—
Staphylococcus sp. 11 7 18 Pattern } CINX ’ NA Total
Streptococcus sp. 23| 21| u GPC o 5| 1
E. coli 2 | 30 62 GNB 58 65 123
Klebsiella sp. 4 3 7 GPC + GNB 18 11 29
Enterobacter sp. 17 18 35 GPC + GPC 1 0 1
Proteus sp. 13 24 37 GPC + Fungi 1 0 1
S. marcescens 21 22 43 GNB + GNB 20 18 38
P. aeruginosa 27 22 49 GPC + GPC + GNB 0 2 2
Other Pseudomonas 10 8 18 GPC + GNB + GNB 4 8 12
Other GNB 7 9 16 GNB + GNB + GNB 2 2 4

Total 165 | 164 | 329 Total ‘ 113 ‘ ui | 224

% 10* cells/ml % 10° cells/ml
100 100
—— CINX treatment group ( — CINX treatment group
---—- NA  treatment group ‘ ----NA  treatment group
;'? ;'é’ to NPA /»—---‘5
: g CINX //
to -*
2 50 2 50 N
$ 4 | /.za_/#of'ﬁis/
e 5 w T
= = L F
3 = ,i’o‘/ﬁ/
5 5 a
O s} | ﬁ'/
<078 15 3.3 65 125 % 50 10 20 40 80 >80 <078 15 31365 125 % 50 100 20 40 %0 580
MIC ( ug/ml) MIC ( pg/ml)
Table 7 Overall clinical efficacy evaluated by the committee —all cases—
Statistical analysis
Drug Excellent Good Poor Total
Excellent l Excel.+Good
|
CINX 17 (15”/2% (:lg«y?e (23%) 70 (62%) 113 ’[
| ? p=0.718 | p=0.206
19 (17%) 14 (13%) ?
N 78 (709 111
A 33 (30%) (70%) B
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~ - Table 8 Overall clinical efficacy classified by type of infection —all cases—
£¥gciig£ ‘ Drug ‘ Excellent l Ggfi . ; Poor Total Excellent Excel.+ Good
cinx | ¢ 5-6% (3’3 3? (27.8) 12 (66.7) 18 P=1.000 P=0.112
Type 1
1048 | 1(4.8) Z=—1.723
NA AG RS - | 19 (90.5) 21 P— 0,085
cwx | O (3‘3 3§ (33.3) 4 (66.7) 6 P=1.000 P=0.608
Type 2 .
111 | 4 (44.4 Z= 0.930
NA } (55.6) ) 4 (W9 9 P= 0.353
cinx | 2467 (5’0 0‘)* (38.3) 6 (50.0) 12 P=0.652 P=1.000
Type 3 ’
Z= 0.280
NA c (28'6)7 (5|o.o§ @ 7 (50.0) 14 P=0.780
ciNx | 1287 (6‘7 7;’ (29.0) 10 (32.3) 31 P=0.587 P=0.413
Type 4 i
8 (30.8 6 (23.1 Z=—0.956
NA ( 1‘)1 (513.8) ( ) 12 (46.2) 26 P= 0.339
CINX iﬁ(:"ﬁ%_ﬁlﬁéﬁﬁ;@f 26 (89.7) 29 P=1.000 P=0.636
type s |- | . Z=—0.621
NA 1 (5.0 t 5.03) 19 (95.0) 20 5= o a4
cINX | L (5'9% (2‘9 4§ (23.5) 12 (70.6) 17 P=0.355 P=0.703
Type 8 l . Z=-0.415
NA 4 19.0) 5o 17 (81.0) 21 L 0en
i (): %
Table 9 Overall clinical efficacy classified by single or mixed infection —all cases—
T . ' i l } [ Statistical analysis
B Infection Drug !Excellent : Good | Poor | Total |—Excellent [Excel+Good
ciNx |15 (23;,/”)(4220/0) (30%) | 35 (48%) 67
(4
Single infection ‘ p=0.835 p=0.172
NA |14 (zg;/”)( 40},/‘:)@0%) 42 (60%) 70
cinx | 2(C 4;/’)(1‘7 (;5)(13%) 38 (83%) 46
0
Mixed infection ’ p=0.247 p=0.559
5(12%)| 0 f
| 2 U2%)i U
| NA | o) 36 (88%) 41 |
Table 10 Overall clinical efficacy classified by indwelling catheter —all cases—

| Statistical analysis

|
Catheter Drug | Excellent ‘ Good ,‘ Poor Total “Excellent |Excel.+Good

| cINX | -2 (4;/0(1'90/:)(15%) 38 (81%) a7

Indwelt ‘ p=1.000 p=0.129
na [ 2OPLICD ] 5w g
ciNx |15 (ng’)(lz},/‘:)(zg%) 32 (48%) | 66

Not indwelt | . p=0.843 p=0.390
Na |10 BB | w0 1) | 70
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Table 11 Efficacy on pyuria evaluated by the committee —all cases—
| ‘ Statistical analysis
Drug Cleared Decreased | Unchanged | Total T
\ \ ! Cleared | Clear.+ Decr.
‘ ‘ . L
28 (25%) | 21 (19%)
CINX 49 (43% - 64 (57%) | 113 |
—_— u(—*r— ] e e - p=0.547 p=0.343
32 29%) | 97( 8%) ~ |
NA | 4l (37%) 70 (63%) 111 | |
p=0.649
Table 12 thcacy on pyurla classmed by smgle or mlxed mfectwn —all cases—
| ' | | | Statlstlcal analysis
Infection Drug Cleared ‘Decreased Unchanged| Total |-
‘ ’ Cleared !Clear.+ Decr.
|21 (31%) | 12 (18%) N | 3 -
‘ CINX 33—(49% 34 (51%) 67 | %
Single infection |[——— | ——— —————efe——[ p=1.000 ! p=0.305
21 (30%)1 7 (10%) |
| NA 2 40%) 42 (60%) 70 i ;
} ciNx | -G (15;@) (‘35‘; )(2°%> 30 (65%) 46
0
Mixed infection —— —— | ———2 1 p=o0.108 p=0.822
| 11 (27%) | 2 (5%) :
| NA RET 28 (68%) 41 |
Table 13 Efflcacy on pyurla classified by mdwelhng catheter —all cases—
| \ ‘ i 1 Statlstlcal analysxs
Catheter Drug | Cleared |Decreased| Unchanged Total —
| Cleared 'Clear +Decr
I S
T \ ) , 1 e Amay | T | i
ciNg | T(5%)| 8 @) | 4 (68%) 47
1 \ 15 (32%) i | | ,
Indwelt oo — - p=0.166 p=0.228
| 2 (5%) | 6 U5%) | 33 @osy | 41 ’
NA B@m ¢ ”’)1 I |
cinx | A28 (\5;3;'/)(20% 32 (48%) E 66
% !
Not indwelt | ‘ ‘ — p=0.216 p=0.732
| 30 (43%) | 3 (4%) 37 (539 70
M T wam | T Q S I R
Table 14 Efficacy on bacteriuria evaluated by the committee —all cases—
- ‘ | | Statistical analysis
Drug Eliminated | Decreased | Replaced |Unchanged| Total S
Eliminated 1 Elim.+ Decr.
— ‘—‘ T T — v‘—\ i i
CINX i(‘"*o;/;)n‘%_f (3%) 14 a2%) 62 (55%) | 113 \
_ _ (‘ %) | p=0.369 p=0.469
27 (24%) | 4 (4%) | 10 ( 99 70 (63% 111
NA S 8%y | (9%) (63%)

