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Table 1. Clinical summary of complicated UTI patients treated with cefluprenam
. i Treatment Bacteriuria® Evaluation**
PatientA . Diagnosis Catheter| UTI Pruria® Side effects
no. | ° Underlying condition | (route) group'd:):e' route (d:am") yora species count| MIC | UTL | doctor | ¢ remarks
g ¥ /day ays
S. epidermidis —
C.CP. Enterococcus sp. — .
1 |44 M r-Renal stone - 05x2 DL N Corynebacterium sp. | 10° — good o
© — 0
cCce. E. /aeca.lz's 3.13
+ o | P.aeruginosa 107 | 6.25 Eosino.
89 | M i G-5| 1x2| D.I. e
z Neurogenic bladder | oihra) | E faccium o |51 poor | poor 18-52-38
Prostatic cancer C labrat
. glabrata
C.CC. E. faccalis 6.25
+ P. aeruginosa 107 | 6.25
3 | 75| M| Neurogenic bladder (urethra) G-5| 1x2| D.I » . 8 -£9 |moderate| good —
Prostatic cancer ° — 0
C.C.C. - P. aeruginosa 10° | 3.13 K
4 |82 | M - G-4 | 1x2| DL —— | moderate| good
Neurogenic bladder © — 0 39-32-2.8
CC.C. + w | P. aeruginosa 10° | 6.25
5 |78| M G-1| 1x2| D.I —— | moderate| good —
Urethral stricture (urethra.) b — 0
CC.p.
E. coli £0.025
6 |68|M | -Renal cancer N 1x2| DL s | P omirabilis 107 | <005 excellent|  —
bil-Ureterocutaneous | (ureter.) _ — 0
fistula
Hb.
C.CcC. + « | K. pneumoniae 107 | 0.1 132-108-118
7 |73 M G-1| 1x2| D.I —— | — | moderate | excellent
BPH (urethra.) + _ 0 Ht.
37.2-30.9-34.1

C.C.P.: chronic complicated pyelonephritis
C.C.C.: chronic complicated cystitis
BPH: benign prostatic hyperplasia

Table 2. Overall clinical efficacy of cefluprenam in complicated UTI

Pyuria Effect on
Cleared | Decreased | Unchanged o
Bacteriuria bacteriuria
Eliminated 1 3 4
Decreased
Replaced 1 1
Unchanged
Effect on pyuria 1 4 Patient total 5
@ Excellent
Overall efficacy rate
[:I Moderate 4
4/5
Poor 1
(including failure)

Bacteriological response

Total no. of strains Eradicated Persisted*

7 7 0

*before treatment **UTI: criteria proposed by the UTI Committee

doctor: doctor’s evaluation
after treatment
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Table 3. Overall clinical efficacy of cefluprenam classified by the type of infection
Overall
Group No. of patients Excellent Moderate Poor efficacy
rate
group 1 (indwelling catheter) 2 2 2/2
group 2 (post-prostatectomy)
Monomicrobial
. . group 3 (upper UTI)
infection
group 4 (lower UTI) 1 1 1/1
sub-total 3 3 3/3
group 5 (indwelling catheter) 2 1 1 1/2
Polymicrobial
. ° )n.n @ group 6 (no indwelling catheter)
infection
sub-total 2 1 1 1/2
Total 5 4 1 4/5
Overall
Indwelling catheter | No. of patients Excellent Moderate Poor efficacy
rate
Yes 4 3 1 3/4
No 1 1 1/1
Total 5 4 1 4/5
Table 4. Bacteriological response to cefluprenam in complicated UTI
Isolate No. of strains Eradicated Persisted*
E. faecalis 2 2
K. pneumoniae 1 1
P. aeruginosa 4 4
Total 7 7 0

*regardless of bacterial count

Table 5. Strains appearing after cefluprenam treatment in

complicated UTI

Isolate No. of strains*
E. faecium 1
C. glabrata 1

Total 2

No. of patients in whom strains appeared

Total no. of patients evaluated

1/5

*regardless of bacterial count
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Table 6. Relation between MIC and bacteriological response to cefluprenam treatment in complicated UTI
MIC (ug/ml) Inoculum size 10°bacteria/ml Not
Isolate Total
<0.05 | 0.10 0.20 0.39 0.78 1.56 3.13 6.25 12,5 25 50 100 >100 | done
E. faecalis 1/1 1/1 2/2
K. pneumoniae 1/1 1/1
P. aeruginosa 1/1 3/3 4/4
Total 1/1 2/2 4/4 7/7
No. of strains eradicated/no. of strains isolated
Table 7. Clinical summary of epididymitis treated with cefluprenam
Diagnosis c Treatment Bacteriuria*
Patient atheter .4+ | Side effects
AgelSex| ——mM ™ —————— - |Symptoms* [Pyuria® - Evaluation
no. 4 Underlying disease (route) dose |route | duration (PYMPLO! yuna species count| MIC & remarks
(g % /day) (days)
< . | E coli 107 0.05
r-Acute epididymidis colr _
1 |60 M - 1x2| DL 5 - < | E. faecalis 10* 12.5 good -
E. faecium >100
1-Acute epididymidis < - — 0
2 |18| M - 1x2 | DI 5 — —— | —— | excellent —
— + _ _ 0
WBC.
8,000—2,900
r-Acute epididymidis « - - 0 Stb.
3 |39 M - 1x2 | D.I 5 _— — good N
_ + + — 0 9—15
Seg.
75—23
I-Acute epididymidis “ « | E. coli 10* | £0.025
4 |57 M - 1x2 | DI 5 _— — good —
— + + _ 0
* before treatment **doctor’s evaluation
after treatment
Table 8. Clinical summary of acute prostatitis patients treated with cefluprenam
Treatment Pain* Bacteriuria® Evaluation**
Patient . - Side effects
no. Age | Sex | dose | route |duration | Fever OT‘ - Pyuria species count | MIC UTI Doctor | & remarks
(gX/day) (days) micturition
@ @ <+ _— 0
1 47 M 1x2 D.L — —_— | — fair —
* - + — 0
* before treatment **UTIL: criteria proposed by the UTI Committee
after treatment doctor: doctor’s evaluation
Table 9. Changes in laboratory test results
Total no. of Aggravated (relation to the drug)
Item patients - — Unchanged(%)
evaluated | definite |probable | possible sub-total unlikely | definitely sub-total
(%) not
WBC 11 1 1(9.1) 10 (90.9)
RBC 11 1 1 (9.1 10 (90.9)
Hb. 11 1 1(9.1) 2 2 (18.2) 8 (72.7)
Ht. 11 1 1(9.1) 2 2(182) 8 (72.7)
Eosino. 11 1 1(9.1) 10 (90.9)
K 11 1 19.1) 10 (90.9)
ESR. 6 1 1 5
No. of patients with aggravated 4
laboratory test results
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Clinical studies on cefluprenam in the field of urology
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We used cefluprenam (CFLP) in the treatment of urinary tract infections (UTI) and genital organ
infection to investigate its clinical efficacy and safety.

1) In 5 cases of chronic complicated UTI, the results were moderate in 4 cases, and poor in one case.

2) In 4 cases of acute epididymitis, the results were excellent in one case and moderate in 2 cases. The
result for acute prostatitis was fair.

3) Bacteriologically, Enterococcus faecalis, Klebsiella pneumoniae and Pseudomonas aeruginosa were
eradicated.

4) As side effect in all cases, one slight increase of eosinocyte, one slight anemia, one slight decrease of
neutrocyte, and one slight hypokalaemia were observed.



