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Table 1. Results of evaluation of FK 037 in patients with
complicated urinary tract infections

Treatment group®

No. of patients evaluated for

M H

Clinical efficacy 20 26 20
Clinical adverse reactions 29 33 30
Laboratory adverse reactions 28 31 28
Global safety 28 31 28
Clinical value 19 25 18
Total no. of patients 29 33 30

®L: FK037 0.25 g group, M: FK037 0.5 g group, H:
FK037 1.0 g group

S IERIE, TELFI26H %<, LE204F, M
F260, HE20POHG6HTH - e IFRLHD
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Brvaiz 87 Bl 2 TR R & L7z, BEHER LB O Pl
RIZBEREMEOTRAGICBIERSED Shikdo
Telhs, BERREOFMMRLELCL 87HTH
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7 LED1HIIE, WTFhoFHEc bl
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BRDIR I REIOSHMEETRE T 2 3 EHT
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FHEESMES IRMcBEEZE2RAD T, ThoH
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Bahl, FHRBE KT % B-lactamase ZE & RE &
FKO37 OMIC X LEr oM E T 3382k, M
BororsBani-3kd 414k, HELLHBE N
7z BHRBRICOWLTHIEE NIz, FhFh Table
3, AR T LD IHMICEREZERED L » o 1,

3. HBRZE

1) BREHEEKTE
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Table 2, Reasons for exclusion

Reasons

Treatment group

L M H
[Ineligibility]
bacteriuria less than 10‘CFU/ml 4 2 5
infection due to fungi 4 3 4
unknown organism before treatment 1
incorrect urine collection 1 1
[Withdrawal]
clinical adverse reaction 1
Total 9 7 10
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Table 3, Background characteristics of the patients
Treatment group Statistical
Characteristics T M H test
male 14 19 16 NS
Sex
female 6 7 4 (p=0.758)
Age (years il i : : Ns
ge (years ~ P=0
60~78 15 17 12 (P=0.537)
Di . pyelonephritis 6 8 5 NS
iagnosis cystitis 14 18 15 (P=0.903)
group 2 2 4 2
monomicrobial group 3 4 2 1
Type of infection group 4 2 6 7 NS
infection sub-total 8 12 10 (P=0.448)
pol){mlcr(.)blal group 6 12 14 10
infection
+ 1
Grade of + 4 3 3 NS
pyuria + 7 8 4 (P=0.635)
H# 9 15 12
10¢ 4 3 4
bf:::fﬁ 10° 2 6 5 NS
(CFU /n:;‘ 10° 1 6 2 (P=0.558)
107 13 11 9
neurogenic bladder 3 6 6
Underlying benign prostatic hypertrophy 4 6 4 NS
R tumor or cancer 8 8 4
disease (P=0.291)
calculus 3 4
others 2 2 6
Symptom + 13 18 11 NS
ymp - 7 8 9 (P=0.603)
+ 16 26 21 NS
B-Lactamase activity® - 17 15 4
(P=0.412)
not done 2

®No. of strains

i, Table5 I RUL7& S LEETIZERTH (35.0
%), BE1061 (50.0%), EX*DIBHELT
BR¥E)1285.0%, MEETIZEN 128 (46.2%), B
21180 (42.3%), BX*E88.5%, HETIIER 11
#l (55.0%), B%h8HI (40.0%) HZIE 95.0% & &
AREICFBVCEDEB L UENEERL 2L, 3 BH
CHEBERTRDRD S I,

¥, UTIRBRERECHEKLBE, $28,
B3I, FABREARBLLEVLIOREETHICX
Eodholed, BoHEBLIUE?L 3, 4BOAEHT
b2 EMEBREMCBVL TR, IHMCEREELRR
»ighrotz,

BABEKDRYEDOHEMTH 2, BES X FHER
xt 22BR % Table6 R L zdt, Winb Il
McERZ2BdDEh -T2,