p=0.232
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Table 15 Efficacy on bacteriuria classified by single or mixed infection —all cases—
| ' Statistical analysis
Infection ‘ -Drug | Eliminated | Decreased | Replaced |Unchanged | Total
! g Eliminated [Elim.+ Decr.
CINX E 31 (46%) 4|90 238 | 7 qow) | 21 w0%) | 67
Single o Besn) p=0.082 =0.170
mfection | (A 2.6 | 4C6%) ¢ (ouy | 8 sasy | 10 R
1 26 (37%) ?
cinx | 3.C7%) ‘9” LC2%) | 7 (as%) | 35 (16%) | 46
Mixed i 4 (9%) =0.467 | p=
n , | DGO ! — p=0. p=0.729
infection i 5 12%) | 0 | |
9, 9
NA | & %) ! 4 (10%) | 32 (78%) 1 41
Table 16 Efficacy on bacteriuria classified by indwelling catheter —all cases—

f | Statistical analysis
Catheter | Drug |Eliminated | Decreased | Replaced | Unchanged| Total
‘ | Eliminated [Elim.+Decr.
! -
CINX | -8 (13’/(‘5)(1J3,y§’ 8 (17%) | 33 (10%) | 47
0
Indwelt | p=0.276 p=0.276
2 (5%) 0
NA 2 (5%) 8 (20%) 31 (76%) 41
cmvx | 28.62%) | _3(5%) | 6 (9%) | 20 44%) | 66
Not 31 (47%)
indwelt 25 (36%) ' 4 (6%) p=0.483 p=0.605
5 (36% 6%
NA 25 @1%) 22 2 (3%) | 39 (56%) 70
Table 17 Bacteriologic response —all cases—
! CINX NA Statistical
Organism - -
Isolated Era?z/i ?ted Persisted | Isolated Erad;ﬁated Persisted analysis
Staphylococcus sp. 11 7 (63.6) 4 7 5 (71.4) 2 p=1.0
Streptococcus sp. 23 15 (65.2) 8 21 8 (38.1) 13 p=0.130
E. coli 32 21 (65.6) 11 30 19 (63.3) 1 p=1.000
Klebsiella sp. 4 3 (75.0) 1 3 0 3 p=0.143
Enterobacter sp. 17 9 (52.9) 8 18 14 (77.8) 4 p=0.164
Proteus sp. 13 6 (46.2) 7 24 14 (58.3) 10 p=0.512
S. marcescens 21 8 (38.1) 13 22 2 (9.1 20 p=0.034 *
P. aeruginosa 27 5 (18.5) 22 22 4 (18.2) 18 p=1.000
Pseudomonas sp. 10 3 (30.0) 7 8 4 (50.0) 4 p=0.630
GNB 7 5 (71.4) 2 9 5 (55.6) 4 p=0.633
Total 165 | 82 (49.7) 83 164 75 (45.7) 89 p=0.508

* Significant difference
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(Table 18),

RS % BB Streptococcus faecalis, Pseudomo-
nas aeruginosa, Serratia marcescens 7% ¥R L
SREBLBBEINA, AFF+5 & CINX #fid 29 #
23 f] (20.4%), NA P 40 ¥ 35§ (31.5%) T3
D, HMEER NA HoFd CINX FTH~NTHNMK
iz 7z (P=0.067) (Table 19),
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THb, EHLETH NARNI(P=0.10), %% HH%
@ CINX fif#¢ (P=0.097) ZHENEHAHEHMAAH LN
7= (Table 20),

5) HRMEORE

TG R L 312 18% THo oAb, R,
£, $TMLBE CINX Bf 62%, NA I 49%T
HY, CINX Fns NA BHZIE B M sk bt (P=

4) FRELCXSGBEERYR

EREICE 22 R HE IR CINX IF 111 4,

NA ¥

110 iz 2w Tiihbihiz, CINX PETIER 12%,
A% 32%, °°ER 22%, HEX) 34% TH ),
TIRER 20%, B 13%, KR 18%, W% 49%

NA ¥

0.060) (Table 21),

2.

