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1. RELVUFHE

1. BEN

REBLERE L) THEL 2HERER (THEE
19854 ~19874F) @ 5 &, Escherichia coli (50%k),
Klebsiella pneumoniae (50%%), Proteus mirabilis (50
#k), Indole-positive Proteus spp. (50%k), Enterobacter
spp. (50¥k), Serratia marcescens (50%k), P.aeruginosa
(48%k), Staphylococcus aureus (47%%), Staphylococcus
epidermidis (50¥k), Enterococcus faecalis (50%k),
Enterococcus faecium (45¥) 122> TMIC20003 2 T
Lz AV, 10°CFU/mInEREE & THRH D R/INEEIE
IERE (MIC) %#BIEL 72, F72, AF) B »
L TCAZ, cefsulodin(CFS), dibekacin(DKB) # >
72,

2. ERR&yRRET

19874 9 A4 5 19884E10 A  THOHAMIC #LIRERIK
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1. BiEH
BERFORB PR (118 £45~508%)

1§ 2 BIERF OHE S % Table Liz £ & 072,
1) E.coli

CFCLDE.colitz 33 2 MICI30.05¢g/mlic &£ — 7
BIRL, 2BR0.20ug/mILI Tz L 72, % 72, MICs
130.05ug/ml, MICs0i30.10pg/mlT, CAZL ) 1 EXFE
BENHEN R,

2) K.pneuwmoniae

CFCL ) K.pneumoniae i 343 5 MICi20.10xg/ml
=7 %R 72%% 50ug/mlLl EOMICR B 58
# 1R 72, 72, CFCLOMIC4,130.10ug/mlTH
N, CAZL Y 1 ERBENT-TEHERL 72,

3) P.mirabilis

CFCL O P.mirabilis i= ¥t § 2 MIC? ¥ — 7 3
0.10~0.20ug/ml T, £#0.39ug/mILI T2 L 72,
F72, MICyi20.20ug/mITCAZL ) 2ERFEL B LD
NHCFS, DKB& WENZHEHZRLZ,

4) Indole(+) Proteus spp.

CFCL ? Indole(+) Proteus spp.i= ¥t 5 MIC iz
0.10pg/mlic &— 7 7R L 72%%, 50ug/mll_ EHMIC
PETOH%RE 2HREBOR, 72, MICyt20.39ug/mIT
CAZL " 1M 5L, CFS, DKBL ) B S A
BN HENERL

5) Enterobacter spp.

CFCL ) Enterobacter spp.i2xt$ 2 MICIZME/E { 4
L, ZNAE—7130.10ug/mlTH Y, 50ug/mILl LN
MIC# AT 28I 1%k DA TH 72, $72, MICsid
6.251g/mITCAZL N 3 Ekkg, DKBL ) 2 EXBsEN 72
MEH%ERLZ,

6) S.marcescens

CFCL S.marcescensiZ ¥+§ 2 MICIZRIA < 75 L,
ZFDOE—7136.254g/mlTH - 72 550ug/mlLl Lo
MIC# B 58 % 2 472, % 72, MICsld12.5ug/
mlITCAZL N 2% 2L n, CFS, DKBL D
BN HENERL .

7) P.aeruginosa

CFCL ) P.aeruginosaiZ ¥t§ % MICi31.56ug/mlic
E—7 %Rz, S0ug/mil EOMICR* BT 28 %
2¥REBD 12, MICsi30.78ug/mITCAZ L 1) 1 ERBEE
NEHENERL7, 72, MICg133.13ug/mlTCAZ
LEIHT, CFS, DKBX ") 4 ERBEEN 2 HEH2RL
72,

