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Table 2. Overall clinical efficacy of FK037 in complicated UTI

Bacteriunia Pyuria Cleared Decreased Unchanged bgifteeiti:rri‘a
Eliminated 7 2 21 (91.3%)
Decreased 0
Replaced 2 2 (8.7%)
Unchanged 0
Effect on pyuria | 12 (52.2%) | 9 (39.1%) | 2 (8.7%) | Patient total

[ Excellent 12 (52.2%) overall efficacy rate
(] Moderate 11 23/23  (100%)
[ Poor (including failure) 0

Table 3. Overall clinical efficacy of FK037 classified by the type of infection

Group pﬁg;g{s(ggl—tﬁgﬁ) Excellent | Moderate | Poor Overr:tltleit!‘;i():acy
group 1 (indwelling catheter) 6 (26.1%) 2 4 6/6
group 2 (post-prostatectomy) 0 ( 0%)
g\l/jlggil::;crobial group 3 (upper UTI) 3 (13.0%) 1 2 3/3
group 4 (lower UTI) 7 (30.4%) 6 1 777
sub-total 16 (69.6%) 9 7 0 16/16 (100)
group 5 (indwelling catheter) 4 (17.4%) 1 3 4/4
i[;(;?(/:rt?(i)cnrobial group 6 (no indwelling catheter) 3 (13.0%) 2 1 3/3
sub-total 7 (30.4%) 3 4 0 77
Total 23 (100 %) 12 11 0 23/23 (100)

Overall efficacy

Indwelling No. of (percent) Excellent | Moderate | Poor

catheter patients\of total rate (%)
Yes 10 (43.5%) 3 7 10/10 (100)
No 13 (56.5%) 9 4 13/13 (100)
Total 23 (100 %) 12 11 0 23/23 (100)

aureus (MRSA) 2#K, Enterococcus faecalis 7 ¥, BENZEN 50 ug/ml & 100 ug/ml AL TH o720

P. aeruginosa 3R b EA TV, REBHRE X %8B, FREC X KRR 24 HIhER) 13 F,
Table 5 /R 341K, P. aeruginosa 2 ¥, Candida BE106), EH 1B TEMEKI5.8% L, UTIHEIC
albicans 2FRDEF 48R TH D, P. aeruginosa O MIC L B2ERELFERICEOEERL,
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Table 4.  Bacteriological response to FK037 in complicated UTI
Isolates No. of strains Eradicated (%) | Persisted*
Staphylococcus aureus 3* 3
Gram-positive cocci CNS 1 1
Enterococcus faecalis 7 7
sub-total 11 11 (100) 0
Escherichia coli 5 5
Citrobacter freundii 2 2
Klebsiella pneumoniae 1 1
Klebsiella oxytoca 1 1
Gram-negative rods Enterobacter aerogenes 1 1
Enterobacter cloacae 3 3
Serratia marcescens 4 4
Morganella morganii 1 1
Pseudomonas aeruginosa 3 3
sub-total 21 21 (100) 0
Total 32 32 (100) 0

* regardless of bacterial count

** including 2 strains of methicillin-resistant Staphylococcus aureus

CNS: coagulase negative Staphylococcus

Table 5. Strains* appearing after FK037 treatment
in complicated UTI
Isolates No. of strains
Pseudomonas aeruginosa 2
Candida albicans 2
Total 4

No. of patients in whom strains appeared

4
— (17.4%
2 ( 5)

Total no. of patients evaluated

* regardless of bacterial count

BIfERIIRE L 24 BB TRED sz o121
KREBEOEELEH b 2FICTED sk o,

£ =

FKO37 RBERER TEHRASHTHACHES 1
LESHY 7 70 AR) CREWETHY, 77 AL
BiE» S 75 LARMEE T, BLWIREARZ bV
ZHLTW3AY,

SEIOE 2 OET T, BHMEREBEECTT 5
FFIDEERZNFEIZ, UTIHET100% LB THWE
HEERL, Lrd, TNSOEFOB IS T —TF
WVEEEEIHS 10 Fl, BBEREAIS 7THEETA TV,
Z DR IE, BOF & 23T 5 2 cefpirome (CPR)®®
H%E 82.4%, cefepime (CFPM)? 90.6%, cefclidin
(CFCL)® 88.6%, cefozopran (CZOP)® 80.8% DfK
BIOERTO, —RCH T —F LV EEBEEIIIELE

Bl L D EMEIME VD, TDLI AT —T VEER
2 BWw T b, CPR 44.4%, CFPM 72.7%, CFCL
50.0%, CZOP 58.3%iztt L, XEIDOERNZED L5 »
WEN T, £, BREREICRLTYH, CPR
90.0%, CFPM 87.5%, CFCL 84.0%, CZOP 73.9%
T, KEOENENEN T, IhSDBRER, &K
HoOBNIHEN L HORTHRMELRBRLI- DL
Bbhiz,

—%, HE¥EHEHRICB W T Y, MRSA, E. faecalis
&1 GPC B L U P aeruginosa * & ts GNR Xt
LTH100% &) REFREAEAELRL, Zhdt
LWL BIFnERME R RLI—RHEEZ SNz,
BL, P.aeruginosa 2%k (MIC :50,>100 zg/ml),
C. albicans 2 BB EHEBRE L L TRE S5,
EE*ET L ERBbhl,

¥72, BEAB L UVBERREEORELEIAD 5
ny, ZeIFVEREEI N,

Ubr#@&T sy, KElzr» 7 —TVEERI &L
B RBEESE I L TERRWE RO TE 3
BRILEz ohi,

X [:13
1) MAIE 4 BEHRCEREFSEH KR
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FKO037 in complicated urinary tract infection

Tetsuro Matsumoto, Shuta Kubo, Koichi Takahashi,
Masatoshi Tanaka, Masashi Haraoka and Joichi Kumazawa
Department of Urology, Faculty of Medicine, Kyushu University

3-1-1 Maidashi, Higashi-ku, Fukuoka 812, Japan

Noriyoshi Miyazaki and Hiroshi Hirata
Department of Urology, Hiroshima Red Cross Hospital
and Atomic-bomb Survivors Hospital

Hiroo Yagi and Tetsuo Omoto
Department of Urology, Kyushu Koseinenkin Hospital
Kenji Ito
Department of Urology, Kyushu Rosai Hospital

Clinical efficacy and safety of FK037, a new parenteral cephalosporin, was evaluated in 24 patients

with complicated urinary tract infection. FK037 was administered by intravenous drip infusion at a
dose of 0.5~2.0 g twice daily for 5 days. In 23 patients (including 10 with indwelling catheter) who
could be assessed from the criteria of the Japanese UTI committee, the overall clinical efficacy was
excellent in 12 and moderate in 11, with an overall clinical efficacy rate of 100%. In bacteriological
response, all the 32 strains isolated before treatment were eradicated. No side effects or abnormal
laboratory findings were observed.