ZRBR TR BHC bRRE, REERTY,
AR UT] ERFMER I > TRAEHRDE B
R+ 298, @@ERCHT20RE2HEL

EERZR OFEN REFA DS 5, 1 HECRRE,
RER LTV, D, Fhi COREEHH2ETD
S LB 1341, MB 1841, HE13Most #4hd
FENREL > T, FDRAKEKRE % TableTE
TRULS, IHMIcEREZLAD T, 1, HERE
M BYMBIIOVTH IFRMcHERELADED
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Table 4, Sensitivity distribution of clinical isolates to FK 037
Treatment MIC (zg/ml) (10°CFU/ml) IT ot | Statstical
group [ <0.0250.05] 0.1]0.2 J0.39]0.78]1.56]3.13]6.26]12.5] 25 | 50 [ 100] 200|400 [a00] | test
L 5 [] 3 3|5 111f{2f2]1 5| 3 NS
M 4 [ef2]1]3[s[s]1 (311 ]3]s 41 |(p=0.354)
H 3 3|3 1 {45 sfafefaf2f2]1] 3
Table 5, Overall clinical efficacy related to type of infection
Treatment| No. of i isti
Group reatmen cf ° Excellent | Moderate Poor Efficacy Statistical
group patients rate® (%) test
L 2 2 2/ 2
2
(post-irr:sl:::ectomy) M 4 2 2 2/ 4 -
g H 2 2 2/ 2
2
8 3 L 4 2 1 1 3/ 4
£ | Gmeurn | M : 2 2 -
| H 1 1 1/ 1
S L 2 1 1 2/ 2
[ =]
L group 4
g M 6 4 2 6/ 6 -
! UTI
g (ower UTI) H 7 6 1 71
= L 8 3 4 7/ 8
sub-total M 12 6 4 2 10/12 ( 83.3) NS
H 10 7 3 10/10 (100 )
,j; group 6 L 12 4 6 2 10/12 ( 83.3)
;o gfg (no indwelling) M 14 6 7 1 13/14 ( 92.9) NS
£ catheter H 10 4 5 1 9/10 ( 90.0)
L 20 7 10 3 17/20 ( 85.0)
Total M 26 12 11 3 23/26 ( 88.5) NS
H 20 11 8 1 19/20 ( 95.0)

“Excellent+moderate/total no. of patients
NS: not significant

feo LPL, BRICNT 3R ICBNT, LETRIE
Bihe & -EREH 38.5%, MBEETIZ5.6%, H
BTIix61.5% L EHLSEABBIPEV DD, H
BIMBEIDEECENLTLI: (P<0.01: XEXEB
& UMERD)

BB AEROWER 1T 3B EE2TED Lo 1,
¥7, ERICOWTR, BREROMERL, V2
M E® iz TRt R R U ER RN RIC, KT 5~I13
H&OY YA+ E® b L BRROREZEICBIT S
B E b L HYEMIEROEELHEL I, ¥
7z, & oz UTI BTzt X 2 ERHELIT-
12e

FTOKR, BRYUEWEETH > LERIX, LEL
B, MBSH, HESHIOH 4BTHY, LELY
BERZL, MESHICIRERDV IF, BREL
B, BREL4%, HESHTIR, BXEDHY 16,
BR2LAGITH - 7. BERTHROTIEROERD

EMEBELH, HE2HDATHYD, &KX cefbupera-
zone, cefotiam-hexetil (CTM-HE), levofloxacin
BMERESIIY, ThThERHY, HHELZL, BR
HbYThot, 8, UTI EFMEREC X 2HE
TTREER] (RFEHROMEIR, BRE b icRES, HE
HOHERZL) KB 2EBHEHER, LE1L14, H
HEo2RITHRETHY TR OBERRLThoT, 20
5% H#O 14T CTM-HE sMER & iz,