WIE PR CINX ¥ 86 1,

R

THo 1o

Pseudomonas aeruginosa %8 ( /=B D

NA 89 floF[ 175 4

Table 18 Bacterlologlc response classified by MIC —all cases : 10® cells/ml—
— T - .
MIC Total : -CINX N NA Statistical
(pg/ml) Isolated !Eilju(i;/g?ted_ 1?er(s;/§§ed l Isolate@ \7Erado}c)atedi f’ér(szged 7 anal?sm
3.13 16 : 8 | 8 (100.0) 0 ‘ 8 8 (100. 0) 0 p=1.000
6.25 39 | 12 } 9 ( 75.0) 3 (25.0) 27 117 ( 63.0) | 10 (37.0) p=0.714
12.5 26 14 ‘ 11 ( 78.6) 3 (21.4) | 12 10 ( 83.3) ‘ 2 (16.7) | p=1.000
25 12 6 | 4 (66.7) 2 ( 33.3) 6 4 (66.7) 2 ( 33.3) } p=1.000
50 7 5 | 2 (40.0) 3 ( 60.0) 2 1 (50.0) 1 (50.0) ‘ p=1.000
100 12 9 ’l 6 ( 66.7) 3 ( 33.3) 3 1 ( 33.3) 2 (66.7) | p=0.523
200 12 7 | 2 (28.6) 5 (71.4) 5 i 2 ( 40.0) ’ 3 ( 60.0) p=1.000
400 7 3 | 1333 2 (66.7) 4 |0 4 (100.0) | p=0.429
| |
800 15 | 4 | 0 4 (100.0) 11 3(27.3) 8(72.7) p=0.516
800<C 125 i 74 28 ( 37.8) | 46 ( 62.2) 51 | 10 ( 19.6) , 41 ( 80.4)  p=0.032 *
Total 271 | 142 ‘ 71 ( 50.0) | 71 ( 50.0) 129 | 56 ( 43.4) { 73 ( 56.6) ‘ p=0.330
—all cases : 10¢ cells/ml—
MIC Total CINX NA ‘ Statistical
(rg/ml) Eradicated | Persisted Eradicated | Persisted analysis
Isolated (%) (%) Isolated (%) (%) -
|
1.56 9 4 | 4@00.0) ] o 5 | 5(100.0) | 0  p=1.000
3.13 41 20 |16 ( 80.0) | 4 ( 20.0) 21 j 13 (61.9) | 8 ( 38.1) ‘ p=0.306
| | |
6.25 32 11 9 (81.8)| 2 (18.2) 21 |17 ( 81.0) | 4 (19.0) , p=1.000
12.5 12 6 4 (66.7) | 2 (33.3) 6  4(66.7) 2(33.3) | p=1.000
25 7 6 | 2(33.3) 4 (66.7) 1 1(100.0) o0 \ p=0.429
50 11 8 ‘ 6 ( 75.0) 2 ( 25.0) 3 2 (66.7) 1 ( 33.3) ‘ p=1.000
100 14 6 1 (16.7) 5 ( 83.3) 8 1 (12.5) 7 (87.5) , p=1.000
200 9 3 | 1(333) | 2(66.7) 6 2 (33.3) 4 (66.7) } p=1.000
400 21 6 ‘ 1 (16.7) 5 ( 83.3) 15 4 (26.7) |11 ( 73.3) ‘ p=1.000
800 6 6 | 0 6 (100.0) 0 0 0
800< 109 66 lz7 (40.9) |39 (59.1) 43 7 (16.3) |36 (83.7) | p=0.011 *
Total 271 142 ‘ 71 ( 50.0) 71 ( 50.0) 129 56 ( 43.4) | 73 ( 56.6) ‘ P= O 330
* Significant difference
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Table 19 Strains appearing after the treatment

—all cases—

\

Organism | CINX (%) ‘ NA (%) Total (%)
S. epidermidis ? 4 ( 13.8) 0 4 ( 5.8
S. faecalis 4 (13.8) 7 ( 17.5) 11 ( 15.9)
Other GPC 4 (13.8) 2 ( 5.0 6 ( 8.6)
E. coli 0 2 ( 5.0 2 ( 2.9
C. freundii 0 3 ( 7.5 3 ( 4.3)
K. pneumoniae 0 1 ( 2.5 1( 1.9
E. aerogenes 1 ( 3.4 2 ( 5.0 3( 4.3)
Proteus sp. 0 6 ( 15.0) 6 ( 8.6)
S. marcescens j 3 (10.3) 6 ( 15.0) 9 ( 13.0)
P. aeruginosa ! 4 (13.8) 6 ( 15.0) 10 ( 14.5)
Other Pseudomonas ' 5 (17.2) 1 ( 2.5) 6 ( 8.6)
Other GNB 3 (10.3) 4 (10.0) 7(C 9.9
Fungi ! 1 ( 3.4 0 1( 1.9

Total l 29 (100.0) 40 (100.0) \ 69 (100.0)

|

Appearing cases / Total No. of cases

| 23/113 ( 20.9)

35/111 ( 31.5)

| 58/224 ( 25.9)

p=0.067
Table 20 Global judgement evaluated by the attending physicians —all cases—
Statistical analysis
Drug Excellent Good Fair Poor Total
‘ Excellent ' Excel.+Good
————————— | I —— S S —— \.
CINX 1-341-2-@(—4“1??—@%”/) 24 (22%) | 38 (34%) | 111
0
| p=0.10 p=0.097
22 (20%) | 14 (13%)
NA 36 (32%) 20 (18%) 54 (49%) 110
p=0.144
Table 21 Evaluation of usefulness —all cases—
Remarkably Moderately | Slightly | Not H T Statistical analysis
Drug armful otal
useful useful useful | useful Rem. [Rem.+Mod. Reféi';MOd‘
20 (18%) | 25 (22%)
— T 25 (22%)
CINX 45 (40%) 39(35%)| 4 (4%) | 113
70 (62%)
— p=1.0 | p=0.268 p=0.060
20 (18%) | 16 (14%)
18 (16%)
NA 36 (32%) 52(479%)| 5 ( 5%) | 111
54 (49%)

p=0.135
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1) HREHBZ

%, FW, Ak ABEos, Hih - BEREDH, »
F=7HBOAEN, UTI BRI OWTHERERO
H—tEERE L7225, Table 22 TR+ & 5 IR
BEERBDONE D T2,

B¥AERE X Table 23 |Z/R$ L 512 Pseudomonas
aeruginosa RN TR MIBEMICAEEZARD bk b
2120 MIC D5 % AT 4581 Fig. 4 1TRT &
h &% 108 cells/ml H:HH, 10° cells/ml #:E & 3
BRIZAEERZDONE D T2,

2) BEEEYR

UTI Ezhaf 28628 /Mg Tl CINX @it
% 20%, % 29%, Wxh 51%, B 49% TH
b, NA BTEER 20%, A% 16%, K% 64%, A
%#36% THY, HHRICEHWT CINX BHoh4 NA
BITHA~E L Hidh bz (P=0.094) (Table 24),

