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Table 1-1 Institutes and Doctors attending to the study

Institutes

Doctors

Department of Urology, Sapporo Medical College

Department of Urology, Tomakomai Oji General Hospital
Department of Urology, Akita University School of Medicine
Department of Urology, Faculty of Medicine, University of Tokyo

Department of Urology, Mitsui Memorial Hospital

Department of Urology, Tokyo Metropolitan Toshima Hospital
Department of Urology, Tokyo Metropolitan Aoyama Hospital
Department of Urology, Tokyo Kyosai Hospital

Department of Urology. Tokai University School of Medicine

Department of Urology, Hiratsuka Municipal Hospital

Department of Urology, Kyosai-rengokai Tachikawa Hospital
Department of Urology, Fujita Gakuen University School of Medicine
Department of Urology. Gifu University School of Medicine
Department of Urology, Nagahama Red Cross Hospital

Department of Urology, Fukui Medical School

Department of Urology, Kobe University School of Medicine

Department of Urology, Kobe National Hospital
Department of Urology, Miki City Hospital
Department of Urology, Okayama University Medical School

Department of Urology, Okayama Red Cross Hospital
Department of Urology, Okayama Municipal Hospital
Department of Urology, Tsuyama Central Hospital
Department of Urology, Kasaoka Municipal Hospital
Department of Urology, Kobe West City Hospital

Department of Urology, Kagawa Prefectural Central Hospital
Department of Urology, Kawasaki Medical School

Department of Urology, Kawasaki Hospital, Kawasaki Medical University
Department of Urology. Hiroshima University School of Medicine

Urological Clinic, Hiroshima General Hospital
Department of Urology. School of Medicine, University of Tokushima

Department of Urology, Takamatsu Red Cross Hospital
Department of Urology, Kochi Medical School

Department of Urology, Faculty of Medicine, Kyushu University

Nakao Urological Clini
Urabe Urological Clinic

Department of Urology, Kurume University School of Medicine
Department of Urology. Fukuoka Saiseikai General Hospital

ic

Yoshiaki Kumamoto and Seiichi Saito
Chosho Enatsu

Seigi Tsuchida and Tadashi Nishimoto
Tadao Niijima, Hiroichi Kishi and
Takashi Tominaga

Nishimura
Michio Asano

Junji Yuge

Isao Saito

Masaaki Ohkoshi, Nobuo Kawamura,
Kazuo Matsushita, Keishi Okada and
Hidechika Kinoshita

Keizo Suzuki and Katsuo Takanashi
Ichiro Nagakubo

Yorio Naide and Masanori Yanaoka
Yoshihito Ban and Minoru Kanematsu

Tei Kanhin

Yukimichi Kawada and Yukishige Isomatsu
Sadao Kamidono, Soichi Arakawa and
Gaku Kawabata

Joji Ishigami and Keiichi Umezu

Hiroshi Yamazaki

Hiroyuki Ohmori, Hiromi Kumon,

Akihiro Mizuno and Mikio Kishi
Katsuyoshi Kondo and Atsushi Kondo
Katsuichi Nanba

Teruaki Akaeda

Hitoshi Takamoto

Hideo Kamata

Toshihiko Asahi and Nobuyuki Akazawa
Hiroyoshi Tanaka, Masamichi Amano and
Shouichi Yamamoto

Motoyoshi Takada

Hiromi Nihira, Noriaki Sanda. Kazushi Seo,
Shozo Seko, Toru Sumii and Hiroshi Nakano
Katsuhiko Okada and Motohiro Fujii
Kazuo Kurokawa, Nobuo Fujimura,
Kenzo Uema and Motoaki Odachi

Akio Imagawa

Yukitoshi Fujita, Shigeru Matsumoto and
Osamu Sugita

Joichi Kumazawa, Tetsuro Matsumoto and
Masatoshi Tanaka

Tomokazu Nakao

Shinji Urabe

Kosaku Etoh and Shogo Ueda

Akira Fukuyama
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‘Table 1-2 Institutes and

Doctors attending to the study

Institutes

Doctors

Department of Urology, Omuta Municipal Hospital

Department of Urology, Kurume Daiichi Hospital of Social Health Insurance

Department of Urology, Kurume National Hospital

Department of Urology, Faculty of Medicine, Kagoshima University

Division of Urology, Kagoshima Prefectural Oshima Hospital

Division of Urology, Saga Prefectural Hospital
Division of Urology, Ibusuki National Hospital
Division of Urology, Kimotsuki County Doctor's Hospital

Yoichi Matsuda
Takuro Yamashita

Teutomu Okabe

Yoshitada Ohi and Toshihiro Goto
Motoshi Kawahara, Tsutomu Shirahama
and Teuneyoshi Kayashima

Shinichi Nagata and Ichiro Yanase
Teuyoshi Shimada

Takashi Kawabata

Controller : Kihachiro Shimizu, Department of Intemal Medicine, Tokyo Women's Medical College

Shogo Kuwahara, Toho University

Isolation and

of bacteria in urine,

of MIC against the isolates and determination of 3-lactamase

production of isolates : Koichi Deguchi and Nozomi Yokota, Research Department, Tokyo Clinical Research Center
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Table 2 Results of contents of test drugs
Assay (%)
Drug
Before After
CXM AX 250mg 100.6 99.9
CCL 250mg 103.9 100.7
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1 ME. MANN-WHITNEY O U ME 5 X U° MANTEL-
HAENSZEL %0 X' MELA-12, ok, REOHRA
Wi 5% LT EBRA L1

I % K &
1 &k ICHAEHRK

Tig.5 Total patients studied
No. of cases cvaluated for Tot! Ne. of cases
side effect

CXM-AX 151 CXM-AX 166

cClL. 158 ccl. 164

Total 308 Total 330

CXM-AX

15
6

2t

No. of caver excluded

CXM-AX 29
ccL

Total

NG of dropout cases
CXM-AX
ccL

Total

13
9
22

o of dropout cases”
(The lst assessment)
CXM-AX
Tum 12
 Evaluat

[Towl No. of caves evalu-
ated for efficacy

ed in
the 20d assessment

-

No- of cases evaluated
(The 1st
1

¥

assessment)

No_ of dropout cases.
(The 2nd assessment)
CXM-AX 26
ccL 36

Toul

CXM-
ccL

No. of cases evaluated
(The 20d assessment)
CXM-AX 3

cclL

on recurrence”*

AX

* Excellent cases a the 2nd
assessment period by committee

No. of dropout cases
(The 3rd assessment)
CXM-AX 33
el
Total

No. of dropout cases
(The 4th assessment)
CXM-AX 59
CCL 55

Total 114

No. of cases evaluated
(The 3rd assessment)
CXM-AX 0

CL.