2) {AMEEILHIE L IZEERINR

UTI EXFHMERE I SR L IHEMIC D W» THYE
B HS¥E L 7B RZR 1, Table8 @Rl 7z& 3T,
JHMCERELARD LRI,

3) MEFEHR

WEEREEIC DWW TId Table9 R L2 & 51,
LE»salshiz 33 #kF 32k (97.0%), MEF»
SoBEXNT 438k 408k (93.0%), HEH» o5 H
ahi- 358k 34 Bk (97.1%) »S1HSk L 708, 3 BRI
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Table 6, Effects on pyuria and bacteriuria
Pyuria
Effect on
treatment Cleared Decreased Unchanged bacteriuria
Bacteriuria group
L 7 3 7 17 (85.0%)
Eliminated M 12 6 4 22 (84.6%)
H 11 2 5 18 (90.0%)
L
Decreased M
H 1 1 (5.0%)
L 2 2 (10.0%)
Replaced M 1 1(3.8%)
H 1 1 (5.0%)
L 1 1 (5.0%)
Unchanged M 2 1 3 (11.5%)
H
L 7 (35.0%) 3 (15.0%) 10 (50.0%) .
Effect on M 12 U6.2%) | 9 Ges%) | 5 (9.2%) | P
pyuria H 12 (60.0%) | 2 (10.0%) 6 (30.0%)
l:_‘ L 7 (35.0%) overall efficacy rate®
M 12 (46.2%) L 85.0%
Excellent H 11 (55.0%) M 88.5% | NS
L 10 (50.0%) H 95.0%
L1 M | new statitical test
Moderate H 8 (40.0%) rank rate (2decreased)
L 3 (15.0%) effect on pyuria NS L<M
: M 3 (11.5%) (P<0.10)
Poor H 1 (5.0%) effect on bacteriuria NS
®Excellent + moderate/total no. of patients
CHEEER2ZD Mo 12, BfERRLMlicswTED Shizho Iz, XARE

HELzb-o -EHE (20 MIC) i3, L # Peudo-
monas aeruginosa 1 ¥ (1.56 ug/ml), M B¢ E. faecalis
(400 xg/ml), Enterococcus sp. (REIE), Serratia
marcescens (1.56 ug/ml) &2 1%, H EE Enterococcus
Sfaecium 1¥k (12.5 pg/ml) TH- 7253, MIC & ¥4k
HrOBRIZIVA4 7 R4V MPRRWIER RS I
(Table 10),

4) IR HIEME

Table 11 iZ;RL72 & 52, LEETIR2044 34 (15.0
%) 558k, MBTE26HH558 (19.2%) »
S THRH, HETIZ206F 268 (10.0%) » 5 2
BRBERTHRORPLOF oI N, Z2DOH
BEECBLTIHBCAERELRAD Loz, HH
BEOARIX, E frecum BLEE L MBTHE L3
B, 6T bEhoT,

4., HeH

tORRBESEDLONL I EEREEOREEDS,
Table12 i RT LB, LEAH (14.3%), ME2
Bl 6.5%)icE DS, HETRLPEDT, %
DRBFE ISV T IRMcAREEED b0k
KRR EE RN ETR IE, TR CIFMIREG & UGN
HEHOEMTH D, »IhbHERTHEEER?
~L7,

BIVE & ERPRMREEIE 0 BB LR/ &8 L THELEN
DYE L - MIELSE L, Table13iRLIEIE,
LBT [BRELTHS] LtHESA:IM, ME
T ERELTHS| LHESAI1H, [REBE
RIS D 2] LUEINL LTSI, TRT [R2
Ths]| LHFEXHh, IBMcERE2EDEM
7zo

5. FA%

BIRRNE & oM 2 RER L CHYEHIHELIE
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Table 7. Effects on pyuria and bacteriuria (day 1)

Pyuria Eff
t
treatment Cleared Decreased Unchanged ec' on:x
Bacteriuria bacteriuria
group
L 1 4 6 11 (84.6%)
Eliminated M 1 11 12 (66.7%)
H 1 6 5 12 (92.3%)
L
Decreased M
H
L
Replaced M 1 1 (5.6%)
H
L 2 2 (15.4%)
Unchanged M 5 5 (27.8%)
H 1 1 (7.7%)
L 1(7.7%) 4 (30.8%) 8 (61.5%) 3
Effect i
p::ri:" M 1(5.6%) | 17 (94.4%) p:;::" 18
H 1(7.7%) 7 (53.8%) 5 (38.5%) 13
rz‘ L 1 (7.7%) overall efficacy rate®
M L 84.6%
Excellent H 1(7.7%) M 66.7% | NS
L 10 (76.9%) H 92.3%
l:l M 12 (66.7%) statistical test
Moderate H 11 (84.6%) effect on pyuria rank rate (2decreased)
L 2 (15.4%) M<H M<H
] L | e Peoon (<o)
Poor H 1 (7.7%) effect on bacteriuria NS

