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coccus aureus & Enterococcus sp.% < 7°7 L Mtkek
# (gram positive cocci LT GPC ¢ B&¥) BLvr
Pseudomonas aeruginosa # & 77 LEHEBHE
(gram negative rods LL'F GNR L B&9) ICHRLL <,

Table 1. Overall clinical efficacy of cefetamet pivoxil in acute uncomplicated cystitis (3-day treatment)
Symptom Resolved Improved Persisted
; Effect on
Pyuria cleared decre- | uncha- cleared decre- | uncha- cleared decre- | uncha- | pacteriuria
ased |nged ased |nged ased |nged
eliminated [:G 1 7
Bacteriuria decreased 1 1
(replaced)
unchanged 0
Effect on pain on micturition 8 0 0 patient total
Effect on pyuria 7 1 0 8
[==]Excellent 6
overall efficacy rate
[ IModerate 2 8/8
[JPoor (including failure) 0
Bacteriological response
Total no. of strains Eradicated Persisted*
8 8 0

* regardless of bacterial count

Table 2. Overall clinical efficacy of cefetamet pivoxil in acute uncomplicated cystitis ( 5-day treatment)
Symptom Resolved Improved Persisted
- Effect on
Pyuria cleared | d€€Te uncha- cleared decre- | uncha- cleared decre- | uncha- | pacteriuria
ased | nged ased |nged ased |nged
eliminated 1 4
Bacteriuria decreased 0
(replaced)
unchanged 1 1 2
Effect on pain on micturition 5 1 0 patient total
Effect on pyuria 4 1 1 6
[E==]Excellent 3
[ JModerate 2 overall esf/fécacy rate
[ Poor (including failure) 1
Bacteriological response
Total no. of strains Eradicated Persisted*
7 6 1

* regardless of bacterial count
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B-7 78— FICIREELENTS, 72, CEMT-
Pl » 500 mg O 512 &k N, T,p 2.5 B, Thax 2.5
BRI, Crmex 6.1 g/ml T& 1, RepHEih 12 B $ T

Table 3. Bacteriological response to cefetamet pivoxil in acute uncomplicated cystitis

¥ 56% & ZEOHR e L Tz bgays Bkt 2 R L T

B,

Db k) %hefie B Y 2 4% £ B BALME R B RE

(3-and 5-day treatment)

Isolate No. of strains Eradicated (%) Persisted*
Staphylococcus epidermidis 1 1
Staphylococcus saprophyticus 1 1
Streptococcus agalactiae 2 2
Escherichia coli 9 9
Klebsiella pneumoniae 1 1
Citrobacter diversus 1 1

Total 15 14(93.3%) 1

* regardless of bacterial count

Table 4.

Relation between MIC and bacteriological response to cefetamet pivoxil treatment in acute uncomplicated cystitis

(3-day and 5-day treatment)

MIC (xg/ml) Inoculum size 10® bacteria/ml Not
Isolate Total
<039 | 0.78 1.56 3.13 6.25 12.5 25 50 100 >100 | done
Staphylococcus epidermidis 0/1 0/1
Staphylococcus saprophyticus 1/1 1/1
Streptococcus agalactiae 2/2 2/2
Escherichia coli 8/8 1/1 9/9
Klebsiella pneumoniae 1/1 1/1
Citrobacter diversus 1/1 1/1
10/10 2/2 1/2 1/1 14/15
Total (100%) (93%)

No. of strains eradicated/No. of strains isolated

Table5. Overall clinical efficacy of cefetamet pivoxil in complicated urinary tract infection cases without indwelling catheter

.. Pyuria Cleared Decreased Unchanged Effect. on
Bacteriuria bacteriuria
Eliminated [ 12 ] 4 2 18 (42%)
Decreased 1 1 (2%)
Replaced 2 3 5 10 (23%)
Unchanged 4 10 14 (33%)
Effect on pyuria 19 (44%) 7 (16%) 17 (40%) Pt total
[==]Excellent 12(28%)
overall efficacy rate
(—_IModerate 12 24/43 (56%)
[JPoor (including failure) 19
Bacteriological response
Total no. of strains Eradicated Persisted*
54 36(67%) 18

* regardless of bacterial count
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ix, 158k 14 BRIH K L, 93.3%NHINARERTHN, B

Table 6. Bacteriological response to cefetamet pivoxil in complicated urinary tract infection cases without indwelling catheter