of cases evaluated
R ssessment)
CXM

Towl m_

“Toul 2
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Table 3 Reasons for exclusion and dropout

Reason cxmax | ceL Statistical
analysis
Male patient 1 o
Patient aged 70 yr. or older 4 9
No pain on micturition 3 3
5| Pyuria less than 10cells/hpf 3 2| x5
2| Bacteriuria less than 10" cells/ml 17 15 NS.
2| No bacteriological examination 1 1
Onset of disease over 2 weeks before 0 1
Infection by yeast 0 1
Sub total 2 32
No second visit 9 3
Misadministration 2 2 206y
g No bacteriological examination 1 1| F "”i’s“‘“g
£ | Concomitant use of Tiaramide Hydrochloride 0 2 >
Violation of examination day 1 1
Sub total 13 9
Total 42 41

Table 4 Reasons for dropout at tl

the time of each assessment

Clinical efficacy Recurrence
Reason The 1st assessment The 2nd assessment | The 3rd assessment The 4th assessment
CXM-AX CCL CXM-AX CcCcL CXM-AX ccL CXM-AX CCL
No visit on -
o tion day 1 3 19 27 27 23 57 50
No bacteriological 2 1 6 n 6 6 2 5
examination
Violation of
examination day 2 3 ! 2 0 t ° 0
Misadministration 0 0 0 3 0 0 0 0
Total 5 7 26 36 33 30 59 55
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ERNOAWRY Fig.5 1R Lico RIFSERM 330 7

BRI R SER 330 G0 5 b ¥ A LIERE L

(CXM-AX % 166 1, CCL B¢ 164 ) D 5%, 83 G 7emno>fc 21 PPkBR< 309 ff (CXM-AX B 151 7,
# Table 3 JoiR LAHRHIIC X D45 1 KHIEM S 4%k CCL B 158 ) im2\ TeR Lo

BOFXThH BRI E BB & o720 EHIHL
Ko 3B 4 KE COLRERD HECL BEFYD D

feks, BRHR HRUE BFRORNEMLER
LT Table5~7 ik Lichs, &¥IEEF BT BR254

B, ZOEh LIEGHIE Tabled ICRT L3 H TH 5o BTN THBOZE X R ek 5 foo

Uk 2o T BEIREVR O HIE R, #1 KHET 285 4
(CXM-AX P 119 §, CCL ¥ 116 81, # 2 KHET

3. WRET
H1BHERAA 235 FUicsF 5 HREFIL Table
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Table 5 Total number of cases evaluated for efficacy
Evaluation | Exclusion Dropout Total
CXM-AX 124 2 13 16
L 123 2 9 164
Total 217 61 2 3%0
Statistical x1=° 866 NS.
analysis
Table 6 Number of cases cvaluated at the cach asscssment
The 15t assessment | The 2nd assessment | The 3rd assessment | The 4th asscssment
Evaluation | Dropout | Evaluation | Dropout | Evaluation | Dropout | Evaluation | Dropout
CXMAX | 19 5 9% % W 5 1 59
ccL 16 7 87 % Bl ) 12 55
Total 25 12 185 62 7 ) % 114
Statistical | s 005 N, x*=1.813 NS. ¥'=0.04 NS. 2'=0.01 NS.
analysis

Table 7 Number of cases evaluated for side effect

Evaluation Dropout Total
CXM-AX 151 15 166
CCL 158 6 164
Total 309 21 330
Slausllfal x=3.152 NS.
analysis
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RO 2 A7 TRARMOSMITRD ilehoto Lin
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77 ABYEE, 77 AR O O BLEEE R B
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BRI D BB ih - fo
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Liens, MErEEREETR S LV & & TR
T O 0% HIFELEKRTS Y, BHMOSHIR I
fero 2o
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BB 117 BRoo T MIC 2IE Lcst, Shbo@
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MIC 2 EVEHI RIS B bhi (P<0.05),

e, o 2 R¥IERAG 185 MOBHRRICIK LT

B UCHTE AR RPEBRH (P<0.01) :&5H5
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Bobhtn, ik RPLEUOMYIToL-Tiz CCL
B RFicieblon X 5ic TEEH OMITITiz MAN-
TEL-HAENSZEL 312 X BHEIE X* MEXHF TS5
&L LT, BEMHMED MIC AHOFHIToOWT
2 B4 CXM-AX BHCAF & HAIEHS B oot
BT B IR A X fh o P

4. BERZDHRHUE

(1) PEREHE

SEA (FIKHE) ¥IV7THE H2&hHD
B BRAEKSRY Table 11 (R Lizsl, $14H
T2 CXM-AX B2 119 Gih¥sh 69 Bl H2 45
. 8% S ATHHE (¥h+H%) 12 95.8%, CCLE
(2116 (ihEL 78 B A% 35 Ol WY IATHSE
297.4% THH, WRMICEXBDLS -

7 B2KHETIE CXM-AX Fat 98 GIbEH
73 Gl #%h 23 OV, M2p2 M THZRIT 98.0%, CCL
BEnS 87 GIch¥%h 67 (1. A% 20 B, MHPHOMT A
BRI 1007 THY, B1KHE L MRCEREICE
HEDUD o 1o BH, 1 KB XVW2KAECKT
B CXM-AX ROSBHAD 5 b 2 Gz, XM TOHRS
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CXM-AX B¢ 95 §i (96.9%), CCL B¥ 85 Q(97.7%)
TOMLIK B2PHE L LI OWKRCARMTH




voL. 35 NO. 4 CHEMOTHERAPY

Table'8 Background characteristics (the 1st assessment)

Characteristic CXM-AX CcL Statistical analysis
16~19 3 7
20~29 23 2
30~39 21 2
1. Age (yrs) o-19 P p
50~59 24 2
60~69 2 16
EL 29 2
3. Pain on micturition + 65 45
+ 25 39
W 63 61 L,
3. Pyuria + 38 % —Noém
+ 18 19 =
210"cells/ml 35 a7
- 0 2 2
4. Bacteriuria 10° » 7
10 17 7
0~ 3day 9 8
5.-Onset of the disease | 4~7 2 27
8~14 4 1
Monomicrobial o mn
infection X
6. Type of infection
Polymicrobial o s NS.
infection

*1P<0.05

Fig.6 MIC distribution of isolates before treatment (the 1st assessment)
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Table 9 Organisms isolated from urine before treatment (the 1st assessment)