8) S.aureus

CFCL® S.aureusi= xt§ 2MICH & — 71312 .5ug/
mlTdh -7z, F72, MICsi312.5ug/ml, MIC,,i2100
ug/mlT, CAZXIZIZRIBENMEHN 2R 72,
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Table 1. In vitro antibacterial activity of cefclidin against clinical isolates
. MIC (zg/ml)
g\fﬁ o Eansm Antibiotic
o. of strains) Range 50% 0%
Escherichia coli (50) Cefclidin <0.025-0. 20 0.05 0.10
Cefsulodin 12.5—100 25 50
Ceftazidime =0.025—0.39 0.10 0.20
Dibekacin 0.20—100 1.56 1.56
Klebsiella pneumoniae (50) Cefclidin 0.05—50 0.10 0.10
Cefsulodin 25—>100 50 100
Ceftazidime =0.025—6. 25 0.10 0.20
Dibekacin 0.10—-12.5 0.78 1.56
Proteus mirabilis (50) Cefclidin 0.10—0.39 0.20 0.20
Cefsulodin 25— >100 50 100
Ceftazidime =0.025—12.5 <0.025 0.05
Dibekacin 0.10—-50 1.56 6.25
Indole - positive Proteus spp. (50) Cefclidin <0.025—100 0.10 0.39
Cefsulodin 6.25—>100 100 >100
Ceftazidime =0.025—50 <0.025 0.78
Dibekacin 0.20—100 1.56 25
Enterobacter spp. (50) Cefclidin 0.05—50 0.20 6.25
Cefsulodin 50— >100 >100 >100
Ceftazidime 0.10—>100 1.56 50
Dibekacin 0.10—>100 1. 56 25
Serratia marcesens (50) Cefclidin 0.10—>100 3.13 12.5
Cefsulodin 50—>100 >100 >100
Ceftazidime 0.10—>100 1.56 3.13
Dibekacin 3.13—>100 100 >100
Pseudomonas aeruginosa (48) Cefclidin 0.10—100 0.78 3.13
Cefsulodin 0.39—>100 3.13 50
Ceftazidime 0.39—>100 1.56 3.13
Dibekacin <0.025—-100 6.25 50
Staphylococcus aureus (47) Cefclidin 0.78—>100 12.5 100
Cefsulodin 1.56—>100 6.25 50
Ceftazidime 1.56—>100 6.25 100
Dibekacin =0.025—>100 0.39 >100
Staphylococcus epidermidis (50) Cefclidin 3.13-25 12. 12.5
Cefsulodin 3.13-25 12.5 25
Ceftazidime 3.13-50 6.25 25
Dibekacin <0.025—>100 25 >100
Enterococcus faecalis (50) Cefclidin 100— >100 >100 >100
Cefsulodin >100 >100 >100
Ceftazidime 25—>100 >100 >100
Dibekacin 12.5—>100 50 >100
Enterococcus faecium (45) Cefclidin 12.5—>100 >100 >100
Cefsulodin >100 >100 >100
Ceftazidime >100 >100 >100
Dibekacin 25—>100 >100 >100

Inoculum size : 105 CFU/ml
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Table 2. Backgrounds o patients
Number of patients
Item
Catheter indwelt No catheter indwelt
30~39 1
40~49
50~59 1
Age(Y) 60~69 1 5
70~79 4 5
280 1 1
Sex Male 6 9
Female 1 3
CCP 2 2
Diagnosis CCC 5 9
PPUTI 1
BPH 1 3
NGB 2
Underlying Stone 1 1
disease Tumor 2 5
Urethral stricture 1 1
2 disease or more 2
CCP : chronic complicated pyelonephritis CCC : chronic complicated cystitis
PPUTI : post-prostatectomy UTI BPH : benign prostatic hypertrophy
NGB : neurogenic bladder
Table 3. Overall clinical efficacy of cefclidin in complicated UTI
0.5g, 1g X 2/day, 5days treatment
i Pyuria Cleared Decreased Unchanged Effect on
Bacteriuria bacteriuria
Eliminated 3 ) 4 7 14 (73.7%)
Decreased
Replaced 2 2 4 (21.1%)
Unchanged 1 1(53%)
Effect on pyuria 5 (26.3%) 5 (26.3%) 9 (47.4%) Patlerlls total
[E==—3 Excellent 3 (15.8%)
Overall efficacy rate
Moderat 13 (68.4%
oderate (68.4%) 16/19(84.2%)
[ Poor (including failure) 3 (15.8%)

