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Table 1. Patient specifications

Patients/Day 3 7

Evaluated | 70 (86.4%)
Evaluated | 79 (97.5%)

Excluded 9 (11.1%)

81

Evaluated 2 ( 2.4%)
Excluded 2 ( 2.4%)

Excluded 0 ( 0%)

LLLTELZ DD, MMM OB IES S M IC
BALTIELTLA TR Ty ANPESI R TV ARV, &
2T, BOY 7 = A RPURIE D 72 5 T2k BRI B B 28120
THREEED—DLEZ LN, WIREHFHEIH O EGRE IR L
T, RBEEICHEHIN TR 7 IR VERF TV
(CFPN-P1: 7€ v 7 2%§¢) & i, 3HH& 7 HHDE
IRENRAZ DWW THBMGET L 72,
L R &HFE
1. St
ARERBI T KZB X ORI 11 I & ) REK
N7z [BPE UTIAFZES (RR3 - mINAl—) | TS h
4 Wik TH B, 7 b a—)vid [UTI FERhEE
fili2EHe (5 4 iU ER) 1P (LT, A EREET)IC
HUTER L7z AT TINEES GR
NAEl—, MW, IR 2ET, EFAOIY v,
FHEFIIOWTHE L, ZO8iE e L.
2. FEHEHIH &t G aE B
xF 4 0% 2005 4F 9 H~2007 454 B 12 TBH ¥ UTI#F %8
K] OEMERE TP LRBICEEREEH LAtk
HAMEEE R T, ERDS 18 UL 69 L T oLtk e L
Too BESME LT1X, OREERE UCHERE, HUR,
REYEE, THEIBFEOVWTh»ZHEICET S b0,
@BEIR : $5-RIR = 10 2 /hpfo @WEL © 5T K
= 10° cfu/mL. @ T# : Corynebacterium spp., Lactobacil-
Tus spp.72 EHH & MBI G L 2 WO A3 55 B
SNIHEBNLERYT %
%k, HALERIARRBORBICEZD, BEREIICH
WD EHBL, HELZIUGL 2,
3. HERBIURY
CFPN-PI$t 100 mg % 11911 §¢, 8, &, A &HIZ, 7
i BHM+4 HE) My &35,
4. BlgE, WA, FHMGIEB B X OERGRE & R e )ik
eHiaTT, 3HHE, 7HH (REETRH) OFZRHT
FEI L E e kd (RR, MR B L OCEE 21T 72
5. BRRENROHE
1) AT ERIC L 2805 E
(1) ZARFEOR - BRAIAIE, 3HH, 7HH (%
LT 12HE L7
(2) 3HH, 7HH (B5#TH) I8 2RO
g - OREGERE, QRRISTT2H%, G
HITRRIKS 3 2805, ORI MR R

Table 2. Patient profiles

Parameter Decade Patients (%)
18-19 3( 43)
20-29 10 (14.3)
Age 30-39 9 (12.9)
(years) 40-49 8 (11.4)
50— 59 17 (24.3)
60— 69 23 (32.9)
Pre 35 (50.0)
Menopause Post 34 (48.6)
Unknown 1(1.4)

6. RHHER O E & MIC DHFE

PR DM 12 & JF% T dip-slide (7 VU AV~ EY) & H
W, 24 G ERICHEZ HE, HERZhIA
REFEZHREZFNI RN LREORE 21T o 720 W
SNTMEIOWTIE, HARLAREAREERIED
&, FERPMWABIE T cefcapene (CFPN) O f/NEH [
LR (MIC) 2 L7z, &8, AFEOR KRN
B (k) L=

7. T — % OFENT

7 — % OfFNTIE, Wilcoxon fF54) E Mg 2 H\vy, BUE
DA BARIEIITM 5% & L7z,

L & ES

1. MEEHER)

RT 8 Bl HAE L7203 H B %217 - 7 5EBIE 79
BT, 205 H 7 HBEHELTETHERNZ 70 $1T, Kk
LahofelebH @ TE R o IERN I BlH -7z, &
D 9FD 3 HBHEDOHNTUL, ERh5 B, A% 36T, 4
L 1BOHRTH -7z (Table 1)