®Excellent+moderate/total no. of patients

FAtix, Tableld icRL7z& D IHMCEREY
ook bDD, FOHRMEIZLE0.0, M
94.0, HE97.5 KR L ARICEARIEIERL
AT BRI, E7-A 378860 L EDER OHEE
XL BE89.5%, MBE84.0%, HE100%THD, &
BryBEuEERLT,.
II1. # -3

1. ABAHEICOWT
BHARRARBRICOWTIX [HEEDOHEICDOY A
K54y (KET) (R) O kzk, EAREHEEY
ABREEHD 2 B L NEEDEET 3 #HIC OV THER
Bisatxhtns, L, OZOFETITH 7
LI, 5B EHESMIET S BRHIIKLZ LEA
Rk, OHER MBS OER L R, L
Bty & 2 OB S SBEHRATCEL L, OFR
B OBRRECESEc AR —EERT CEERCE
DT 3 L RMRERCRIE TR W, R EOME

ESREIN L IR, HBARICIZTYA >
THTLOERT ILBERZVOTREVH EDORSE
NRENTERY,
FHRARMNRAROER, A%, BEEEWFR
M [REBEDOERMME L SBRONEMEZFDOH
DAHCETEZHE] TBLTLRAXAY, FREL
T, EEFEOHBNGKERZRROBE &t RKOEH
BT 2HBERA—7VERTCIVWEEINTWVS, &K
HOERKEEZONE DA VRBRT16 15
PEHACRNTEIETROEE LT, L L, EH
BIROBDONNA 7T A 2T 2105 »DOHER
X2 EEABDHIBLETHY, FDO1IDLLTH
I IZEEESEZ SN B8, KRBRTIZE 51
47 AP, FIOEFIRSER TS o a— L&
REP &, TEEREDR L TE 2 BEHNEERA
L7

%72, BIERD T L L, % DRMOBBOEEKABRKH
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Table 8, Clinical efficacy as assessed by attending physician

Treatment | No. of Efficacy rate® Statistical
Fai Poor
group patients Excellent Good alr (%) test
L 20 9 9 1 1 90.0
M 26 14 8 3 1 84.6 NS
H 20 13 7 100

“Excellent+good/total no. of patients

Table 9, Bacteriological response to treatment

L M H
Statistical
Isolate no. of |eradicated | no.of |eradicated | no.of [ eradicated test
strains (%) strains (%) strains (%)
S. aureus 3 3 5 5 3 3
S. epidermidis 1 1 2 2 1 1
S. haemolyticus 1 1 2 2 1 1
S. hominis 1 1
GPB® | Staphylococcus spp. 1 1 1 1
S. agalactiae 2 2 3 3
E. faecalis 6 6 7 6 8 8 NS
E. faecium 1 1 1 1 1
Enterococcus spp. 1 1 1
GPRY» 1 1
16 16 23 21 15 14
sub-total (100) (91.3) (93.3) NS
E. coli 3 3 5 5 2 2
C. freundii 1 1
K. pneumoniae 2 2 1 1
E. aerogenes 1 1 1 1
E. cloacae 2 2 1 1
Enterobacter sp. 1 1
GNR® | S. marcescens 4 4 6 5 4 4
P. mirabilis 1 1
P. vulgaris 1 1 1 1 1 1
M. morganii 1 1 1 1 3
P. aeruginosa 2 1 3 3 5 5
P. aureofaciens 1 1
P. fluorescens 1 1
A. baumannii 1 1 1 1
17 16 20 19 20 20
sub-total (94.1) (95.0) (100) NS
33 32 43 40 35 34
Total 97.0) (93.0) (97.1) NS