9) S.epidermidis

CFCL® S.epidermidisiz#+3 5MICoH & — 71312.5
1g/mlTh 72, 72, MICsi212.5ug/mlC, CFS&
FRTCAZ L ) %4, DKB L ) BN HEH
Rz,

10) E.faecalis

CFCLONE faecalisi= 344 3 MICiE, £#H°100pg/
miLl ECHETH - 72,

11) E. faecium

CFCLOE. faecium |z 343 2 MICi3 3 #k % B\~ T100
rg/mIL OB TH - 72,

2. BRREORRET

PO PR BRI 315 h,  UTISEAhSRAMI 26 %= 23k
L 7219810 %8 % Table 212 7R L 72, UTISE5) SHl 3 4
RERBL &h - 22126013, BIfER DAL 72,

UTIEAFHE R IC A3 7219F ) 5 B S512 &
5 RAEERRRFR % Table 3ic/R L 7245, F%h 35 (15.8
%), BB (68.4%) THRAEFMESL.2%TH -
72, 10HREHRE 21TV, HETRTH- 2 4FlBE
FRRZNR % Table 4i2R L 7245, Exh 3B, A 1HIT
EFAEMULTH - 72, ZNE—EBICEITE 588
TORAEERIN R % Table AN TIZR L 72#%, 4 B 2
BB TIOEBERENHHRREEIIR» - 72, 2
iz, 108 E7 2B TRIR, WERH»MHEL, 58H
HE TENB L BB, TNENEME L2
T#H - 72, Table 5i3 UTHR BRI 272 5 H BG4
BRIRZIR TH 5. G-1EEICN L Tk 4 BIp AR 341, &
% 1B CG-2812 1 BITZ DERIIEN TH - 72, G-3
B 20U 2 BT, G-48Fi3 6 BIPERD 2 B, A%
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Table 4. Overall clinical efficacy of cefclidin in cmplicated UTI
0.5g, 1g X2/day, 10days treatment
Pyuria Effect on

Bacteriuria Cleared Decreased Unchanged bacteriuria
Eliminated 3 | 1 4
Decreased 0
Replaced 0
Unchanged 0
Effect on pyuria 3 0 1 Patierit total

[E=———1 Excellent 3

[ Moderate 1 Overall e:;iicacy rate

[——1 Poor(including failure) 0
Sdays result in the same case

[E=———J Excellent 1

[ Moderate 1 Overall ezfjicacy rate

[————1 Poor(including failure) 2

Table 5. Overall clinical efficacy of cefclidin classified by the type of infection
0.5g, 1g X 2/day, 5days treatment

No. of patients Overall
Group (g?;%irﬁ) Excellent | Moderate Poor ;f!fti:?%
group 1 (indwelling catheter) 4(21.1%) 3 1 3/4
group 2 (post-prostatectomy) 1( 5.3%) 1 11
?ﬁ&g‘ggf’ obial ™ o oup 3 (upper UTI) 2 ( 10.5%) 2 212
group 4 (lower UTI) 6( 31.6%) 2 3 1 5/6
sub-total 13 ( 68.4%) 3 8 2 11/13(84.6)
group 5 (indwelling catheter) 3( 15.8%) 2 1 2/3
il:;;ggg(i)(;robial group 6 (no indwelling catheter) 3(15.8%) 3 3/3
sub-total 6 ( 31.6%) 5 1 5/6
Total 19 (100. 0%) 3 13 3 16/19(84.2)
Indwelling catheter (ligé::tp:ft ig;t:i) Excellent | Moderate Poor ?ﬁ%::%
Yes 7( 36.8%) 2 5/7
No 12 ( 63.2%) 3 1 11/12(9L.7)
Total 19 (100. 0%) 3 13 3 16/19(84.2)