BEEMEELLT 720, AREICOVTIE, 3HH
BIOTHHEDBLELZT0BIIOWTHM ZAT- 720
B, eIV TIEESIflEzHRE L,

2. BHEER

70 Bl DA B & BRSOV T o5 & Rz, 4R
WAL, 50 B LU0 AR T 57% & 5D T Wiz,
PHETT & #2138, 12IZFETH o7z (Table 2),

SR G G-Baami R BER) (20w T, KRR
3 Escherichia coli C 3 - 72 % B 25 70 1 7 58 51 (83%)
T, TD B E. coli HMGEEGNZ 53 H1TdH o 2o Miv T,
Enterococcus faecalis, Staphylococcus epidermidis O N T,
PR D DVEHAPEREE S D A & FARD 534 Tdh - 72
(Table 3)o BERTHEESNL 8 Bld - 7225, WIhd 2
WD ARDIEBI T 5720

3. MEERRR) R

AT ERORIHEIC L 2REHWAMRIE3IHHE
HETI, FHFRA7 B, AR 2261, W1 BT, FHR
1347 B1/70 BT 67%, FEREHME R LHREIL 69
B1/70 51T 99% Tdh -7z 7 HHHETIX, FH%D53 4,



306 H A& b % # 8 3 & M 5 JULY 2009
Table 3. Causative organisms
Isolate Microbial type Patients (%) Strains (%)

Mono

Escherichia coli 58 (82.9) 58 (74.4)
Poly
Mono

Enterococcus faecalis 6 6
Poly
Mono

Staphylococcus epidermidis 4 4
Poly
Mono

Proteus mirabilis 2 2
Poly
Mono

Klebsiella pneumoniae 2 2
Poly
Mono

Citrobacter freundii 2 2
Poly
Mono

CNS 1 1
Poly
Mono

Enterococcus avium 1 1
Poly
Mono

Enterobacter aerogenes 1 1
Poly
Mono

Staphylococcus saprophyticus 1 1
Poly
Mono 62

Total 78 (100)

Poly 8

CNS: Coagulase negative Staphylococci

Table 4. Overall clinical efficacy

Day evaluated
3 7

Excellent 40

Excellent 47
Moderate 7

Excellent 12

Moderate 22
Moderate 10

Poor 1 Excellent 1

AR 17 B, %) 0 BT, FEREZ 53 41/70 61T 76%,
ERE AR E R L 72H R 70 41/70 51T 100% T
Ho7lz,

4. 3HHHEDS 7 HHHEDOHER

SHEHWE?S 7 HHHE~NORROHREZ RS L, 3
HHETER) A7 Bk 761257 HBAERI~, 3 HH TH%) 22
B 1261237 HHZFERNIC 2 > Twize 3HHEHTHERT
Ho721HIE 7 HEIZEMNICR> Tz, 2%, HE
FERDEL o 7EBIDS T B, B < 7o 7IERIAS 13 4,
RETH - 72FEBNE 70 Bl 50 B (71%) TH -7z (Ta-
ble 4) o

5. 3HHMFEE 7 0 HHED L

D HEMERICHT 3058

T0BICB U 2HEREZ F & L HERERISHT 5%
Fi, 3 H R TIEiHIE 61 61(87%), B 8 1(11%),
AE1H (1%) T, EFLEBREZSbELUEE (DL
T, SGEREMET) 1299% THh o7,

7 HBHETIZHEER 70 81 (100%), BP0 H (0%),
AZEOH (0%) T, YERIZ100% TH- 7z,

EERTYH, HERIFZICTHHHNEDIE) BERT
W7z (Table5)o

2)  BRIHT BR)H

70 B30T BIERICH T A20%%, 3 H HHEE TIZIE
Ak 64 61 (91%), 3% 361 (4%), A% 361 (4%) T,
EFEbEREE2EbEUERITIBY ThHhote 7
HHBEWECTIXEFIL66 61 (94%), dE26 (3%), &
26 (3%) T, WERIZI% Tholzo &HRTD,
EFALERTH, SHHE 7THHTAHEREZTRO LN
» o7z (Table 6),

3)  MIBRRICH T 5% H

70 Bl B HHIRE RIS 2 %0%10%, 3 HBHHEHIT
(EBEPEAL 57 61 (81%), WA - Bzl 9 Bl (13%), A%
461(6%) Td -7z 7 HHHETIZBEMAL 56 #1(80%),
WA - WAL B (16%), AZE 3B (4%) TdH o7z,
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Table 5. Effect on subjective symptoms

Statistics (*)
Day evaluated Resolved Improved Persisted
Overall efficacy Resolved
3 61 8 1 P < 0.05 P < 0.05
7 70 0 0 P = 0.0039 P = 0.0039

* Wilcoxon signed-rank test

Table 6. Effect on pyuria

Statistics (*) (Note)
Day evaluated Cleared Decreased Unchanged
Overall efficacy Cleared
3 64 3 3
P = 0.6250 P = 0.6875
7 66 2 2

* Wilcoxon signed-rank test

Note: p was not statistically significant in any case.