Organism CXM-AX ccL Statistical analysis
S, awrees ) 2
S, cpidermidis 5 2
S saprophyticus 7 13
S, warneri 2 0 2(2X8)=11.402
G (+) | Staphstococcus sp. 0 1 NS.
E. facealis 0 2
s GbC 1 0
Z Conyncbacterium sp. 0 1
& Sub total 15 21
F E coli & )
z K. pucumoniac 2 1
£ P mirabilis 3 4
E P vulgaris 1 0 2'(2%8)=17.370
G (=) | € froundii 1 0 NS.
. liguefuciens 0 1
P. acniginosa 3 )
GNR 0 1
Sub total % %
Total 110 11
S, aureus + E. coli 0 1
S. cpidermidis + E. coli 2 1
. saprophyticus + E. faccalis 1 0
. saprophyticus + E. coli 1 0
Staphylococcus sp. + E. coli 0 1
E. faccalis + E. coli 1 0 2}(2 x11)=11.096
% | E fuccalis + P. mirabilis 0 1 NS.
2| E coli+ K. pnewmoniae 1 0
Z| E. coli+ C. freundii 2 [
= | K. pnewumoniae + P. aenginosa 0 1
E. coli + C. freundii + A. calcoaceticus 1 0
Total 9 5
Total 119 116

GPC : Gram positive cocci, GNR : Gram negative rods.

Table 10 A-lactamase production of total isolates before treatment
(the 1st assessment)

B-lactamase production | CXM-AX cCL Statistical analysis
High 9 5
Low 2 2 2*(2x4)=1.311
- 89 & NS.
Unknown 6 4
Total 129 121
BOEXEDID > o UTI %80z X 5 R AR RAR OMFEHE TH 5

AR, BRCHTAHR MERCHT 2BRICE RS BRS XOWEEROMENFY Table15, 1610
VT HIKHE H2AHELSCERMCERD R Ll MEARE L ICHERICHT 30REB IR
#ARdlem -7z (Table13, 14), 2 WHTE & TRIFICEXEDLVRRTH - 18 #
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Table 11 Overall clinical efficacy by committee

Excellent | Moderate Voor Total
The It | CXM-AX | 69 (58.0%) 19
assessment | CCL 78 (67.2%) 116
The 2nd | CXM-AX | 73 (74.57) ®
assessment. CCL 67 (77.07.) 87
Table 12 Effect on pain on micturition
Resolved | Improved | Persisted Total Statistical
analysis
The 1st | CXM-AX | 107 (89.9%) | 8 (6.75) | 4 (3.4%) 119 z=00
assessment | OCL 204 (8.22) | 1195%) | 1(0.9%) 116 S,
The2nd | CXM-AX | 9 (96.9%) | 2 (2.0%) | 1(1.0% % Z=—0.328
assessment | CCL 8 (97.7%) | 2 (2.3%) 0 & NS.
Table 13 Effect on pyuria
Cleared | Decreased | Unchanged Total Statistical
analysis
The It | CXM-AX | 89 (74.8%) | 18 (15.1%) | 12 (10.1%) 19 Z=—174
assessment | OCL 94 (81.0%) | 14 (120%) | 8(6.9%) 116
The 2nd | CXM-AX | 8 (86.7%) | 10 (10.2%) | 3 (3.1%) %
assessment | OCL 79 (90.8%) | 4 (46%) | 4(4.6%) &7
Table 14 Effect on bacteriuria
Eliminated | 2272 | {inchanged Total Statistical
or Replaced analysis
The 1t | CXM-AX | 9 (80.7%) | 17 (18.3%) | 6 (5.0%) 119 Z=—1.89
assessment | CCL 10 (89.725) | 8(6.9%) | 4 (3.4%) 116 NS.
The 2nd | CXM-AX | 82 (83.7%) | 12 (12.2%) | 4 (4.1%) % 2=—0.412
assessment | CCL 5 (86.2%) | 8(9.2%) | 4 (4.6%) 8 NS.

Rifids XUMIRICHT 5225 1 Jich LTH 2 %H
BEBVCTHLALER T LOKR #1KHE
RELT, #2hUETREDE HLICERA LT
I

SHAEL7HE L REATETS - IERIC ST 5
R BR. EERCNT 5 BHES ICRAERDR
ORBE Fig.7 R Lico MIRAR L LITRARKS
RTOBRBE 2 JHED Fio HEIC < (CXM-
AX ¥ P<0.01, CCL B¢ P<0.05), HEZRDOLR &L
SARBILTIz, CXM-AX BCTIIBROEM, CCL
BT H#RMONE L BRO EXES BBIFLTL
o

BLAHES O 2 KHE S ABFODRY
Table17, 18 17 L1z, EEAWETH B E.coli OBk

BRI B1K B2 KHET CXM-AX BE2197.8%,
97.4%, CCL B¥5i94.2%, 93.8% WAL LBl
RTHDEERDIM oI Eo, HHEBKEOER
B LT e M P.aeruginosa 1 CXM-AX Bfic
3#. CCL Bfiz 1#k A.calcoaceticus »* CXM-AX B
1 @B b, Bi OBEMLOVI2FORER
BT RAIRICE R R ILh o o

MIC &HE¥A2R & OBIF LS 1 KHED 250 tk
(CXM-AX B 129 #. CCL Bf 121 ¥) 2oL THREH
L7-A#% Table19 iR Lichs, #5 3 B®ICLFHR
L @iz CXM-AX T2 85%THYD. tD5H S,
epidermidis (2#) © MIC iz 1.56 3 X% 6.25 g/
ml THbH, ¥t Ecoli (2#) » MIC & 1.56 g/
ml T 1:nt P.aeruginosa (38 ¥ XU A.calco-
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Table 15 Relation among effect on symptom, pyuria and bacteriuria (the 1t asscssment)

Pain on micturition Resolved Improved Persisted Effect on
Pyuria Drug De. [ Un. | € [ De. [ Un [ C1 [ De. | Un | bacteriuria
Eiminated | CXMAX w6 | 4oz |o]of|1]| %
e n| s |8 | 1 [ o] o] o] 1] 106@7%
sacteriuria | Pecreased [exaax| 13 [z o o oo o [ [ aess
acteriurid | (Replaced) | CCL s| 1 lo ol 1)1 fo]l o o] scemmn
ncrangea | CXMAX 3 [0 [T o o o e [z 6 (5.0%)
nennsed | oL s ol v ofoflofo]ofo 4(3.4%)
Effect on pain on CXM-AX| 107 (89.9%) 8 (6.7%) 4 (3.4%)
nicturition ccL 104 (89.7%) 11 ( 9.5%) 1(0.9%) Patient total
CXMAX| 89 (74.8%) 18 (15.1%) 12 (10.1% CXMeAX 19
. » 8% 1% .1%) ocL 16
Effect on pyuria ccL 94 (81.0%) 14 (12.1%) 8 (6.9%)
D Excellont | CXMAAX 69 (56.0%)
) Breelent e, 78 (67.2%)
SN — Overall effectiveness rate
L—_—I Moderate EE'L“ AX ;ZE;’J“ : CXM-AX 114/119 (%5.6%)
e ccL 113/116 (97.4%)
I:] oo | CXMAX 5 (4.2%)
oo ccL 3 (2.6%)

Cl. : Cleared, De. : Decreased, Un. : Unchanged.