Table 22 Background characteristics
—excluded P. aeruginosa cases—

UTI BB L2 AE6 8 (BERE 1T
—FARER) OoFHET CINX HoAd NA BHX
DB AA b (P=0.095) (Table 25), Mijh
cBRABRENOBRFA CRMBEICEEZ LR Eho 1o
(Table 26) #35, H7—TrBEOBENTRAT—7
AEEIEFIO CINX BoFZER 30% THH NA
BOBRHE 7% THRTERICE» > - (Table 27),

3) mBNYR
MRERIT x5 5 %R 2y (Table 28), Hijh«R&
Y5l (Table 29), #5—FrHBBOHFMLE (Table
30) IZHRE L eI BERIC A B E R B bk o 1o,

HERICH T 23R e at Lz &2 A2Mm (Table
3) [T MEMIZAEEERED b Zho 7ohs, Bib
< BE& BYe5) (Table 32) T HIMREOHMB KL
CINX P¥ 54%, NA #f 37% - CINX BOHHBWHE
MR bife (P=0.093), 77 —7 A BBEOHES

Table 23-1 Organism isolated before
the treatment
—excluded P aeruginosa cases—

No. of
‘s cases Statistical
Characteristics CINX| Na | analysis Organism CINX NA Total
Staphylococcus sp. 9 7 16
Male 51 | 58 pry 5P
Sex F ) 35 31 p=0.440 Streptococcus sp. 18 18 36
emale E. coli 30 28 58
17~19 0 2 Klebsiella sp. 4 3 7
20~29 3 Enterobacter sp. 14 18 32
30~39 4 1 Proteus sp. 11 18 29
40~49 12 3 N
Age p=0.205 S. marcescens 17 20 37
50~59 12 15 Pseudomonas sp. 10 6 16
60~69 17 17 Other GNB 6 8 14
70~79 32| 36 Total ’ 119 ’ 126 ’ 245
80~94 8 12
Hospitalized 43 44
Status Out patients | 41 45 | p=0.879 Table 23-2 Pattern of organisms
Unknown | 2 0 —excluded P. aeruginosa cases—
Infection Single 56 60 p=0.752 Pattern CINX | NA ‘ Total
Mixed 30 29
i e - GPC 9 5 14
Catheter | """ p=1.0 GNB | 47 | 55 | 102
ot indwelt | 59 | 61 GPC + GNB 13 10 23
Type 1 13 16 GPC + GPC 1 0
Type 2 6 8 GPC + Fungi 1 0
Type of Type 3 11 13 —0.956 GNB + GNB 12 11 23
infection | Type 4 2 | 23 | P70 GPC + GPC + GNB 0 2 2
Type 5 14 12 GPC + GNB + GNB 2 6
Type 6 16 17 GNB + GNB + GNB 1 0 1
Total 86 89 Total 86 89 175
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Fig. 4 Sensitivity distribution of isolates before the treatment
(excluded P. aeruginosa cases)
1(;/3 10° cells/ml 100/6 10° cells/ml
— CINX treatment group [ — CINX treatment group
----NA  treatment group ---- NA  treatment group
|
o I &
< 4 to NA g
= | . (7] to CINX
§ to CINX . :z::\af’ § \ e
g 50+ Pt & s0- RN
2 w v P
E ’,’/2/78% ) :‘_E /’/:;./ ‘to NA
3 o 2 s
E -// E /2/
6 &) ‘ ’hl
//I

<078 15 313 655 125 25 50 100 20 40 &0 >80
MIC( ptg/ml)

Table 24 Overall clinical efficacy

<078 156 313 65 125 25 50 100 20 40 &0 580
MIC ( pig/ml)

evaluated by the committee
—excluded P. aeruginosa cases—

Statistical analysis
Drug Excellent Good Poor Total
Excellent Excel.+Good
17 (20%) 25 (29%)
NX 44 (519 86
CI 42 (49%) (51%)
| p==1.0 p=0.094
18 (20%) 14 (16%)
57 (644 89
NA 32 (36%) (64%)
p=0.193

(Table 33) CREBBEIAEEZRZRD bNEdo i,
HES B EOZR ORI TIX, Streptococcus sp.
X X Serratia marcescens OFEKRFEIZEH T CINX
Bt NA BI) Rk 2obhic (P=0.094,

0.052) (Table 34),

MIC BloBEIZEHENWTY, ®ikh 800 pg/ml Ll E
OHIET CINX BOEHBARBOLH NA Hothk
Y YEFICEH D> 7z (Table 35),

BE%HE#ER CINX B 25 # 19 #1(22.1%), NA
L 29tk 27 #) (30.3%) THYH, WMEMIIEEER
AW bk ho 7= (Table 36),

1) EREILKSBEERDR

FREI L %R HERE CINX #8554, NA B 88
BUZ DWW TITh b iz, CINX #d¥E%h15%, F% 35
%, RHBR 22%, EEh 21% THY, NA Bt EX
24%, B%h 14%, B 15%, H%h 48% TH DY,
ARBi: CINX Bht NA BICh~ELZERNRA LN

7z (P=0.093) (Table 37),

5) HREOR%

FEEIMR L CINX # 22%, NA #21% LREKE
THo oA, HE FFES, T TWxZE CINX#
66%, NA ¥ 52% &b CINX #H NA BHTH~
BB HR btz (P=0.065) (Table 38),

3. B £ B

BIVEFABEAEMIZ CINX B 145 4], NA # 149 #
%o 7 (Table 39), HEMEWEBIZOWTHIER
& Table 40 (TiR3 & 51t CINX 2 145 4k 3 #l

(2.1%), NA B 149 HlA 9 4l (6.0%) ITHELeH
REABCETEZR B0 b hdofco BHEAD NRA
Table 41 [T7R+ X 51T CINX Bt 341& d BBES
Tho oA, NA BTRBBEESE 6 Floitiz kK
Ve 2 Hli & &M 1 AIRD b, REFIEAR
CINX BHZ 14, NA BIT4BTH> 1o

BERREEICOVWTHE, RENHRICKRE L LEMNR
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Table 25 Overall clinical efficacy classified by type of infection
—excluded P aeruginosa cases—