36, & 1BITho72. GHEETIZ IBIFHER 2 4,
@3N 1 BT, G-6EETIIIBIPAMIBITH 72, -
T, BB TIZ13FIPER 35, FX 84,
|5h 2 Bl CRAEXIERIT11/13(84.6%) TH 1, BHE
R TIE 6 FI AR 5B, ES1BITh-72, %
RAT—FNEBEBEOEEICL ZBREFYHENEREE
Table 5O TFERICTR L 7225, # T — T NVEEBI T2 741

REMSH, EH2BITH I, AT—TNE
BEATII 120 HES 35, AR 8HI, EX1FTR
AEELL/12(91.7%) L BETH > 72,

Kiz 5 B Bic KR 2 1T - 7219600 bERE L L
THBE S N7 11 BHE28HRIC N 5 M AR R OB
% Table 6icT L 72, LB TitE. faecalish® 6 /L
B %<, RicS.marcescensht 5 ¥, S.epidermidish'
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Table 6. Bacteriological response to cefclidin in complicated UTI
0.5g, 1g X 2/day, 5days treatment

Isolate gféi?mfs Eradicated(%) Persisted* Strains appearing after treatment*
S. aureus 1 1 1
S. epidermidis 4 4
Staphylococcus sp. 1
E. faecalis 6 6
E.faecium 1
E.avium 1 1
GPR 1 1

sub-total 13 13 (100.0%) 3
E.coli 2 2
K.pneumoniae 3 3
S.marcescens 5 4 1
M.morganii 1
P.rettgeri 1 1
P.aeruginosa 3 3 1
X maltophilia 1 1

sub-total 15 14 ( 93.3%) 1 2
C. albicans 1

Total 28 27 ( 96.4%) 1 6
* regardless of bacterial count 5.39% 21.1%
(1/19 patients) (4/19 patients)

\/

percentage of persistently infected cases
even after treatment

26.3% (5/19 patients)

GPR : gram positive rod

4%, K.pneumoniae, P.aeruginosat’& 3%, E.coli
2 ¥k, S.aureus, Enterobacter avium, GPR,
Providencia rettgeri, Xanthomonas maltophiliah® %
NENIKRTH - 72, ZNLICHT BEIHREIZ6.4
BTho1z, —F, 5BEHEEHDHBEEILS. aureus,
E.faecium, Staphylococcus sp., Morgamella morganii,
P.aeruginosa, C.albicansh & 1 BkDE 6 % TH - 72,
LB, BEchrbLTREZLVBEFES 5V IITR
BEATHEFIZ19BF 58 (26.3%) Th- 1z,

RICERLEICNT H2MIC L EIHERE L DB EMIC
DWwTabal 7Ic/RL 72, 77 ABEHEE TIEMIC
12 =<0.054g/ml?* &5 25ug/mlE TEC AL, BNk
#(393.3% (15%RFP14BRHEEK) T, 77 2BHET
{ZMICI30.78ug/mlh* & >100ug/mlE TIL< T4 L,
B RERIZ100% (13T LBRHTEEK) TH-o 7, BN
% L& - 72 1 #%RIZ S.marcescens T, MICI0.39ug/
mlTH-72, FOEFIAT—TNLVEEBI TH -
72. BEBHNNDBAERKRRNR % Table 8ic/RL 72, 0.5
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Table 7. Relation between MIC and bacteriological response to cefclidin treatment in complicated UTI
Tsolate MIC (ug/ml)  Inoculum size 106 bacteria/ml Total
£0.05/0.10(0.200.39(0.78(1.56|3.13(6.25|12.5| 25 | 50 | 100 [>100
S.aureus 1/1 11
S.epidermidis 1/111/1|2/2 4/4
E. faecalis 2/212/2|2/2 6,/6
E.avium 1/1 1/1
GPR 1/1 1/1
E.coli 1/1|1/1 2/2
K.pneumoniae 3/3 3/3
S.marcescens 01 1/1(2/2 1/1 4/5
P.rettgeri 1/1 1/1
P.aeruginosa 1.1/1/1[1/1 3/3
X.maltophilia 1/1 1/1
Total 22|44 12|2/2(22(3/3|2/2|3/3| /1|22 | 22|38 BB