Table 7. Effect on bacteriuria
Decreased * Statistics (*) (Note)
Day evaluated Eliminated Unchanged
Replaced Overall efficacy Eliminated
3 57 9 4
P = 1.0000 P = 1.0000
7 56 11 3

* and Note: Same as in Table 6.

Table 8. Overall clinical efficacy (Infection/Menopause)
Statistics (*) (Note)
Item Day evaluated Excellent Moderate Poor
Overall efficacy Excellent
3 47 22 1
Total P = 02114 P = 0.2632
7 53 17 0
Monomicrobial 3 43 19 0
R P = 0.2379 P = 0.2379
infection 7 49 13 0
Polymicrobial 3 4 3 1
R P = 1.0000 P = 1.0000
infection 7 4 4 0
3 20 14 1
Premenopausal P = 03071 P = 0.3877
7 25 10 0
3 26 8 0
Postmenopausal P = 0.7266 P = 0.7266
7 28 6 0

* and Note: Same as in Table 6.

ERTH, BHLECTL3IHHETHHE THERZER
RSN o7z (Table 7)o

4) AR

Eik 3. BXU4) LzkHiz, &fkTd, FRET
b3AHE 7THHTHELREIEDON R 572, HEL
WAV BE SN2 E O 62 Bl &, BRI 2308 Sz d
DYPNZONWT, BOBD3IHH, 7HHHETHEL
P, WTNIZBWTHARLREZIRD LN o7 B
BORRIZOWTAHD 1 Hl 2k &, BRI 35 6 &

RBD 34 BNZHONWT, BOBO3IHH, 7THHHZETI
WL, WINIZBWTHHFELREAIFEOLN )5
7z (Table 8),

6. MW FIR)R

70 JEBI, 78 FRIZ DWW T OMBF IR H % Meat L 720 78
e, S HBEIZHER L72D1X 6 4k, 7 HHICHER L7201
S5HRTH Y, HERIIIHHETI2% (T2H/78¥F), 7
HHET94% (73 8k/78 ¥k) TH o720 S HHEIZHER L2
6 R ARRIZ 7T HEICHER LD, 723”7 HA
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Table 9. Bacteriological response

Isolate Strains Day evaluation Eradicated Persisted
3 55 (94.8%) 3 (5.1%)
E. coli 58
7 56 (96.5%) 2 (3.4%)
3 5 1
E. faecalis 6
7 4 2
3 3 1
S. epidermidis 4
7 4
3 1 1
P. mirabilis 2
7 2
3 2
K. pneumoniae 2
7 1 1
3 1
C. freundii 2
7 2
3 1
S. saprophyticus 1
7 1
3 1
E. aerogenes 1
. 7 1
3 1
CNS 1
7 1
3 1
E. avium 1
7 1
3 72 (92.3%) 6 (7.6%)
Total 78
7 73 (93.5%) 5 (6.4%)

CNS: Coagulase negative Staphylococci

Table 10. MIC vs. bacteriological response

Isolate MIC [ug/ml] Total
0.06 0.125 0.25 0.5 1 2 4 8 16 32 64 128 > 128

E. coli 9/9 22/24 17/17 5/5 3/3 56/58
E. faecalis 1/1 2/2 1/1 1/2 5/6
S. epidermidis 1/1 2/3 3/4
P. mirabilis 1/2 1/2
K. pneumoniae 1/1 1/1 2/2
C. freundii 1/1 1/1 2/2
E. avium 1/1 1/1
CNS 1/1 1/1
S. saprophyticus 1/1 1/1
E. aerogenes 1/1 1/1

Total 1/2 10/10 23/25 20/20 7/8 5/5 1/1 1/1 2/2 1/1 2/3 73/78

MIC: strains eradicated/strains isolated
CNS: Coagulase negative Staphylococci

WCHB L7z (Table 9)s mirabilis T3 0.06 pg/mL T 1 DA EE 5 AR L 72
7. MIC JIHH B = R0 (Table 10) .
THHHZEZIBT S, 5HAGBHTHRICHN TS 8. HIEH
CFPN o MIC 5l B 7zl 2230 R 2 Mad L 720 E. coli 81 H 2 Bl (25%) I FHI & TN EDRIERASH SN
Tl 025 ug/mL T 2 ¥k, E. faecalis TiZ>128 ug/mL 72705, WENLBRMAE D DT, ZEMICIEIZ -7,
T 14k, S. epidermidis Tlx 1 ug/mL T 1 ¥k, Proteus
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FT, 7t ud o s REREIZ3 AR EE . /2,
RO¥AE, HRIIE 7 « 2 RPEEO 3 H %528
HEREN TV 5B,