Isolate No. of strains Eradicated (%) Persisted*
coagulase negative Staphylococcus 1 0 1
Staphylococcus epidermidis 3 2 1
Enterococcus faecalis 3 1 2
(12 Enterococcus faecium 2 0 2
¢ Enterococcus avium 1 1
Corynebacterium sp. 1 1
Sub-total 11 5( 45%) 6
Escherichia coli 14 13( 93%) 1
Klebsiella pneumoniae 7 7
Proteus mirabilis 1 1
Proteus vulgaris 2 2
Morganella morganii 3 2 1
Enterobacter cloacae 2 0 2
Enterobacter aerogenes 1 1
G Citrobacter freundii 1 0 1
g Pseudomonas aeruginosa 5 0 5
Pseudomonas mendocina 1 1
Pseudomonas cepacia 1 0 1
Pseudomonas putida 1 1
Xanthomonas maltophilia 1 0 1
Acinetobacter calcoaceticus 2 2
Serratia marcescens 1 1
Sub-total 43 31( 72%) 12
Total 54 36( 67%) 18

* regardless of bacterial count
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7 L 72 1 BRI3 Staphylococcus  epidermidis T - 72
(Table3), = D 1% MIC i3 100 g/ ml LA E % 7R
L, MIC & EilRICBE EED A L7: (Tabled),

Table.7 Relation between MIC and bacteriological response to cefetamet pivoxil treatment

infection cases without indwelling catheter

2. mVEEMNEELE R
BHEHEMEERERO LIS TH, &t ks

L 72, Escherichia coli (3 Morganella morganii |2 XK

in complicated urinary tract

MIC (xg/ml) Inoculum size 10°bacteria/mg Not
Isolate Total
=0.39| 0.78 1.56 3.13 6.25 12,5 25 50 100 >100 done

Coaglase negative Staphylococcus 0/1 0/1
Staphylococcus epidermidis 1/1 0/1 1/1 2/3
Enterococcus faecalis 1/1 0/2 1/3
Enterococcus faecium 0/2 0/2
Enterococcus avium 1/1 1/1
Corynebacterium sp. 1/1 1/1

Escherichia coli 12/13 1/1 13/14
Klebsiella pneumoniae 7717 777
Proteus mirabilis 1/1 1/1
Proteus vulgaris 1/1 1/1 2/2
Morganella morganii 1/1 1/1 0/1 2/3
Enterobacter cloacae 0/2 0/2
Enterobacter aerogenes 1/1 1/1
Citrobacter freundii 0/1 0/1
Pseudomonas aeruginosa 0/5 0/5
Pseudomonas mendocina 1/1 1/1
Pseudomonas cepacia 0/1 0/1
Pseudomonas putida 1/1 1/1
Xanthomonas maltophilia 0/1 0/1
Acinetobacter calcoaceticus 2/2 2/2
Serratia marcescens 1/1 1/1

Total 22/23 1/1 1/1 1/1 4/4 1/1 2/2 3/20 1/1 36/54

(96%) (15%) (67%)

No. of strains eradicated/No. of strains isolated

Table8. Strains* appearing after cefetamet pivoxil treatment in complicated urinary tract infection cases without indwelling

Total no. of patients evaluated

catheter
Isolate No. of strains(%)
Staphylococcus epidermidis 10 7%)
Enterococcus faecalis 1( 7%)
Enterococcus faecium 1( 7%)
Enterococcus avium 10 7%)
Gram positive cocci 1( 7%)
Enterobacter cloacae 10 7%)
Enterobacter aerogenes 1( 7%)
Citrobacter freundii 10 7%)
Pseudomonas aeruginosa 5( 36%)
Gram negative rods 1( 7%)
Total 14(100%)
No. of patients in whom strains appeared 12/43(28%)

regardless of bacterial count
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L7225 fEHR (B#) BLUBRRIZMEEL, BRE
HEL 72,

3. TEHEMEIR B RREE

68 B D A IR B RRIAE I AR H % #8572, 47 Bl s
UTI el deic 4% L, REHO XL, B5ATH
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DEHICLY, 21 BIH RN, BEIHEI N, &5
2, UTI Bl EREAEBI 0 ) b, 3B HT—T
WIEBER, 4B H T—TNVEBER TH 72, T
R ICEETL 72,

1) AT—TNIEBEH

AT —TNEBEB D 43 HIF, Exh 126, Fxh12
B, 3 19 B T, BAEERSIEIZ 56% T - 72 (Table
5), MIBEFEBIRNRIT, 54 ¥k 36 BRIEK L, 67%DHEIY
KEBETH »72, GPC i3 45%, GNR I3 72% NEHIE kK
TH - 72, Staphylococcus sp., Enterococcus sp., P.
aeruginosa % in vitro BN WHEREEBRC &, 39