“GPB: Gram-positive bacteria
BGPR: Gram-positive rods
9GNR: Gram-negative rods

» o AR OERIE I T AUBE T EHET L
AIRETH B 728, MERITBEEEZ 7,

WREBIZ, YRFROFIFELEAR OB I i
ERABPEL TSN, XL SOLRIEED 1

OThIERERBBIIEL Lz, L L, 209T
HF—FNMZDOVTiR, BRAREICT»S 40%0
17 —7 VEBRBIGE 2 h, B2 GERALSHEE
Pl LEEICE D, EROMR L b HEMOEA
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Table 11, Strains® appearing after treatment
(%)
, No. of strains Statistical
Isolate L M H test
E. faecalis 1
GPBY E. faecium 3 3
sub-total 3 3 1
P. aeruginosa 1
GNR® P. putida 1
X. maltophilia 1
sub-total 2 1
YLO® 2 2
Total 5 7 2
I‘:°' i:’f "‘“e"‘:d‘/'; ‘:hfm 3/20 5/26 2/20 NS
strains appeared/tota (15.0) (19.2) (10.0)
no. of patients
®Regardless of bacterial count
®GPB: Gram-positive bacteria
9GNR: Gram-negative rods
9YLO: Yeast-like organism
Table 12, Laboratory adverse reactions
Treatment | Age Sex Items and changes of abnormal values Incidence | Statistical
group (yr) (%) test
78 M Eo (% 5—12.1-7.2%)
66 F | GOT (41—63—+28°)
L 43 M GOT (16—+49—29°), GPT (16—+95—85°) (‘/28)
14.3
63 M Al-P (153—236—200*), LAP (53—72—74*), y-GTP (54—
113-51°) LvsH
73 M GOT (42—101—124—35°*), GPT (28—64—87—36°) y (p<0.10
2/31
M 56 F GPT (17-87-32%), Al-P (292—627—286°), LAP (60—160 (6.5)
—51°), y-GTP (17-+91-13%) )
H 0/28
*Follow-up results
Table 13, Global safety
Treatment | No. of Safe Probably S.a fety Statistical
. o slightly Not safe
group patients (%) safe test
doubtful
25
L
B .3 3
29
M 31 1
(93.5) ! NS
28
H
28 (100)
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Table 14, Clinical value

Score

P A 19~0 | Total |Median| 205041
gop test
Lo {eo|@s|oin| o 19| %0
M| o] ok B %0 Ns
H @ | oo 18 | 975

(Cumulative percentage %)

ANSNEHEEDROLBLSEOEURICKEL B LIR
FrEZONDY, 7161 PN T 2D
P TORBUEE TR, 4T7—-FVOYE, HET
BRILTHEROAREBGERETH 2, &5, H
WEBED T ELFERE 7 ) —VICTBRETHD L
DZEhs, BEETHIIT—TVHBERIEZRLZ
Ll o8, BERNP TS, UTIOE
By KA ENE (K)'PTH, »T—TVHEH
EXNREZTIH00, RREOEREREMHSER
KREL, 7 —T VORBEFHERE T 5% O
WEOFTn3,

FEMIC OV TR UTI EFTMELEIC L D 16 KL
FrUL8, a6, Eick 3 CEWEFEL, B3R
{LORESEL B Z 6", BIRFHIEESCE
BERICRITT 2720, 80EEKKE LI,

ZHDRH - HROBERBLC OV TIX, HIHEII
HRABRICBWT, 1H0.5g (Hfff), 1.0g (Jff)
BXU2.0g (Hifi) ¥ 1H2EEAFEHFERFROBEE
iz, 88.9% 05 100%tWTFhbEL{, 1H0.5g#%
ETFS b—cELTWBARENBFE L SN, Zh
SOEYEIX, 7 —TFNVEHBRICREL HET
BH50, FEREDLT = ARMEYMEDH T —T IV
FEBHCOEYE LB L THRSEU LOSEHH LR
bh#, BEARFMEONREE > 40FD >
b, 1H0.5gB5D136F 14 (2.5%) ICREL
FHOhTn5, BRREMAEELHIIAL0.5g
B56ic GPT 0BEE AN 14 (2.5%) FH SN
teh8, BEHEL HEFAHEBLEVLOD, 3HERHEM
KECEREHONTWERKLEY, Lo T,
HIS IARR B SER IRV, S5 ZEAR
D1E0.25g (hifi) #5 6, £ HABRBZ b
Lz, BERDMED 60 2 ARAET 1,000 ug/ml
BEOEWETH 2 LR S, BEERBBIED
FERLE AT 3 FK 037 OHEH OB 5, +
AREESESEE SN 2, FK037 1E0.25¢g
BELBERSREEL LTREL, 1E0.25g8 (L