Table 16 Relation among effect on symptom, pyuria and bacteriuria (the 2nd assessment)

Pain on micturition Resolved Improved Persisted Effect on
Pyuria Drug | CL | De. | Un. | CL | De. | Un | CL | De. | Un | bacterivria
Eliminated | CXM-AX 71 o1 oo o][o] ewm
nated e 2 4 f 1| 1v | ofof o] o] B
Bacterioria | Pecreased [exv-ax| 11 [ o [0 [0 o [0 [ o [o [ [ zaezn
(Replaced) | CCL 7l a ool o]o]o|o] o] scem
Unchangea | SXMAX[ 12 [To o o [ o o | o [ ecan
need | ecL alololololololol o] acasn
Effect on pain on CXM-AX| 95 (96.9%) X 1 (1.0%) ]
‘micturition ccL 85 (97.7%) 2.3¢ Patient total
CXM-AX| 85 (86.7%) s ar™
] -AX 5 (86.7% 3(3.1% oL &
Efect oa pyuria ccL 79 (90.8%) 4 (4.6%)
) CXM-AX 73 (74.5%)
@ Excellent | cep 67 (77.0%)
" ” Overall effectiveness rate
[: Moderate gg“ AX zgizg: CXM-AX 96/98 (98.0%)
i ccL 87/87 (100.0%)
|:] N CXM-AX 2 (2.0%)
o ccL 0
CL: Cleared. De. : Decreased, Un. : Unchanged.
aceticus (1) © MIC i3 >100pg/ml THoteo — B 100.0% (4/4) Thoteo i H1XHESIVE

. CCL BEDHEMEILS BT ~T Ecoli THY, % 2 REEIC R RSB BEIZO\ T Table20, 21K
RHO MIC (2 1.56pug/ml 14k, 8.18pg/ml 34k, 50 & Ediea’, WFROHTICHLTHEORBBOER
pglml 1EETH > 1o 7o, 100pg/ml PLED MIC % #IVHERRARM THEOEXEDILh -0
AT EHRO I % Rz CXM-AX B 42.8% (3/7). CCL (2) EHEHE
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Fig.7 Comparison between the 1st and 2 nd assessment in the same patients

Pain on micturition Pyuria Bacteriuria Overall clinical efficacy
0= Tho 1at asscasment
Wﬂ’- The 2nd asseasment
(S
gy
=
3
=
oF
8
200
100
80
S o0
3
3
8
40
20

Re. ! Resolved  Im.  Improved
Cl.: Cleared De. : Decreased
Elim. ; Eliminated  Ex. : Excellent

1 KHE T2 CXM-AX Bfix 119 filh %&b 6901,
A% 44 Bl SCHL2 0 MR 4 GITHER295.0%
ThY. CCL BH2H% 83 (1. #%h 20 0, =H%H3
Bl 82151 CHLR 96.6% THHBIAHMTHE
L HREOA M ELRDES

123U T CCL A BIC @D » 7o (P<0.05)¢

H2RHETIE CXM-AX BEA 97 Gl %% 72 (il
16 B, ©OHL6 Ol 423 W THBF0.7%
ThY, CCL BHix¥% 67 fl, A% 17 0, *HAH3
Bl %30 ITHBRIZ 96.6% THY. EHE FH
RELABM THREOER RS Ip » 1o To¥, Eib
BHEIC X 5 5 2 KHED CXM-AX B0 EFEIRN
FRASHECEF 5TRL D 1ALV, ThIxEHE
BHEC X s RHES S Rt - ERATH D, K
HIEH IR X D BRS Licted TH S (Table 22)o

5. FERHE

Per. : Persisted
Un. : Unchanged

ANBREDH 2 WHE TEHOEM=>T 14 AR
3 QT #0021 A BY O 4 KHE) 1mBRO
BB e MRASHEZL HBRRM IR
T CXM-AX B¢ 0%. CCL B¢ 8.1%. #i4KHE
T CXM-AX #f 35.7%, CCL B¢ 8.3% TH-tnh
CFROHETLABMCEEOERRD bhith o1
(Table 23),

Ffo, EHEICE B3 WCHEORBUL Table2d i
At h THERFER CXM-AX B 2.5%, CCL B
10.8% CHEBMICHBOELRDh -1

6. BEIfEA

309 licouTHE S hicr, BREeRRIFAOR
Bz CXM-AX B 151 (lsh 6 0 (4.0%), CCL
158 {4 6l (2.5%) THH, TORFPBAE M T
HEOELRD D 210

EIfFR O AR Table 25 (it &3 h T CXM-AX
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Table 17 Bacteriological response (the 1st assessment)

Drug CXM-AX ccL
Statistical analysis

Organism Gfficacy | Eradicated | Persisted | Eradicated | Persisted

S, anrcus 3 —

S epidermidis 5 2 3

S saprophyticus 9 13 —

. warneri 2 —
G () | Staphylococcus sp. 2 —

E. facculis 2 3 —

GPe 1 —

Conmebacterivom sp. 1 —

Sub total 19 2 25 0 2°=0.726 NS.

E. coli 91 2 81 5 x*=0.770

K. prcumoniae 3 —

P mirabilis 3 5 —

P. vulgaris 1 —
G (o) |G i 4 —

S, liquefuciens 1 —

P aeruginosa 3 1 2°=0.44 NS.