No. of strains eradicated, no. of strains isolated GPR : gram positive rod

Table 8. Overall clinical

efficacy classified by dosage

5days treatment

Daily dosage No. of patients Excellent Moderate Poor Overall efficacy rate(%)
0.5gx2/day 9 1 6 2 7/9
1gx2/day 10 2 7 1 9/10

Total 19 3 13 3 16/19(84.2%)

gx2/B#5TIIER 16, HXH6 6, ESHh2HITH-
2o —FH, 1gx2/B#ETI3ES 26, X T7H), &
Zh161E0.5gx2/B#&E5 LN LETRKREEIEN
Twiz,

3. EfEH

AEIG 21T - 723180H, FRNC LB LBbN bR
B4 16 (3.2%) i2BHlz, ZOERIIAEIRS 4 B
BICEKRERBIEIC RR, BREIBBRLIH, BEHIE
%, BB BEICHREK L2, 72, FRIRER
#ioFMma (RBC, Hb, Ht, WBC, Plat.), F#
k& (GOT, GPT, ALP, Bilirubin), B##E (BUN,
S-Cr), REFR % & DERFRREX31FI TITo 72 2D
514 (3.2%) 12WTGOT (16—46), GPT (5—
47) DERE LR B 2hY, #EHT 6 HBIZIZGOT
16, GPT 16 £ EE# 1L L 720 £ DHNERIC I ERKRRE
EDREEE 2 ROLU» > 12,

1. * "

FE, HBEZAR7 PNADEWHT LWL 7 72K

s RIEWESREREE N, TR LR BRKIC

FHENTWS, L, BFNEL NEI#HRL7
7o AR CRAEWEIZ, BRRECENEERED
Enterobacter spp., Citrobacter spp.\2xtL T TH
5, L# L, F&FRAYIZcompromised hostic B2 TH,
LiFLiFznsniic L 2 RE,RoN, BEk
THdHZ EH B, KENIZ, HEEALHEAN7 MY
HELTEN, E3#HRL7 792K v REEWK
DN NMBEICN L TCLRENEETS
EWWENTEY, BICKIREIC & 2 BRI L TH
REIE RS EIFFI NS,

AE, R2IZAEFNCE L ET RN BRRERE 2
iT-72,

1. |EH

HERFOERKTHR ST 5 L 51 2 CFCL,
CAZ, CFS, DKBORM TH#EBE L 72, & OMICy
E2 T 77 2BEEBEICBTRITT S &, Ecoli
& K.pneumoniae Ti30.10ug/mlTCAZ & 0 1 BFHEE
NTwiz, %72, PmirabilisTi30.20pg/ml, Indole-
positive Proteus SPP.TI30.39ug/ml & 75K
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HERLRY, TNEFNCAZL D 2 &M, 1EBMEES -
T\:72, Enterobacter spp.Ti36.25ug/mITCAZL Y
JEME, DKBE D 2 ERMEEN BB %2 RL 72, S
marcescens Tl312.5ug/mITCAZ L N 2 BRFES - 72
H@HTH 1. P.aeruginosaTi33.13ug/mlTCAZ
LT, CFS, DKBL ) 4 xRN 8B 1% RL
7o ZORDERIFIC T T LEEREOFTLP
aeruginosa, Enterobacter spp.=xtL TERFRZNRH#A
mrrLEEZ LN,

372, 77 LBHERE IS T 5 MICso 13, S.aureus
& UsS.epidermidis Ti312.5ug/mlTH N, BRERIIFEIL
HiETxsEEZ LN, LA L, Efaecalis, E.
faecium TIZMICs(3100ug/mILL ENHE N TH 2%
0, BERSHRIIHFZIIMFTELVINEZEZ LN
72,