A SYE, — o 2k AR 225 LT cefdinir
(CFDN) @ 3 HH$5-THRHZE 95%, AxhE 100% (G5
METLT%) LR TEDRBEIHONIZ L 2WMEL
TWh,

VAR, 7Vt aF g Vit E. coli @ B4 HIME ] A5
FOENTBY, REBEIYEICBVTZOHIES
NB M T, AHMERERZCHTT 2% 017 2 2%
W OLGHIC OV TR T A Z LN EETH D &
%2, ¥ 513 CFPN-PI # W TR MG 247 5 720
CFPN-PI (35S (Fk) CTHIZE SN, 1997 4£ 6 H 1
RSN 7 = 2 RPUEWE T 5 ARFEHIZ,
75 MRS 75 ARETER IS L ClRL VWItH b %
AL, BAZEEBRSTOREBGREI T L TR\ R AR &
MWERIR AR L T b,

L, 3 HM#EG-# L 7 BS54 & Oy % ik
Lo SOTFRELT, HRTIEE7 2 22K 0HED 3
HEG SR ENTWEI e, 74 3HHE
BH-OBEBEEOBEED KD SN TWB EE 2 12,

AW ORES, CFPN-PL 1 3 HIR G- CHERIE67%, &
N 98%, WNEK 4%, 7 HH5 TEHE 76%, A%
K 100%, HHEE % &, WTFRIZBWTHENK
WMERLZ. 203 HESHOEREIE, FdofaEso
FNEFPTHHDTH -7,

S ORFT3 Akbh e 7 AkbGhE 2 KL 228
A, HEERICBWT, 7 HI% 50139 EEICEN K
BERLED, THUNDERBREICB W CIIAERE
FROLNT, 3SHHZXSG OEFH TRELERIETH S
EEZONTze —HIC, BVEHRVEREIE 55 O Pl S
WZBWTIE, FPMERAERL, RWCIRIRIEERE L
THERWEEIESN L Z 25, 3 HHIERDIFE > T
WIZREBITT D, MR ERIRASTHE L CwiuE, 20 F
FHREETLTDH, 7HEHIZIERDHEET AT HEM:DS
THnEZONBBDENVZ 5,

BB, H 7 — 7V IE B OBV IR I B AE 68
1 (2000 4-~2002 4F) 12K3 % 7 HE$ 51281 2 M08
0% T, CFPN-PI#E 32 B 47 ¥k T3 2% 42 ¥k
(89.4% ), fF#5¢ 5 ¥ (10.6%) TH 1), levofloxacin (LVFX)
T 36 B 51 BETILIH I 45 #k (88.2%), fhi 6 # (11.8%)

DOEGE M TH - T, JREGEGEIZx L CFPN-PI
i, 7THEBEGTRE7 v A a0 viiE s R uiiw
BERTIEEFREL TS, ZORFBRIE, RPOPRHSE
WBEPHHHOL LOT, BAMICHRITEL 7 = 5%
PR O R BHE RSS2 MIC 1, 7vFru ¥ /o
DENLD BENDS, TNOSHHMMETD 7 HEG- 5,
M EDEHVBRRRERTIOLE VR S,

SRl ORI, SRR 5155 B ERIR R R T
HY, ERICHIHENOBIT L) BIFTHE DT
WS N722570 Bl &+ R FERNIZ B VT, CFPN-PI13 H Y
BHTHENLERTH - 72

SO ENS, BVEHMMERBZICH LT, RKEOH
FRIEHEE G HEE LT, 3~7 HA IR L ) 54
B EZ LN, LTLL7THMLEE VIRV E
ZZ bz,

ABETTIE, 1AMGBOREBIZZIT) 2 L bkt s
LR TH o722 b, HEiE b o ERE
DOTHEFID I L, FRRMICHEERT 1 EBBICH R
BEm fE & W 9 5T 50 At B X 060 o B E AL L
ofzb Bbh b, —MICEEE O R EGIE LG EH
DFNLEREEZ NS, SRIOMKE T, 50
ALY 24%, 60 5%ACAT33% &< B DI hb
59, BRIFRERBGERSH SN,

