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Table 1. Age and sex of patients treated with FK037
Sex
Male Female Total
Age (yr)
35~39 2 2
40~49 1 3 4
50~59 2 2 4
60~69 3 3
70~79
80 1 1
Total 7 7 14
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Table 3. Overall clinical efficacy of FK037 in complicated UTI
Pyuria b ..
Bacteriuria Cleared Decreased Unchanged Effect on bacteriuria
Decreased (0%)
Replaced (0%)
Unchanged 2 2 (15%)
Effect on pyuria 3 (54%) 2 (15%) 4 (31%) Patient total 13
IZ’ Excellent 7 (54%)
Overall efficacy rate
Moderat 4 %
L] ¢ (31%) 11/13 (85%)
: Poor (including failure) 2 (15%)
Table 4. Overall clinical efficacy of FK037 classified by the type of infection
No. of patients Overall
Group (percent) Excellent | Moderate Poor efficacy
of total rate (%)
group 1 (indwelling catheter) 2 (15%) 1 1 1/2
group 2 (post-prostatectomy)
Monomicrobial o
infection group 3 (upper UTI) 3 (23%) 2 1 2/3
group 4 (lower UTI) 2 (15%) 2 2/2
sub-total 7 ( 54%) 5 2 5/7
group 5 (indwelling catheter)
Polymicrobial R R o
infection group 6 (no indwelling catheter) 6 ( 46%) 2 4 6/6
sub-total 6 ( 46%) 2 4 6/6
Total 13 (100%) 7 4 2 11/13 (85)
No. of patients Overall
Indwelling catheter <percent) Excellent | Moderate | Poor efficacy
of total rate (%)
Yes 2 (15%) 1 1 1/2
No 11 ( 85%) 6 4 1 10/11 (91)
Total 13 (100%) 7 4 2 11/13 (85)

%, i) 13 GOT 68— 127U, GPT 121 » 153U &
ERERLID, #ERTHRIBBRIEFAZFNSIU,
130U WA 2ROz, EHI No. 4 (4388, &) 1T
GPT 22— 59U, ALP336 > 540U ® FR %27z,
zB, FEAFE LT, No. 2 i2FEE & 8R%, No.
4 IFRBEDESHEEBL TV, 2026k, Wi
Ny FHREOHE TIIEMEIC L 2HEBIRE L L E
2o6ns0T, [FEEOREBRIZLES 2L | sh
72o

FK037 @ C-UTI X3 2 i@ F8I% R £ MIC O
BRE AL L, 77 LABGYEKRE T, Enterococcus
faecalis 3T VF b 100 wg/ml BLED MIC % 7=
L, ZOMOBEER0.20~25 ug/ml O MIC T $ -
2o L LBREZIRICIEELZ L, MICOEVW D &
BWLHOTNTHERE SN, (> THR E Lz MIC
EBRBEE L DOBf%, HI® break point & Ebih A fEIE
WERTERrolc, —H, 77 LBEMERE 10 BRicw L
TIX, P. aeruginosa 3%k % B < Escherichia coli &
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Table 5. Relation between MIC and bacteriological response to FK037 treatment in complicated UTI
MIC (ug/ml)
Isolate (e Not Total | Persisted* | Appeared
<0.025/0.05(0.10[0.20/0.39[0. 78[1.56/3.13(6. 25[12.5] 25 | 50 | 100 |>100| tested
Staphylococcus aureus 2/2|1/1 1/1 4/4
Staphylococcus epidermidis 1/1 1/1
Staphylococcus haemolyticus 1/1 1/1
Staphylococcus sp. 1/1 1/1
Streptococcus agalactiae 1/1 | 1/1
Enterococcus faecalis 3/3 3/3
Gram-positive rods 1/1 | 1/1
12/12
Sub-total 1/1 1/1]3/3[1/1 1/1 3/3 1 2/2 (100%) 0 0
Escherichia coli 3/3 /1 | 4/4
Klebsiella oxytoca 1/1 1/1 | 2/2
Klebsiella pneumoniae 1/1 1/1
Pseudomonas aeruginosa 1/2 0/1 1/3 2 1
_ 8/10
Sub-total 4/4 |1/1 1/2 0/1 2/2 80%) 2 1
20/22
Total 4/4 |1/1 1/1 1/1]4/5(1/1 1/1{0/1 3/3 | 4/4 o 2 1
(91%)