I;g?:ct(ij(f) n Drug Excellent ’ Good Poor ‘ Total 1 Excellent Excel.+Good
cng | 107D | 4 @30.8) 8 ( 61.5) 13 p=1.000 p=0.102
Type 1 5 (318.5)
1 (6.3) 1 (6.3) Z=—1.496
NA 27(12.5) 14 ( 87.5) 16 p= 0.135
ciNx | O ,,,,,2,'(3‘3‘.3%@3;3)# 4 (66.7) 6 p=1.000 p=0.592
Type 2 |— ‘
1 (12.5) 4 (50.0) Z= 1.155
NA 565 3 (37.5) 8 b— 0248
CINX 2 (18‘223 (5|4 5‘)‘ (36.4) 5 ( 45.5) 1 p=0.649 p=1.000
Type 3 | )
4 (30.8) 3 (23.1) Z= 0.280
NA oIS 6 ( 46.2) 13 b= 0.779
12 (46.2) | 9 (34.6) _ _
CINX ST 08 5 ( 19.2) 26 p=0.562 p=0.205
Type 4 1
8 (34.8) 6 (26.1) Z=-1.270
NA 14 (60.9) 9 (38.1) 23 = 0.204
cinx | < Z1) (2‘1 5 a4.3) | 11 ( 78.6) 14 p=1.000 p=0.225
Type 5 ' ;
0 0 Z=—1.669
NA 5 12 (100.0) 12 o= 0,09
CINX 1 (6'3% (3‘1 3‘)‘ @5.00 | 11 ( 68.8) 16 p=0.335 p=0.708
Type 6 | . 7
4 (23.5) 0 =—0.115
NA ¢35 13 ( 76.5) 17 p= 0.908
()%
Table 26 Overall clinical efficacy classified by single or mixed infection
—excluded P. aeruginosa cases—
l Statistical analysis
Infection Drug | Excellent Good Poor Total
Excellent | Excel.+Good
ciNx | 1870 61%34%) 22 (39%) 56
0
Single infection ‘ p=0.675 p=0.141
14 (23%) | 14 (23%) 2
NA ) 32 (53%) 60
cinx | 2078 (‘27‘3/)(20%) 22 (73%) 30
0
Mixed infection |-— } p=0.424 p=0.333
4 (14%) | 0 9
NA Ty 25 (86%) 29
RBC : CINX # 123 #, NA # 124 4 (Fig. 5), CINX # 117 ], NA # 121 & (Fig. 9), S-GPT :

Hb: CINX 2t 123 #I, NA 2 124 # (Fig. 6), Ht  CINX B 116 i, NA ¥ 121 % (Fig. 10), Al-p :
: CINX P 121 #|, NA Bt 121 # (Fig. 7), WBC  CINX B 110 #, NA % 120 # (Fig. 11), BUN: CINX
: CINX 2 122 #), NA B 123 (Fig. 8), S-GOT: B 123 fl, NA B¢ 124 ) (Fig. 12), S-Creatinine :
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Table 27 Overall clinical efficacy classified by indwelling catheter

—excluded P. aeruginosa cases—

Statistical analysis
Catheter Drug | Excellent Good Poor Total Y _
Excellent | Excel.+Good
cinxy | 2< 77;;) 30%22%) 19 (70%) 27
Indwelt ‘ p=0.611 p=0.040 *
NA 1( 4”/;)( 7%( 4%) | 26 (93%) 28
cINx |18 (25::/;) (’5{13?%)(32%2 25 (42%) 59
Not indwelt ’ — p=0.838 p=0.367
Na | 17.(28%) . 433’/0)(21%) 31 (51%) 61

* Significant difference

Table 28 Efficacy on pyuria evaluated by the committee

—excluded P. aeruginosa cases—

Statistical analysis
Drug Cleared Decreased | Unchanged Total
Cleared Clear.+ Decr.
24 (28%) 16 (19%)
CINX 40 (46%) 46 (54%) 86
| p=0.742 p=0.287
27 (30%) 7 (8%)
NA 3 (38%) 55 (62%) 89
p=0.530

Table 29 Efficacy on pyuria classified by single or mixed infection

—excluded P. aeruginosa cases—

Statistical analysis
Infection Drug Cleared | Decreased | Unchanged Total
Cleared Clear.+ Decr.
cinx |18 (322”/;) 5(1)2/)(18”/”) 28 (50%) 56
(4
Single infection | p=1.000 p=0.577
20 (33%) | 6 (10%)
NA 26 (13%) 34 (57%) 60
cINX | -8 (201”/? (’405/)(20%) 18 (60%) 30
(]
Mixed infection | p=0.761 p=0.412
7 (24%)| 1 (3%)
NA 8 (8% 21 (72%) 29

CINX # 122 4, NA 2 123 #) (Fig. 13) T& - fzo

LED 5b s REMY RLIEMNR WBC O &
AHt CINX BE1 41 « NABE3 #iZ, S-GOT @ EH A
CINX B 1 #) - NA B 3 #iT, S-GPT @ kH#4¢ CINX
BE1 M- NA PE3HIZ, Al-p © LR CINX #2464 -
NA 2341z, BUN @ EFds CINX #3 4] NA B

3BT ENENA bR, 09 bEREILYEA
HELMEEDD XN b0k CINX BTk S-GPT
A% 19 BifirAs 87 WA : R L7 1HITHY, NA BT
3 S-GPT ¢ 27 Hfihb 64 Bfr s ERLC1IAOD
it 2plcHo 7= (Table 42),
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Table 30 Efficacy on pyuria classified by indwelling catheter

—excluded P. aeruginosa cases—

Statistical analysis
Catheter Drug Cleared |Decreased | Unchanged Total
Cleared |Clear. +Decr.
ciNx | 5. A9%) 5 ;) A5%) 18 (679%) 27
0
Indwelt ( ‘ p=0.101 p=0.227
1 (4%) 4 (14%)
NA 5 (8% 23 (82%) 28
cINX |19 (32;/;) (|5310/2)(2°%) 28 (48%) 59
Not indwelt | 2 p=0.263 p=0.715
26 (43%) 3 (5%)
NA 35 (1875 32 (53%) 61