A. calcoaceticus 1 —

GNR 1 -

Sub total 102 6 91 5
Total 121 8 16 5
(%) (93.8) (95.9)

)
10

0
Drug_Tioo-s[ss~80]

cxM-AX] 58

Fig.8 Usefulness (the 1st assessment)

20{w]n]s |1

©0—0 CXM-AX
-8 CCL

2 | 1| o |ugf,

ccL [es [as[1s [ 73 [0 00|10 [us

z
NS.
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Table 18 Bacteriological response (the 2nd assessment)

Drug CXM-AX ceL
stical analysis
Organism Efficacy | Eradicated | Persisted | Eradicated | Persisted
S aureus 3 -
S. epidermidis 6 1 3 x'0.212 NS,
S. saprophyticus 7 10 -
S. warneri 1
G (+)
Staphylococcus sp. -
E. faccalis 1 -
GPC 1 —
Sub total 16 1 18 0 2°=0.001 NS.
E. coli ™ 2 61 4 %°=0.377 NS.
K. axytoca 1 —
K. pncwmonia 2 —
P mirabilis 3 3 —
M. morganii 1 -
<G6(=) | G freundii 4 =
S liquefaciens 1 -
P aenginosa 1 2 -
A. calcoaceticus 1 —
GNR 1 -
- Sub total 8 4 68 4
B TZ:‘ (9150.13) : (9?66} ! 7'=0.063 NS

Fig.9 Usefulness (the 2rd assessment)

.
80|
60
4

0—0 CXM-AX
2| e CCL

4 1 0 0 |97
oo [ s |1 1[5 [3 o |0 o oo [s] M
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Table 19 Relationship between MIC and eradicated strains (the 18t assessment)
MIC (ug/ml)  Inoculum size 10'cells/ml
Organism Drg Unknown | Total
<om] o [ 156 [ 313 65 [ 25| 25 [ % [ 10 | >0
S CXM
- s ccL wn | o ]
- XM 22 [z || on mn | s
S epidermidis ccL || 22 3
) oxM |1 [ a3 | as | 22 99
Sspapbtios | oo | 3 | ws | 22 1w
S et XM 1 n I
warneri oL
CXM
(4] Saphocxcas . | oy " m |
] cxXM n " 2%
E foealt oL v || 3
XM m | m
GPC Py
] XM
Conmeacteriom sp. |0y wmlm
Sub total CXM | 11 | 5/5| 4/5 | 4/4 | 0/1 | 1/1 m|m 272 | /2
oL | 4 [1enz| an w || m 22 | i
el cXM 20/22 | 60/60 | 1020 | s
' L 23/ | 48/s1 | 606 | 11 12 | 11 | sus
. ) cxXM 22 | 1 A
K. pnewmoniae ocL 272 22
i CXM |11 |11 m | w
P mivcils ccL 5/5 s/5
| O m
. CXM 33 71 an
C. freundi posy
G(-)
S.ligucfaciens o
”' ocL 11 n
b aongh XM 03 o3
- cenginoss ocL 11 n
N CXM on 0/1
A.calcaceicns Py
XM
GNR Py m | wn
Sib toal oxm [ | [z euet | 133 M| s | 2z |
oL 28/29 | 50/53 | 6/6 | 111 12 || 2z | 2 | 9%
ol oxXM | 22 | 6/6 | 26/29 | 65/65 | 1314 | 11 |2z [ s | as |12z
ccL 4/4 |12/12 | 32/33 | 50/53 | 6/6 11 m 2/3 22 | 212 4/4 116/121

B 60U 5 6, CCL B 4§k 3 IXHILBIER TH Y,

Hh5hEgliz CXM-AX 2 3 0 (HETHRE, Bl

PV XERE, £100). CCL B4 0] (FH26l B

B 101 BRI 1B i< B ohi s T
hb fEREEECIC ERS WK LI B03AR
CXM-AX BCuLThi MRy rTsEAT 10
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Table 20 Isolates appeared after treatment (the 1st assessment)

Isolate CXM-AX cCcL Statistical analysis
S epidermidis 1
E. faecalis
E. faecium

G (+) | GPC

Bacillus sp.

GPR

Sub total

0

5

1 2}(2x6)= 5.240
0 NS.

1

1

co e

&

K. pnewumoniac
P. vulgaris
Protexs sp.
C. freundii
E. agglomerans
E. cloacac
P. acnginosa
NF-GNR
GNR

Sub total 16
Total 29 15

NF-GNR : glucose non-fermenting Gram negative rods

2*(2%9)=12.654

G (=) NsS.

COMwWm N =

Nleemacococom]|»

Table 21 Isolates appeared after treatment (the 2nd assessment)

Isolate CXM-AX ccL Statistical analysis
S epidermidis 1
Streptococcus sp.

G (+) | E faecalis

E.faccium

Sub total

2}(2x4)= 2.357
NS.

K. preumoniae
P. mirabilis

P. vulgaris

M. morganii
C. freundii

G (=) | Eaerogenes
E. cloacae

2%(2x10)=11.680
NS,

(RTINSO T CRT I e,

Sub total 21
Total 28 13

(RS (3R TERERETH 18, o2 EEEDIM oI
BB S A ERIM & Lico 7. HAE

BERRBEMR Nk Table 26 1R Lick 5 ic 132 flsp BRHRERLERXMRLIBE HIRHBD) HX
SGPT DL (28-50) & EMERY O WP (6,300~ U 7HE (B2XHE) CEBENUE LIHAEIE
2400) 2% 1 QBB HA, Fhb CXM-AX B Th  THMME Fig.8 9 IWRLEAN, M1k Maked
Y, EORBiz CXM-AX B¢ 2.9% (2/69), CCL ¥ TOHAKICHENM THEOELXRD M - 1o
0% (0/63) T - fets, X ORARICRTHMTHED
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Table 22 Overall clinical efficacy by doctors
Excellent | Moderate Fair Poor Total Statistical
analysis
2o
- W 7 (P=0.031
CXM-AX | 69 (58.0%) | #4 (37.0%) | 2 (1L7%) | 4 (3.4% ne | (P=0.3D
The 1st 2*=4.150"
assessment (P=0.041)
oL | 83 716%) | 20 (25.0%) | 3 (26%) | 1(0.9%) 16| A e ate
rate 7*=0.079 NS,
The 2nd | CXM-AX | 72 (74.2%) | 16 (16.5%) | 6 (6.2%) | 3 (3.1%) o |z=-0665
assessment | CCL | 67 (717.0%) | 17 (19.5%) | 3 (3.4% 0 & NS.
* 1 P<0.05
Table 23 Recurrence evaluation by committee
None Unevaluable Definite Total Statistical
analysis
The 3rd | CXM-AX | 35 (87.5%) | 5 (12.5%) 0 0 EE
assessment | CCL 20 (78.4%) | 5 (13.5%) 3(84% 7 NS.
The 4th |CXM-AX| 8 (57.1%) | 1(7.1%) 5 (35.7%) 1 2=0.6%
assessment | CCL 8(66.7%) | 3 (25.0%) 1(8.3%) 12 NS.
Table 24. Recurrence evaluation by doctors
Possible - Statistical
None (Unevaluable) Definite Total analysis
The 3rd | CXM-AX| 35 (87.5%) | 4 (10.0%) 1(2.5%) ) Z=—0573
assessment | CCL 0 (81.1%) | 3(8.1%) 4(10.8%) 3 NS.
L. * " L Lz, ARALL CCL 0@AKBETH 5 250mg