No. of strains eradicated/no. of strains isolated

Klebsiella spp. 3HB® TRWEZE2E L, HRES
FRep 4 BR65<0.025 wg/ml @ MIC %7~ L7z, P. aeru-
ginosa 3HED MIC iZ, 2 £kH51.56 ug/ml, 1#kHS50
ug/ml THotz, BHELIL2KHDS B, 1#kiE MIC
1.56 ug/ml & RHEHTE b DOREEE L EBHE, B
5 1 HBREENM0.25gXx 2mEBHAETH 2T
»EBbhiz, b5 1FIDESHIE MIC 2550 xg/ml
T1H®EEE 1 0gX 2EBIThH- I8 FEFKRL LI, Th
WREZMMEWID EBbNd, > TS 7 LBRMR
B T3 break point i 6.25~25 ug/ml TH 3> £ B
bt

U EDERES X CERREAE S D, FEIORE L LT,
77 LGB I L Tk, BRERENNEEEED O
BEhl-BKEERLIbDEEZOND, 1217 E.
Jaecalis DEERZN R MIC & OB %A L d D
Tlrrote, —H, 77 LBRMEREICNL TE, P
aeruginosa #E L EHEFEORE =M & 7 = L REH|
R E I % EE2 MIC & IGO0 B PR A
*{onibnEEZ NI,

AHENE P aeruginosa XL T HMEBEEE R T Z
EMRERFHREEINTWEY, SEIDOKRFTRHLT

2 3BIDERETIZH 525, MIC L BREROBFEE A3
X, KFID MIC 538 & % 6.25 ug/ml LA F O BE#k N
L CHEHRBREENE L, BVERREVSEFTE S, £
7z, 20O 1 AKRERIZ0.5gX 2E»S 1.0gX 2
mrEZo5N5,L5L,6.25ug/ml % EES MIC D
BRI 2RBRATCRBVRESRIPFTCEZVL LD
LBbhis,

B, FREEO ER2ED 28k, WFhbs
BHEDEENEE 5 2 12 TREML TR S h 5 25,
ZD X ICHCHBEED H 2ERIC D W T IZAFHEEE
WHEEBEL THERETOLESH L LEBbh 3,

UEDHER» S FK037 3ERAMEDOFVER £ 2
Shiz.

X R
UTI #tfee (&% : KEIERK) © UTI EshFEME%E
(% 3kR), Chemotherapy 34 : 408~441, 1986
FIHSESE, fib(17 M3k 6 L UBEMRR) @ BEEMREE
BRFE WX T 5 FK037 DERKRAEDORRES, Chemo-
therapy 42 : 1048~1065, 1994
AR | 841 Bl H R LEREFESHEA R
2, FEYURY Y A, FK037, #F, 1993
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Clinical studies of FK037 on complicated urinary tract infections

Keizo Suzuki, Masaki Horiba, Shinobu Katoh
Masahiro Yonezu and Kiyohito Ishikawa
Department of Urology, Hiratsuka Municipal Hospital
1-19-1 Minamihara, Hiratsuka 254, Japan

Yorio Naide, Masanori Yanaoka and Shinichi Ando
Department of Urology, School of Medicine, Fujita Health University

FK037, a new injectable cephem antibiotic, was administered in the treatment of 14 complicated
urinary tract infections.

The drug was given at doses of 0.25~1.0g b.i.d. by intravenous drip infusion for 5 days. The
clinical efficacy was evaluated as excellent or moderate in 11 cases out of 13, 85% by the Japanese
UTI criteria. Bacteriologically, 20 strains out of 22, 91% were eradicated after the therapy. Against
strains of Pseudomonas aeruginosa, the response was 1 out of 3 strains. In the safety profile, no side
events or abnormal laboratory findings were caused by FK037.