Table 31 Efficacy on bacteriuria evaluated by the committee

—excluded P. aeruginosa cases—

Statistical analysis
Drug Eliminated | Decreased Replaced | Unchanged Total
Eliminated Elim.+ Decr.
33 (38%) | 3 (4%)
CINX 36 (42%) 13 (15%) | 37 (43%) 86
' p=0.206 p=0.279
26 (29%) 4 (5%)
NA 30 (34%) 9 (10%) | 50 (56%) 89
p=0.105
Table 32 Efficacy on bacteriuria evaluated by single or mixed infection
—excluded P. aeruginosa cases—
Statistical analysis
Infection Drug [Eliminated|Decreased | Replaced | Unchanged | Total
Eliminated [Elim.+Decr.
cINx | 30.G4%) - ,/2)( 4%)| 7 13%)| 17 (30%) | 56
0
Single infection . p=0.093 p=0.193
22 (31%) |4 (1%) , ,
NA 26 @3%) 6 (10%)| 28 (47%) 60
cnx | 2.00%) | 1 (3% 6 00| 20 619) | 30
. 4 (13%)
Mixed infection ' p=0.706 | p=1.000
4 (14%) 0
NA 4 4% 3 (10%)| 22 (76%) 29
= " LEMERBBIETH Y, L REOREEORRIT

CINX 1 2 0 BE#BIERITH~T RAGEHBHIE N
DHFHU D THY, TNRRBEREEE, AL L
EELLND, FRBRPEDOHT, BEREMND > & 31E
RIZAZL T30, RBIZMLrORBKRELET

Bl LBV, BAREORMELEL D L HHEER
BEBRER D, DLBREOPREZDLOTHEZND &
ftl I Nt FRAEEOHRTLEL AnbhTnd NA
LRBEAE L CEEREL A, CINX oMk
REEIEICH T 5BRIR L REL TR Lok L
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Table 33 Efficacy on bacteriuria classified by indwelling catheter
—excluded P. aeruginosa cases—
Statistical analysis
Catheter Drug |Eliminated | Decreased | Replaced |Unchanged| Total
Eliminated |Elim.+Decr.
cINx | 5 9%) |0 7 (26%) | 15 (56%) | 27
5 (19%)
Indwelt ’ p=0.101 p=0.101
1(4%) | 0 0 9
NA A% 7 (25%) | 20 (71%) 28
CINk | BUB%) | 3 (5%) | ¢ gy | 22 1oy | 59
31 (53%)
Not indwelt | p=0.582 p=0.715
25 (41%) 4 (7%) o o
NA 29 (48%) 2 (3%) | 30 (49%) 61
Table 34 Bacteriologic response
—excluded P. aeruginosa cases—
o . CINX NA Statistical
rganism : -
Isolated Erat(iz/sz)ated Persisted | Isolated Erad;/:.ated Persisted | analysis
Staphylococcus sp. 9 5 (55.6) 4 7 5 (71.4) 2 p=0.633
Streptococcus sp. 18 12 (66.7) 6 18 6 (33.3) 12 p=0.094
E. coli 30 20 (66.7) 10 28 18 (64.3) 10 p=1.000
Klebsiella sp. 4 3 (75.0) 1 3 0 3 p=0.143
Enterobacter sp. 14 8 (57.1) 6 18 14 (77.8) p=0.267
Proteus sp. 11 6 (54.5) 5 18 11 (61.1) 7 p=1.0
S. marcescens 17 7 (41.2) 10 20 2 (10.0) 18 p=0.052
Other Pseudomonas 10 3 (30.0) 7 6 2 (33.3) p=1.0
Other GNB 6 4 (66.7) 2 8 5 (62.5) 3 p=1.0
Total 119 68 (57.1) 51 126 63 (50.0) 63 p=0.306

ZOXHIEBHIOTH D, L LERMHES K
X 3k CINX |t Pseudomonas aeruginosa {Zxt3 541
BHABBAZ MWL TR, Thid NA 3FELT
B2, ZDT EhbAMIE Pseudomonas aeruginosa
S ANTELIERORE & Pseudomonas aeruginosa
YBRNTIERIO B3 E fTho Thico TR BLHIT
Pseudomonas aeruginosa J&He & HEBL THBHER
17t CINX, NA L3 RXBEINENTHAS EELD
NiehbTH b, LIEAOERERE Pseudomonas
aeruginosa &L, G AN LTHBERICE
BEOENWT EMHERIN, THOMRPELLONM
REXEDRENWT LDBHEPD LN
BABRHROBHRERET TS & Pseudomonas
acruginosa % &wicAEM T CINX B 38%, NA
B£30%, Pseudomonas aeruginosa %\ »iciEBI T

CINX Bt 49%, NA B 36% & Pseudomonas aerugi-
nosa XM 7 HATE E S ITHEBRIEL o Twic
Pseudomonas aeruginosa % &= 2HEMTRADDL
ko fc CINX e NA BoAEZHBOBMPEY,

Pseudomonas aeruginosa ¥\ niiEFTRED LN
e Thbiz CINX B8 Streptococcus sp. &
Y % Serratia marcescens \ZHETEP DB o Tl

&, MIC 800 pg/ml Ll EEEAERCIERHEZDO
HEPo T E, ZERKNIZERLTHSE BN
%o

Bigd o BARRYS I BRBR Y Bt +5 &, Pseu
domonas aeruginosa &b, LEEVWRhdbLT
TRMCAEDROEEZRZ0 bk bo oo BRHER
BRSE I BABR S Lk kv, 0 AHER
Pseudomonas aeruginosa &y, 4% 2niZhdb
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Table 35 Bacteriologic response classified by MIC

—excluded P. ageruginosa cases : 108 cells/ml—

MIC CINX NA Statistical
Total

(pg/ml) Isolated | Eradicated | Persisted | Isolated | Eradicated | Persisted analysis
3.13 16 8 | 8(100.0)| 0 | 8 | 8(100.0) | 0 p=1.000
6.25 36 12 9 (75.0) | 3 (25.0) 24 |15 (62.5)| 9 (37.5)| p=0.709
12.5 23 11| 9(81.8) | 2 (18.2) 12 |10 (83.3) | 2(16.7)| p=1.000
25 11 6 4 (66.7) | 2 (33.3) 5 | 4(80.0)| 1(20.0)| p=1.000
50 6 5 2 (40.0) | 3 ( 60.0) 1 0 1 (100.0) | p=1.000
100 9 7 5 (71.4) | 2 (28.6) 2 1 (50.0) | 1(50.0)| p=1.000
200 9 6 | 2(33.3) | 4 (66.7) 3 | 2(66.7)| 1(33.3)| p=0.524
400 6 3 1(33.3) ] 2(66.7 3 0 3 (100.0) p=1.000
800 11 4 0 4 (100.0) 7 2 ( 28.6) 5 (71.4) p=0.491