ST, M7 - AR, flactamase R AR
FEE HEASZ bADIKICE D, Wb B 2t
R B3R - aFE LT HELLMELEFT 2
fro L, —#zZ hb j-lactamase o K741
€7 2 AFIREARS TR LAYRRE AT, Fols
Al le= AT ABT B K5, 7k LTOBKMR
HRTV B, CXM-AX 12 CXM D= A7 4B 7 8 ¥'5
v 7 THY, B-lactamase EED 75 AREEIEGY
7634 B ORBBRAE" D BRE L LTE O BIRHRL
MEEh T B,

SER 41 CXM-AX 2R THBZ tnnb, &
fEf L LR BED S\ Stk MBI 2 2 R B &
FDOHY, KRty XUHBELERNFET 52
L& Lt ABEE CXM-AX LRUEORL7 = 4
FosT, BEBMEBKEOEELRABETH S E
coli =T HYE N B LVGABELRUL, »oRE
FAMIhTLHI LM EE L, CCL 2#YTH
BEELI BB, B LCTREHATO cross
over iz X B CXM-AX # X0 CCL o ABIEOR

1B 3EBSHRAT 5 2o
(1) ERAFoOVT
FREFER 330 B0 5 b, BRHETEAE AN

. ThHOEMC

s (P<0.05 %7242, P<0.01),
RPEEBEBRYDR L O TEEAF L LIE
OB L OREBRHRAIMET T 2AAREDBIE
L0, EUACEAE LTIERSS IUERERRC
B PERDRLTHRN Liort, AEARNICHEOE
HRDAM ot EHI, EXHHRL SRR
FARBUTRPEEY BN O UV CERYROXE
FRDHBITOLTHRE Lical, PEALS IVEHE
CXBBIA B2AHEOVWThOBES SEFX
EFAREDIS 212 £ 2T BBHES IVHPHRC
\+T MANTEL-HAENSZEL ¥ic X 38T X' RERL
BRI T 100, EREIZL 351 KHETOES
BESHTIRAR & b I EED L LS BEHORE




BENAMER O MIC SA40R D IZOVTIE, Pis
QLRBECITFF/ER LTS L, RbUIT
SERHEBRAC S TIRERBESD T MIC L
RBROMCLT L BB D LS X ). B
R B LA b - T

(2) fEEcHT 5 MIC IKonT

HURHERAG X 9 RS hic RPEED 5 b
MIC ORI Lx 7= 242 #hiciHd 5 CXM #5 k08 CCL
D MICy, fii (MR 10° cells/mD) 2 & & = 3.13
wglml THhoto Thk /T ABER (42 5) LIAEE
(200 ) wHFTHEN LTR TS, FHAD MICy f
BUPhd 3.13 pg/ml LKA UMTH -0 Efo
BERMEBR D RAEE LT A¥E &5 Ecoli
177 #izowTAh % &, CXM @ MIC i 25 pg/ml LU
KFARTHM LTV et CCL Tk 50 pg/ml LA EDE
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Table 25 Side Effects
Age ] Date of | Relation to Katio of
Dre | (s Symptom Severity onset the drug
57 | Stomach discomfort |+ 6 Possible | Continued
28 | Stomach discomfort | + 2 Probable | Discontinued
4 | Navsea + 1 Vosible | Discotinued|
CXM-AX Castroimtestinal (gy‘l].')vl7
ag | Castrommtesting + 1 Possible | Continued |
disorders
gy | Gstrointestinal + 1 Probable | Continued
disorders 22015
Exacerbation of - NS.
B | odidings vaginal + 7 Probable | Discontinued
58 | Diarrhoea + 6 Probable | Discontinued
63 | Diarrhoea # 2 Possible | Discontinued
4158
oL Pe— (2.5%)
g7 | Castrointestinal + 5 Definite | Discontinued|
disorders
46 | Pruritus + 3 Definite | Discontinued
Table 26 Abnormal laboratory findings
Item CXM-AX ccL Statistical analysis
s-GPT 1 1 o -
WBC ! 1 0
g
Total L x'=0.420
. 0/63 (0%)
(Ratio of appearance) | /% (2% NS.
HRLARTS - 1o Hen3sEB bz, Lo L, MIC fllixf#H & b1z

3.13 ug/ml T 7o f-lactamase 4k (64 #) 123
4% MICy fli%% % &, CXM i 6.25 pg/ml, CCL (2
50 ug/ml TH D, B-lactamase EAMICOULTiE CXM
Dz 5 HER BB TH - 2o C.freundii 3ARBI 3
LTSS TR plactamase BEKTH Y.
ZRH0 MIC (3 CXM TiZ 6.25 pg/ml (345, >100
pg/ml (1#) THB0izx L CCL Tix 50 pg/ml (2
), >100pg/ml (28) Thotoo ks, 4HEL
CXM-AX BCUThiBEIh TS0

(3) EERARIZOWT

NEREHES IUEREHEC L 3HARIL H1
BHE I HUICH 2 RHEOVTRISI LT AR
Lz 95% DEEEAROEREDLREN >0
L, EREHECL 2% 1 RHEOEDHRIIER
£nrh iR, CCL Bf (71.6%) » CXM-AXZE
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(58.0%) izt LTH ISR » 220 UTI KM isiF 5
REAMKDRIEDTHEINE TH 5 HHRMBI L TiX
FHER L BYROUBILE VW TETFERNA D BUK
HHBBLEHTHDM, HE, MEROMIEL &R
DEBLEED B LO0, HRMISKHT SHRIERT
BHotetedd, PERKUE CTHHYTH - ERNDS
b, EHEHBICTEDE SRR AB o1 ZD
5 GI& I CCL Pz > T\ LATRMOE 2R
CHREYE LR ORI,