PlEX Y, CFPN-PLIZ, ZEHfutEREDE&RICH L, 3
H ¥ 5T+ % BRAER - IRIR 7% & ONTHIR IR O
BH720FT I EIRBENT,

AH % 3 HERG 350, 7 HERG L3503, B
HORMTHRETIUEE L, SAHICKRETE LEHIC
X, TORMTIEL K HRERBRIZE L, BRIRAEEL,
HEMERD 2 hoTwiUL, ZITHREZKRTLT,
5~9 BRI, RR AL TBLEV) T ENFYLHE
bhd, —%, 3 HHIUEREDIK-> T 2548, W
DIRFEERER - BZ A S, A O F 7213 LW
BRDODL, TbBEZETH Y, FEIREPRIR & ATk
IR H T, AE X 5124 HRRERBX ST 5,
7 HM O EEIT, ENTHOREA TGRS,
HHEEN T 2 b B IREEIEBER B2 v, WiRZ W (B -
[ DR T 7 &) RBEEN B R A A T SR L
BREL 2L, REMEFETH Y, HoEHOWEICIE
FNHHHA L2 CEAETSULETH 5,

PRI A O /C, DU SE % #ik 2 WM TR 3 5
ZEDPRDOENT VWL, ZDHHNS D CFPN-PLIZB LT
&, 3 HHPG-THaash R8s o N ERICIE, £2T
BREEZNTHWAZIENRYELEZONL, 1272L, 20O
Wt IR TH5~9 HEIZKRELTH 5, iBE%2H
BLTBLZEDPEETH S,
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Clinical response to 7-day treatment with cefcapene pivoxil 300 mg qd
for acute uncomplicated cystitis
—Comparison of clinical response between Days 3 and 7 of administration—

Soichi Arakawa”, Katsumi Shigemura’, Yuzo Nakano”, Kazushi Tanaka”,
Masato Fujisawa’, Akira Fujii”, Toshihiko Mita®, Nobuo Kataoka®,

Osamu Matsumoto”, Minoru Hazama®, Takashi Matsui”, Sadao Kamidono”,

Shinichi Morishita’, Masayuki Kuwayama®” and Nobumasa Kataoka"

Y Department of Urology, Kobe University Hospital, 7-5—2 Kusunokicho, Chuo-ku, Kobe, Hyogo, Japan
? Department of Urology, Shinnittetsu Hirohata Hospital

¥ Mita and Terasoma Urological Clinic

Y Department of Urology, Nishiwaki Municipal Hospital

 Department of Urology, Miki Municipal Hospital

9 Department of Urology, Yodogawa Christian Hospital

” Department of Urology, Kobe Red Cross Hospital

¥ Department of Urology, Kanebo Memorial Hospital

¥ Department of Urology, Shisoh General Hospital

' Faculty of Health Science, Kobe University School of Medicine

We compared clinical day 3 and 7 response to oral cefcapene pivoxil (300 mg qd) in 70 women aged 18 to 69
with acute uncomplicated cystitis. Patient conditions met those specified in Efficacy Evaluation Criteria for
Drugs in the Treatment of Urinary Tract Infections (Ver. 4, Provisional Draft). On day 3, overall clinical re-
sponse was excellent in 47 of the 70 (67 %), good in 22 (31%), and poor in 1 (1%) (combined excellent-good re-
sponse: 99%). On day 7, overall clinical response was excellent in 53 (76%) and good in 17 (24%) (combined
excellent-good response: 100%). The causative pathogen was E. coli in 58 (83%), with E. coli alone isolated in
53. Bacteriological effect (elimination) against 78 isolates was 92% (72/78 strains) on day 3 and 94% (73/78
strains) on day 7. Urination pain and other subjective symptoms disappeared in 61 (87%), were alleviated in
8 (11%) and remained unchanged in 1 (1%) on day 3 (improvement (normalized + alleviated): 99%). All
symptoms had disappeared in all patients (100%) on day 7. No statistically significant difference was seen in
day 3 and 7 assessments of pyuria, bacteriuria, or overall clinical response. Subjective symptom, response on
day 3 was not inferior to that on day 7 in terms of objective data. Our results indicate that 3 days of treat-
ment for acute uncomplicated cystitis with CFPN-PI may suffice, pointing the need to the validity of further
assessment.