800<C 77 42 20 ( 47.6) | 22 ( 52.4) 35 8 (22.9 |27 (177.1) p=0.033 *
Total 204 104 |60 (57.7) | 44 ( 42.3) 100 |50 ( 50.0) | 50 ( 50.0) | p=0.326
—excluded P. aeruginosa cases : 10° cells/ml—

MIC CINX NA Statistical

Total
(rg/ml) Isolated |Eradicated | Persisted | Isolated | Eradicated | Persisted analysis
1.56 9 4 4 (100.0) 0 5 5 (100.0) 0 p=1.000
3.13 38 18 (14 (77.8) | 4 ( 22.2) 20 |12 ( 60.0) | 8 ( 40.0) | p=0.307
6.25 29 10 9 ( 90.0) 1 ( 10.0) 19 16 ( 84.2) 3 (15.8) p=1.000
12.5 11 6 4(66.7) | 2 (33.3) 5 4 (80.0)| 1(20.0)| p=1.000
25 6 6 2 (33.3) 4 (66.7) 0 0 0
50 9 6 5 (83.3) | 1(16.7) 3 | 2(66.7)| 1(33.3)| p=1.000
100 10 5 1 (20.0) | 4 ( 80.0) 5 1(20.0)| 4(8.0)| p=1.000
200 6 3 1 (33.3) 2 (66.7) 3 2 (66.7) 1 ( 33.3) p=1.000
400 13 5 1 (20.0)| 4 ( 80.0) 8 2 (25.0)| 6 (75.0) p=1.000
800 4 4 0 4 (100.0) 0 0 0

800< 69 37 |19 ( 51.4) | 18 ( 48.6) 32 6 (18.8) |26 ( 81.3) | p=0.006 *

Total 204 104 60 ( 57.7) | 44 ( 42.3) 100 50 ( 50.0) | 50 ( 50.0) p=0.326

OF, BMRITH NS &, HBEICERBTHS 7o
DL BREVDEERETH L L BHALLRETD
5o

BB R BIEORIE, BHRICHT —F A HEHE
BELThaZ tlign, 408 » 7 —F A HEHIRIEY
BRX Y IBEHRRIIEL %o Tnico
aeruginosa F B~ IAER OB CIREES T CINX
HOTBEBICHE ALY - HHBLRL TS, 20
CLPBABEEMROAHRT CINX Bd NA B
ELBwERsZD bh—D20RFEEZL b5,
BRI 2 %Rt Pseudomonas aeruginosa %4
U, BERVEHLbOTRANITY, MEOHM - &

Pseudomonas

* Significant difference

BRI, A7 —TABEORFENIC S HHMICE
BEARD O N A b o Too BHMEREBRYLEOBE AR
FEZLERRICBETIMBO B, 5 BEOKAE
RTRARBETR AN EBDbNI,

MBEERRIE Pseudomonas aeruginosa 4 31s,
FERVEDPPDLOT, BAEM, HT—-FALOERIT
RIREICEBRERRD b N Ao 7o, Bl R A RS
BITIRHMBERTORMERY Pseudomonas aerugi-
nosa ¥ &2 TI CINX # 46%, NA ¥ 31%,
Pseudomonas aeruginosa * W\ n~1-it#l <t CINX
¥ 54%, NA B 37% T Y, 42 CINX Boilsk$
A NA BIZHELEAHABED b, ThEETEL
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Table 36 Strains appearing after the treatment
—excluded P. aeruginosa cases—

Organism CINX (%) NA (%) Total (%)

S. faecalis 3 (12.0) 2 ( 6.9 5 ( 9.3)
S. epidermidis 4 (16.0) 0 4( 79
Other GPC 4 (16.0) 2 ( 6.9 6 (11.2)
E. coli 0 2 ( 6.9 2( 3.7
C. freundii 0 2 ( 6.9 2( 37
K. pneumoniae 0 1( 3.4 1( 1.9
E. aerogenes 1 ( 4.0) 2 ( 6.9 3 ( 5.6)
Proteus sp. 0 4 (13.8) 4 ( 7.5
S. marcescens 1 ( 4.0) 4 (13.8) 5 ( 9.3)
P. aeruginosa 4 (16.0) 6 (20.7) 10 ( 18.5)
Other Pseudomonas 4 ( 16.0) 1 ( 3.9 5 ( 9.3)
Other GNB 3 (12.0) 3 (10.2) 6 (11.3)
Fungi 1 ( 4.0 0 1( 1.9
Total 25 (100.0) 29 (100.0) 54 (100.0)
Appearing cases / Total No. of cases 19/86 ( 22.1) 27/89 ( 30.3) 46/175 ( 26.3)

p=0.233

Table 37 Global judgement evaluated by the attending physicians
—excluded P. aeruginosa cases—

Statistical analysis
Drug Excellent Good Fair Poor Total
Excellent Excel.+Good
ciny |13 (15”/‘;% o 0/§° G5%) | 19 22%) | 23 @1%) | 85
0
' p=0.183 p=0.093
21 (24%) 12 (14%)
NA 33 (38%) 13 (15%) | 42 (48%) 88
p=0.112
Table 38 Evaluation of usefulness
—excluded P. aeruginosa cases—
Remarkably|Moderately | Slightly | Not Statistical analysis
Drug Harmful | Total Rem.+ Mod
useful useful useful | useful Rem. [Rem.+Mod. exr_:_.sn. :
19 (22%) | 20 (23%)
18 (21%)
CINX 39 (45%) 25(29%)| 4 ( 5%) 86
57 (66%
2 p=1.0 | p=0.221 p=0.065
19 (21%) 13 (15%)
14 (16%)
NA 32 (36%) 38(43%)| 5 (6%) | 89
46 (52%)

p=0.151
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Table 39 Number of cases evaluated for
adverse effect

CINX | NA | Total i;z?;ggal
Enrolled 149 151 300
Not followed 4 2 6 p=0.446
Evaluated 145 149 294