B1RHE L 2 KHIBI 61T SEERZROHBIZ>
VLT fRORROBAEY L MRk, M2 RHBITH
THYRICRERIBD IV DORE TN 1 KHE
S LTH A B LT A (Table 15, 16, Fig.7),
3ARALT7HABLLICHE LA FERIC I B PR,
RRE XOHARRICHT 2R ROHB LRI
THEE LA, CXM-AXEE TRRIRR DEEK LR T6Y
M 86% LHWIc LR L (P<0.05), CCL B TixgHR
MOMER (86-98%), MRDEMILE (80—93%) 2*
FEICER LT (P<0.05), Lo L, MEROHE
RRFHLLIC3AA L7 BATEYED VKT
o to —RUC MMM I8 S HERE ST X
HHIBERDHRED TRMICRBAT 5 bR TE
b, SEAGETEERIC S LT EERICHT 2R
3AMUMICBAORIEIELS 5L 0 LEX bl
BOVHRRER LR L ) 2 SERHNEBEO &
SRRCEIT 8 X 0 7 MBS OB AR HE LT
Vs, SEORRL D D EKRTIRTOR AL RAT
BREREVA B, Lo L, 3 BMEF ISV THERS
RO@ORIAERIC I B PR M2 DU CIRiTH T B
HRILEM 4 AHOKE # Lish - LBE L HET 5
AL b, BEMMEBBE RIS 5 £ 7 = WD
EJEEHRCO0TE, SO kAT H LENS 5
50

ek, 2 KHERDHO 2 ik CXM-AX HThHo
7ets, 2fl& bz P.oaeruginosa HEGITH H, EIKE

BAH LTL MMEBN L L LTRBRZENTSY,
WEEORBRREROHEITDONBERNTH 12,

(4) BRiOLT

BROYRBIOLTE, UTI RAFEENEnEE
REFREM (R)® ¥b LNERETIFR LI BRY
EEMTHLSZ L L LTRIRYBI LIS, Tof/)
BRELM L F—OHTERN UTI RHFELRN 3
IOL LTBRAZAT, LichiaT, 4EORKIZER
HE NOLBRATH Y,
EVOBANLRG TS, AEWORLEL S AR
DULTHHRM L.

WIKHETEN. Tihbb, BLAHUEIEHTS
h, M7 7 A% T AMBRECEROMN4ER)
TV ERIZ 77 i (CXM-AX 8 40 1. CCL
BTG, 75 A7 BMBERESIhROOLE S
KHE (21 B AYD AT ERIX 26 H(CXM-
AX B 14 (1, CCL B¢ 12 f1), 3K, Bakibic
Wb L 7oEP 14 BY (CXM-AX S¥7 81, CCL 8¢ 7
B) THoto

14 BRICHT 5MOEMO BRR (BRHH D EH
B/BREAR ¥ UTI XM T HFE L 2R &
=X % &, Enoxacin (ENX) 2% (1/45), Ofioxacin
(OFLX) 0% (0/5), Pipemidic acid (PPA) 4% (3/
78), Nalidixic acid (NA) 8% (1/12), Lenampicillin
(LAPC) 0% (0/28), Bacampicillin (BAPC) 10% (3/
30) LHBEShTHY, SAOHEMOBREIZCIM-
AX 0% (0/40), CCL8.1% (3/37) T H. RKOEH
LRABORMTH - 2o BIKAROEHRERES I
WARHBIZ TS, WRAMICELRBD -7 &L
b, UTORNRAEFLE LD THRICEE LR

BRUCEELARR RROBEICHE L TRE
LBk Table27, 28 iR Licst, HIKHEDTT
fetkTiz, BREL 83.1%, BRH ) 3.9%. HER
@ 13.0% THH, HERFAICLT SVWHRTH-
oo EIREHE L MBI ¥ KRR L7 #R% Table29

‘Table 27 Evaluation of recurrence at the 3rd assessment

210cells/hpf

Pyuria
0~4cells/hpf 5~9cells/ hpf
Bacteriuria
<10 cells/ml 57 3
10°~<10*cells/ml

////////, Definite

Unevaluable
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‘Table 28 Evaluation of recurrence at the 4th assessment

10"~ <10%cells/ml

KR LIchs, R—BBL5 61 (6.5%) B3, &k
LTAER LS —H LT F—FAD 5 FliconT
Ank, TREHECHRZ L, UTI XM CHERE &
oteb O 2AB B 1 GURHERET & F L hwE O
E.coli (06:H-) % 10¢cells/ml, 1Giix S.epidermi-
dis % 104cells/ml BDILER TH H HERYHRY &
%xbhb, EHREHE THERS, UTI LT HR
RLETo RERIL BEOPRMAFEHEL LitenE
HEXHELRE LA TH oo —7, ETHREHET
BRHY, UTI KB CHERB L -7 2005 b, B

Pyuria
) 0~dcells/hpf 5~9cells/hpf Z10cells/hpf
Bacteriuria
<10°cells/m! 12 2
10°~<10* cells/ml 2

Unevaluable m Definite

R 0-4 =/hpf THo 2P (No.7-1) i3, 4 5
EHAETH > BTH D, 3B 4 JHE OB A TIAEH
R <10°celis/ml, [RR 5-9 = /hpf &7g> T H BN
FTBRE L XL HEGITH - 72 (Table 30), 20 1
GURABRIR 104~ <10° cells/ml, BIR 5-9 = /hpf DG
TH o toht, WRUCHER 210°cells/ml, FBR 5-9 =/
hpf TEKEHE, UTI K8 L & CHERE &> 1
[ R R RS o

Bz, UTI ERTOHBRBOEBIC grade 201
BETBIOE, MHER 2104 cells/ml, BE 5-9 =/

Table 29 Relationship between committee’s judgement and doctors' evaluation at the 3rd assessment

Doctors' evaluation
None Possible (Unevaluable) Definite
Pyuria Pyuria Pyuria
0~4[5~9 =210 0~4|5~9| 210 0~4|5~9| =210
Bacteriuria Bacteriuria Bacteriuria
2 <10 56 <10 1 <10’
5
z 10°~<10" 10°~<10' 10°~<10*
10°~<10° 10'~<10° ~<10®
210° 210°
H Pyuria Pyuria Pyuria
£ 0~4|5~9| 210 0~415~9| 210 0~4|5~9| =10
§| g [Becerioia Bacteriuria Bacteriuria
3| <10’ <10’ <10°
3§ 0-<io 10°~<10* 10°~<10*
£ Sl 10~<10f 10'~<10° 10'~<10°
5 =10 210 210
Pyuria Pyuria Pyuria
0~4|5~9 210 0~4[5~9 210 0~4[5~9| 210
Bacteriwia Bacteriuria Bacteriuria
2 <10’ <10’ <10
g 10°~<10* 10°~<10* 10°~<10'
10'~<10° 10'~<10° 10'~<10°
L 210° =10° 3

Unevaluable W Definite
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Table 30 Recurrence in the patients evaluated for both assessments