Br 32 BRIB L L, 82% NEEIERE TH - 72 (Table 6),
MIC * Bk ENEES A TA5 &, MIC100 xg/ml
LITOEIZIZE A LKL, MIC100 wg/ml Ll g
2 SEENFINZBRVT, TXTEEL X (Table?),
5% HEE I GPC5%, GNRIK T, P aerugi
nosa 5k kb %~ 72 (Table8),

2) HAT—TNVHEED

HTF—FNVEER ABIZTXTEDTH), HER
shE TR, BRA 1B, AE 3BITH - 7z (Table 9),
MR I SHEE 1 BRDIEE TH - 72 (Table 10),

3) £5Ef

AT—TNEERB L UIEBEROmMAEEbES L
51% NERET, FRIEREGIC I3 BB R 56%, B
BRI 36% DEMEE e - 72 (Table 11),

4) FHEEHZE

FEE UTI xR L 2 HENIIH I, 4
Eick 2HELIT- 72, SHEBAMEREMS 90%, Bt

Table 9. Overall clinical efficacy of cefetamet pivoxil in complicated urinary tract infection cases with indwelling catheter

Pyuria Effect on
Bacteriuria Cleared Decreased Unchanged bacteriuria
Eliminated [
Decreased
Replaced 1 1
Unchanged 1 2 3
i tal
Effect on pyuria 1 3 patlen4t tota
[==]Excellent 0
overall efficacy rate
[IModerate 0 0/4
[—Poor (including failure) 4
Bacteriological response
Total no. of strains Eradicated Persisted*
5 1 4

* regardless of bacterial count

Table 10. Bacteriological response to cefetamet pivoxil in complicated urinary tract infection cases with indwelling catheter

Isolate No. of strains Eradicated (%) Persisted*
Enterococcus faecium 1 0 1
Klebsiella pneumoniae 1 1
Providencia rettgeri 1 0 1
Pseudomonas aeruginosa 1 0 1
Xanthomonas maltophilia 1 0 1

Total 5 1 4

* regardless of bacterial count
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Table 11. Overall clinical efficacy of cefetamet pivoxil classified by the type of infection
No. of patients Overall
Group [ percent ] Excellent Moderate Poor efficacy
of total rate
group 1(catheter indwelling) 3( 6%) 3
group 2 (post-prostatectomy) 1( 2%) 1
. . upper urinary o
Mono;nmroblal group 3[tract infection] 6( 13%) 1 5
infection
lower urinary o o
group 4[tract infection] 26( 55%) 8 10 8 69%
Sub-total 36( 77%) 8 12 16 56%
group 5(catheter indwelling) 1( 2%) 1
?o]yrr}lcroblal group 6 (no catheter indwelling) 10( 21%) 4 6 40%
infection
Sub-total 11( 23%) 4 7 36%
Total 47(100%) 12 12 23 51%
No. of patients Overall
Catheter indwelling [percent] Excellent Moderate Poor efficacy
of total rate
Yes 4( 9%) 4
No 43( 91%) 12 12 19 56%
Total 47(100%) 12 12 23 51%
Table 12. Clinical evaluation of cefetamet pivoxil by attending doctors
No. of Clinical effect Efficacy
Diagnosis ) o
cases excellent good fair poor unknown rate (%)
AUC 20 14 4 1 1 90.0
AUP 1 1
CCC 57 17 12 8 18 2 52.7
CCP 11 1 3 1 5 1 40.0
Total 89 32 20 10 24 3 60.5
AUC : acute uncomplicated cystitis
AUP : acute uncomplicated pyelonephritis
C CC : chronic complicated cystitis
CCP : chronic complicated pyelonephritis
Table 13. Incidence of clinical adverse reactions
Case Age Dosage Duration Day of . Relation to .
. .| T
No. Sex Symptom (g X /day) (days) |appearance Severity cefetamet pivoxil reatment | Prognosis
1 ZFI sleepiness 0.25%2 3 1 + probable continued improved
2 1: chill 0.5%x2 5 4 + possible discontinued | improved
3 62 apdomllnal 0.25%3 15 3 H probable discontinued | ‘improved
M distension
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BHEMEREBE S 52.7%, BUEHELEBTEBTL 0% T, &
KT 60.5%NEBETH - 72 (Table 12),

5 ZT&MICBIL T, &5 89 BlLBlic ov TRE
L7:. BEMEAEIERIZIET, BRE L CETBHR
HENEFNIBTOICRoN, B BEHRHRERE
RRESIZZNENRE 4 BEHE 2 HRICHRESIE
A, ERDBEMERARBEEIIZANTSH - 12
(Table 13), FRARRZEE T, AH| LBIENTETE
TWREHL 6 ERNC 12 4R oz, a0 RE & T
HREFTH), WTINLEEIIRDL 72 (Table 14),