Table 40 Frequencies of adverse effect

Statistical

Drug Evaluated’Appeared Rate of

cases cases |appearance|analysis
CINX 145 3 2.1%
p=0.138
NA 149 9 6.0%

Table 41 Clinical symptoms observed as
adverse effects

Drug |AgeSex Symptoms Therapy
1 58 | F |Nausea Quatified
CINX 2/ 71 | F |Abdominal discomfort Qualified
3 57 | M |Nausea, vomiting Discontinued
1 51 | F |Nausea Qualified
2| 75 | M |Nausea, vomiting Qualified
3| 45 | F |Chill, nausea, vomiting | Discontinued
4 78 | M |Abdominal discomfort Qualified
NA 5|83 | M [Dizziness Qualified
6| 68 | F |Nausea Qualified
71 79 | M |General fatigue, dizziness| Discontinued
8 56 | F |Photophobia, anorexia Discontinued
9| 61 | M |Anorexia Discontinued

7= & 517 Serratia marcescens O%KFEH CINX #
Ol Ao 72T &, 800 pg/ml Ll ko MIC OAEH
T, ®ith CINX BOFMWMEERRED»> 2T EVH
BLTn2 e ELbND, EBRHHARESO (TIN
¥ Streptococcus sp., Serratia marcescens x5 %
HEHE, BFLE CINX #FihTwbtldEL%
WOT, TOBEHIBHAL L EWND S WERPIHER
BRELw LI Bbhb,

Bk BB Streptococcus faecalis, Pseudo-
monas aeruginosa, Serratia marcescens HSTBEILIT

Fig. 5 Laboratory findings before and after
the treatment on RBC

CINX (Nn=123) NA (n=124)
X10* /mm® X10* /mm®
500 | 500 |
400 - 400 I~
200 30
200 L 200 -

Fig. 6 Laboratory findings before and after
the treatment on hemoglobin

CINX (n=123) NA (n=124)
g/dl g/dl
15 | 15
10 10 F
s 5
1 i 1 1
Before After Before After

Fig. 7 Laboratory findings before and after
the treatment on hematocrit

CINX (n=121) NA (n=121)
% %
50 50+
40 1 40 F
30 30+
20 201
] 1 1 | —
Before After Before After
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Fig. 8 Laboratory findings before and after Fig. 9 Laboratory findings before and after
the treatment on WBC the treatment on S-GOT
c = = CINX (n=117) NA (n=121
X10° NX (n=122) <10° /mm NA (n=123) U U )
150 } 150 |
15, 000 | ) ’ 15,000 }
. /
100 |- 100 |
10, 000 [ = 10, 000 |
50 [ 50 |
5,000 5,000
Before After Before After
Fig. 10 Laboratory findings before and after Fig. 11 Laboratory findings before and after
the treatment on S-GPT the treatment on alkaline phosphatase
CINX (n=116) NA (n=121) v CINX (n=110) © NA (n=120)
650 ] / U
18) U r
) 300 -
200 200 250 - 250 -
200 [ 200 F
150 - 150 150 150 |-
100 f —_— 100 |
50 | S0 -
100 100 -
20T 20F
15 | 15
L o 50+
50 - ol ok
5 51
B Before After - L
Before After Before After
Fig. 12 Laboratory findings before and after Fig. 13 Laboratory findings before and after
the treatment on BUN the treatment on S-Creatinine
CINX (n=123) NA (n=124) CINX (n=122) NA (n=12)
mg/dl mg/dl mg/dl mg/dl
75 75} 7.5} \ 7.5}
— =
50 | 50 b 5.0F >< 5.0 ,4
L Before After Be‘fure After

L
Before After
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Table 42 Laboratory test result considered
adverse effects due to the drug

Drug Age Sex Item

CINX 56 F S-GPT 19—>87

NA 70 S-GPT 27—>64
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LT RETHS D,

PlEEF~T UTI ERFFEMEsE (B IT#L
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RBNEBNHR AR L7285, Pseudomonas aeruginosa
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CLINICAL EVALUATION OF CINOXACIN IN COMPLICATED URINARY
TRACT INFECTIONS

- A COMPARATIVE STUDY WITH NALIDIXIC ACID BY
A RANDOMIZED DOUBLE BLIND METHOD -

SuuNrOo MomMmose and Joicur Kumazawa
Department of Urology, Faculty of Medicine, Kyushu University

KimmitakA SakamoTo and Kazuniro OsHIMA
Department of Urology, School of Medicine, Fukuoka University

Kosaku Eto and YuicHr Sakal

Department of Urology, School of Medicine, Kurume University

ATtsusHi Konpo and HisasHi Saito
Department of Urology, School of Medicine, Nagasaki University

Kercur IkecamI and YosHio NoMURA
Department of Urology, Medical School, Kumamoto University

Nosuyuk! IsHisawa and KoHEl SENO
Department of Urology, Miyazaki Medical College

Kenicairo Oxamoro and YosHiTADA OHI
Department of Urology, Faculty of Medicine, Kagoshima University

AkKIRA OHSAWA
Department of Urology, Faculty of Health Science,
Ryukyu University

The clinical efficacy, usefulness and safety of cinoxacin (CINX) in complicated urinary tract
infections were evaluated by double blind comparison with nalidixic acid (NA). CINX and NA were
administered 400 mg b. i. d. and 1,000 mg t. i. d. for 5 days respectively.

The results were summarized as follows ;

1. As to the overall clinical efficacy the rates of excellent, moderate and poor were 15%, 23%
and 62% with CINX in 113 patients and 17%, 13% and 70% with NA in 111 patients, respectively
without significant difference between the two groups.

2. On evaluation of efficacy on bacteriuria, CINX showed significantly higher clearance rate
than NA against S. marcescens and bacteria having MIC of over 800 pg/ml.

3. In the global judgement made by the attending physicians, CINX showed better tendency in
the efficacy and usefulness than that of NA.

4. Because both CINX and NA showed no antibacterial activity against P. aeruginosa, the same
evaluations were made in the cases excluded P. aeruginosa. CINX showed significantly higher
efficacy rate than NA on overall clinical efficacy in catheter indwelt patients.

5. Incidence of adverse reaction was 2.1% and 6.0% in CINX and NA respectively. Deterioration
on clinical findings was observed in one case in each group.

From the above results, CINX would be a useful oral drug in the treatment of complicated
urinary tract infections.