-

hpf OB ORI LTHR DML BB L2
bhse SEDOZ ORD 2L & bICHENT (KERE
3) &AL Mo E coli % &4 WHEIEA (E.
coli (02: HI), S.epidermidis, YLO : 10¢ celis/ml, E.
coli (02:H-), P.aeruginosa,
aureus : 10° cells/ml) T tzo HEHOEM, MAE
bEMbAT, KRELOKVERN HOSEEE LT
VEESE B Lhicust BEREICIZER O el
MEER &V Do

BRUEER R, TLIBERETIHRE W =
1725 potency %L FAHCIMH L5 B &1 5 Blin s
HIAEHROEMEN OB Y B E LI OTH Y,
FMBWEBNTLB L dic, FOHEERER (HRT
DYD LS L HFRIZE S potency ¥HT B L 0%
pick up TBLVIHEROLD) THBo LichinaTH
ERBOUIFHMER 210 cells/ml, BT 5-9 =/hpf OB
ORED TS L LEMLTA TR 5 L8

A. calcoaceticus, S.

Pyuria
Bctero 0~dcells/hpf 5~9cells/hpf Z10cells/hpl
acteriuria
11-2,11-4,16-4,31-1 | 63-1
<10%cells/ml | 50-3,50-4,51-1,51-3
52-2,62-1,62-3
3 421
E | 10~ <10'ceti/mt
!
=
; 10*~<10°cells/ml
Lol S
210%cells/ml
11-2,11-4,31-1
<10"cells/ml | 50-3,50-4,51-1
51-3,52-2
H
5| 10°~<10celis/mt
g
&
£
T | 10'~<10°celis/ml
EL
Z10%cells/ml

Unevaluable deile Case No.

BH5H30 L L, —BMICIR OROERHBHI L
LEENTFREN D, FE BAKHED 26 FICIIT
OBROEFIZEDT (Table 28), B A COBRAEL
PELTRRYLEELEL Dho

¥t BIREPAKRHELLCTETH 7 U A
DOHIUN L 4 KAOHEB Y Table30 1R LIA,
WARHECERS ) OIM. WIKHETIRIAL
LIEERLLOERTH > 1o SO X 5 IERL BE
ZOFRPIC L BBRTRAL LEL ODRTERD
ZO3FADH 4 KHETONMEILT T Ecoli TH
b, L misBRIAKN S hich o 2o 1 kR 2
Bl BEREEA—-LEEO E coli BEROTE
ENBEFTH - 720 RO DEFICRT BHERD
BN L ERERORE WO » = XAnESHRE
BIRHOKMNDS o ok, SEORRICTHES
i E.coli omBEF% GLAEERICO W T
ETTFHAETF RSN 1T G- BHREE
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&) RELTHENTATH D, LMoL TR
ETHRETSFETH 30

(5) HifEA

CXM-AX ORIfEfi% open trial O&EKI 2, 416
A 76 Bl (3.1%) kABh, £05bH 63 HI2.6%)
FHEBERTH 2oL WS h Ty 3% FRRT
i3, 151 Gl METHR2 O, WORME 201, Bl 1
A By o AEMELATRAE LY THY, £
#it LBE—B LTV CCL 0XxRKRCOBIEAIZ,
158 i 4 B (2.52%) B Hh e EROME L inig
AEORRAESR LVARTH - 101,

i BRREMAKIL CXM-AX Bfic s-GPT ok
5 (286-50) LEMBROWS (6,300-+2,400) A& 14
Edoht, WIhLBEOERTH -1z

HEDRBE ), CXM-AX (3@ MM Bb s o
LTH SIS L URREDOEVHRRKFATH 5 L ¥ %
bhio

x L3
1) 8 26 MAKE¥REFLBE, FEY XUy
Al Cefuroxime, ¥, 1978

2) % 33 MAKEFREFATMARLHES, 7R
YY#HYY A1, Cefuroxime axetil (SN407),
KK, 1985
UTI§5ee (fi® AMES) : UTI (REER
1) REF(HERE (3 2 Ko Chemotherapy 28:
321~341, 1980
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A COMPARATIVE STUDY ON CEFUROXIME AXETIL
AND CEFACLOR IN THE TREATMENT OF
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To evaluate objectively the efficacy, safety and usefulness of cefuroxime exetil (CXM-AX), a new
oral in, in the of acute i cystitis, a ive double blind trial
was performed using cefaclor (CCL) as the control drug. In both groups, the drug was administered
after meals for seven days in the dose of 250 mg tid. and clinical efficacy was assessed on the 3rd
day (the 1st assessment) and 7 th day (the 2nd assessment) of dosing. Further, in the patients who
showed excellent response at the 2nd assessment, recurrence was examined on the 14 th day (the 3rd
assessment) and on around the 21 st day (the 4 th assessment) following the subsequent 7-day placebo
treatment.

1. A total of 330 patients (CXM-AX :166, CCL : 164) were treated, among whom clinical efficacy
was evaluable in 235 patients (CXM-AX : 119, CCL :116) at the 1st assessment, and in 185 patients
(CXM-AX:98, CCL:87) at the 2nd assessment.

2. In the evaluation of overall clinical efficacy by the committee, the efficacy rates (‘excellent’ and
“good"”) in CXM-AX group and CCL group were 95.8% and 97.4%, respectively at the 1st assessment
and 98.0% and 100%, respectively at the 2 nd assessment. The figures were very high in both groups
and there was no statistically significant difference between the two groups. In the 1st and 2nd
assessments on effects of drugs on pain on mi iti pyuria and iuria and on i
response, no significant difference was observed between the two treatments.

3. In the 1st and 2nd assessments on clinical efficacy by doctors in charge, the efficacy rates of
95% or higher were achieved in both groups, with no significant difference between the two drugs.
However, the rate of ‘excellent’ cases in CCL group (71.6%) was significantly higher than that in
CXM-AX group (58.0%) in the 1st assessment (P<0.05).

4. Recurrence was examined in 77 cases (CXM-AX : 40, CCL:37) at the 3rd assessment, and in
26 cases (CXM-AX :14, CCL:12) at the 4th assessment. In either of the assessments, there was
no significant difference in recurrence rates between these groups.

5. Side effects were observed in 6 cases (4.0%) in CXM-AX group, and in 4 cases (2.5%) in CCL
group. Abnormal laboratory findings were noted in 2 cases (2.9%) in CXM-AX group. The difference
between the two groups was not statistically significant.

6. In the usefulness evaluated by doctors in charge at the 1st and 2 nd assessments, no significant
difference was observed between the two treatments.