V. % =

CEMT-PLiz#r L < BRI NROAL7 7 o XK
JRITHY, T kI0ELT BEDOIAT S
—EicE NV mAkSHEEN, BNENS, In vitro LA
F1x, Staphylococcus sp., Enterococcus sp., P. aer-
uginosa k W IZBIL VAT P T a2 AL T
59,

S RNDFER DRETTIE, BHEBEMMEBEBERICHL T
3SHEHETSHIH 8H,5 BHEHET6FP SHALE
MU ETHY, BELIHEIX S epidermidis THY,
invitro TAN2ZNF FRBL Tz, /2, B&EL
E0EEVEER R ) SHEEMMETEEERICNLT, K
HIERTHY, BOKDATHEBTRETHLI L%
AL TV

B Lo, HHMERMBPEICNL U, #T7—TL
EBEH T, 56%NAMERIFTEREFNOHW S
“new oral cephem” tREETH 7Y, #T—T NI
BB TOMBEFHIHNE L MICOHBEIZEbLHTH
¢ HBIL, MIC 5100 xg/ml LT OBEIZ TN TilEL
720 L7205 T, AEDAT—T VIEEBEELRE
REYFEIC 19 B breaking point 13, 7% { & & 100 g
/mlUEn e ZAHicdY), REBREECHT 2804
EFRLTWw3EBbNS,

FZeMICBL TE, BRI & BRIZ, FH & nBES

Table 14. Changes in laboratory test results

Total No. of Aggravated (relation to the drug)
Item Patients Unchanged Improved
evaluated definite probable possible subtotal

WBC 87(100%) 1 1(1.1%) 72(82.8%) 10(11.5%)
RBC 87(100%) 1 1(1.1%) 82(94.3%) 2(2.3%)
Hb 87(100%) 1 1(1.1%) 83(95.4%) 2(2.3%)
Ht 87(100%) 1 1(1.1%) 83(95.4%) 2( 2.3%)
Eosinophils 53(100%) 50(94.3%) 3( 5.7%)
Basophils 53(100%) 50(94.3%) 2( 3.8%)
Neutrophils 53(100%) 48(90.6%) 3(5.7%)
Lymphocytes 53(100%) 47(88.7%) 5( 9.4%)
Monocytes 53(100%) 48(90.6%) 2( 3.8%)
Platelets 80(100%) 1 1(1.3%) 76(95.0%) 2(25%)
S-GOT 86(100%) 1 1 2(2.3%) 81(94.2%) 2( 2.3%)
S-GPT 86(100%) 1 1 2(2.3%) 80(93.0%) 3( 35%)
Al-P 85(100%) 1 1(1.2%) 78(91.8%) 4( 4.7%)
Direct-Bil 63(100%) 1 1(1.6%) 59(93.7%) 3( 4.8%)
Total-Bil 69(100%) 1 1(1.4%) 66(95.7%) 2(29%)
BUN 87(100%) 83(95.4%) 2(2.3%)
S-Creatinine 87(100%) 86(98.8%) 1( 1.2%)
Na 70(100%) 68(97.1%) 2(2.9%)
K 70(100%) 68(97.1%) 2(2.9%)
Cl 70(100%) 69(98.6%) 1( 1.4%)

No. of patients with

aggravated laboratory 6

test results
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CEFETAMET PIVOXIL IN URINARY TRACT INFECTION
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""Department of Urology, Hiroshima Red Cross Hospital

'®Department of Urology, Spinal Injuries Center

Cefetamet pivoxil (CEMT-PI) , a novel oral prodrug of cephalosporin type, was administered to
87 patients with uncomplicated or complicated urinary tract infection (UTI) and the following results
were obtained.

1) After 2 days’ treatment, of 8 patients with acute uncomplicated cystitis, excellent response was
observed in 6 and moderate in 2, and after 5 days’ treatment, excellent in 3, moderate in 2 and poor
in one case.

2) In one case of acute uncomplicated pyelonephritis, moderate response was observed.

3) In complicated UTI cases without indwelling catheter, excellent response was observed in 12,
moderate in 12 and poor in 19. The overall efficacy rate in complicated UTI was 56%. Bacter-
iologically, 45% of gram positive cocci were eliminated from urine after 5 days’ treatment and 72%
of gram negative rods. But 4 patients with indwelling catheter showed poor results.

4) Side effects were observed in 3 cases, namely, sleepiness, chill and abdominal fulness. There
were six instances of abnormal laboratory findings related to liver function and blood cell counts.