2. ERRBIRRET

FHMERBEPEICE W TI3, BEBEERMEE5H
BTHET 2 L% 36, Fxh1361, & 3B ThREe
B5hE84.2% & BN R TH - 2. UTHREE TN
BRERSIRIL, & T —T VBEBIIS/TDOREEET,
HT—TNIEEEB TI311/12(91.7%) & B 72 ik
®RL 72, 7z, BBEREOBASENEIL84.6% (11/
13) T, BHERBLENS5/6 L RIFENHETH - 72, HMHE
FHME TIIRRBOBIEREIZ6.4% & B IHRE
¥Rl 7. BEBIINKAEFHEIZ0.5g X2/ H TI7/
9TH - 72h%, 1gX2/B TI39/10 L R EN 2 KET
botz, 36125 HEHRS L 108 HRSHORR & HE

T2, 0BG 21T 72 4 BIFEIF, HH1
BITH -7, RI—EFINS BEYETIIEZER 16, F
h1%l, Eh2BITHY, 108MEZEDHHEEKREIC
BAEAMEIBCEREELE2, BWERICEAL Tid, 31
BlhARIC L 2 L BON2RE% 16 (3.2%) TEH
e 5 R IEIC & ) T AR EL 2, 72, BRIK
REMBREICOWTT1H 3.2%) TGOT, GPTD
BENEAVGHBRL 20ATH 12,

PlEE AR, 79 sEEEICN L BFAHE
H %=L, i P.aeruginosa, Enterobacter spp.iZxtL
THRWIENERL, FEBRCERREIC L EHEMSR
PR IS Xt L ERABAEC, SHRORBREFENE
IS LEIFN L CHRRTHD EEZ LT,

X [
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ANTIMICROBIAL ACTIVITIES AND CLINICAL STUDIES ON CEFCLIDIN
IN COMPLICATED URINARY TRACT INFECTIONS

Noriaki Tanaka, Takaoki Hirose and Yoshiaki Kumamoto
Department of Urology, Sapporo Medical College
291 Nishi 16, Minami 1 jo, Chuo-ku, Sapporo 060, Japan

Hiroshi Maruta, Akihiko Iwasawa and Toshihiro Chujo
Department of Urology, Muroran Municipal Hospital

Satoru Okayama and Masao Kadono
Department of Urology, Otaru Hokusei Hospital

Cyosho Enatsu and Nobukazu Suzuki
Department of Urology, Tomakomai Oji Hospital

Noriomi Miyao, Noriyuki Kotani and Hideki Wada
Department of Urology, Kusiro Red Cross Hospital

Antimicrobial activities and clinical efficacy of cefclidin(CFCL), a new injectable cephalosporin,

were studied. The following results were obtained.

1. Antibacterial activity of CFCL

The antibacterial activity of CFCL against 11 species of 45-50 urinary pathogenic isolates from
urine were studied and compared to ceftazidime (CAZ), cefsulodin (CFS) and dibekacin (DKB).
CFCL was superior to CAZ in antibacterial activities against FEscherichia coli and Klebsiclla
pneumoniae. Against Proteus mirabilis, indole-positive Proteus and Serratia marcescens, CFCL showed
weaker activities than CAZ. Anti-bacterial activity of CFCL was superior to the other drugs against
Pseudomonas aeruginosa.

2. Clinical efficacy

CFCL was administered in a daily dose of 1.0g or 2.0g for five or ten consecutive days to 31 cases
by i.v. or drip infusion. In 19 cases, which satisfied the criteria of Japanese UTI Committee, excellent
results were observed in 3, moderate in 13 and poor in 3 cases, with an overall efficacy rate of 84.2
9%. The eradication rate in bacteriological response was 96.4% in 27 out of 28 strains. As for adverse
reaction, a skin eruption was observed in 1 case (3.2%).
Slight and transient abnormal laboratory change was observed in 1 case (3.2%).