B), 0.5g8 (M), 1.0g8 (HE 03RAk%
Awadztlr,

2. SEEICNT S MICKOWT

AH| 3 AR BRIHES» S O MHE KT 2
MIC D3R ic DWW T, 3AREMCERRTEHE
oz, ¥ 7z f-lactamase BEEFEDHFH/IT DO W
THRAKTH- T, BMED MIC i3 % FEH O
T®H % Staphylococcus aureus =Xt L TiEAF ¥V »
@ MIC #2>400 ug/ml 8 ¥k & 50 ug/ml 1 BRDEH 9 £k
DAF ) UMt S. aureus (MRSA) %3 izds,
A& F| D MIC ix 11 ke 10 Bk 5 25 ug/ml BAT & & H
DHREHBIT2HEERRTIEETH > 72, E.
faecalis w3t U T i 21 #koh 19 Bk A3 2100 ug/ml TiF
LALHBENRRS o1, FOMDT T LBHE
BIRTI12.5ug/ml AT ThHoTo 77 LBMEET
X P. aeruginosa, P. aureofaciens %[k &3 ~7T 12.5 ug/
ml AT CH o 7zo P. aeruginosa 1 10 ¥R 5 BkHS 25
ug/ml LA ETH - 1253, DMz ¥ ~T 3.13 ug/ml
UTFThoiz,

3. BRMRLEHARKICONT

SEIORFCESNIREBERSEIZ, LETHER
Ep185.0%, MET88.5%, HEETI.0%, &5
CEMEFCBWT L LAEE3.0%, MB46.2%, H
H55.0% L IHMCARZRYVWHOOERAREIZ
CEWEERL, 251, ARKEYHORNETH
% Jonckheere DHHFAIMRELZ AW EZ 3, LD E
AEERAV3IEY, JVEBVERSRCEShLEA
(P<0.10) OB LBRENI, TRODHKEL
ZhiZ X 837> TEREL 7-Ri%E IERBROBREY %2
HETsE, SEOMB, HELAHEIEART
D 0.5gx2/B&E, 1.0gx2/ARERTRTHVE
MEERL, BEMESPIEEZI SN, 7, Hi
BIHERBR B TRE S BRERBEYHRICL
TSI P —CELTWBEHEELLDY, SEIHET
B.O0BEFBEEBOEEERLLZ LS 1.0gX
2/ARETEIZEYHEDOLBRICEL T3 2 & HHER
TcElLFELZONT,

B RS RYYE I BT 2 EREE X, FF L FERHK
OBEEOH TR, BEREUNOEEFIME IS S
FExb-oTWw3s Ik, BREUANORIBREEZZD
B L CRIFRENERT 2 b, REBITHR
BrHsrzil, —MCRBINTEY, BREERYE
BREZLTWB I ENBET, INSOFRGRMIT
bOELTCAZDBHEYILEZ N3, —F, FHD
HEEH, RPBITES, ZOCAZ L ERRAFLFE X
sha s, PIHEERR Y RET 5BONE
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KELTCAZERET I LMNRULHIONS,
%7, CAZOF#Y, BHELHL5N21,0gX2/
HNEIEHR o3, LikdtoT, UTRERRD
Bt &z D CAZ DR ELLIRL, ZHE| OKAE
R T,

BN S h e BRRNER, SBIHLERERI,
cefpirome (CPR), cefepime (CFPM), cefclidin
(CFCL) b3 p'=9, +~TxfREIXCAZ, H
e ARkiR1.0gx2/B®/ETHD, &5 CAZE
BWRRE L L TRAEL 2 LEBROBRI" b Y, &
MBI CAZOREHAEMREMEL &, 1272
L, SEOAFOZRARMRNERKIZ, NREHRE
TakdAT—-TAERAEROBRERMCREL T
w3k, HOBKRRICBIT S CAZ DREEK
iR b, Rk UTI ERETRMAENRE I B 1) 5 KBHRE
BOL1E, 6BE2RVTHIRNEL, FFORKLLEL
BT L 12,

CAZ DE#¥ X, CPR OFRRNFKRTD 69.2%
55 CFCL OLLBEHBRTD 90.5% % T 20% LA L DIF
Bhot, EITREWNREFETERBRONRED
FHERERHELIEZ 3, XEREAKCHREED
EWE 80 AWM ICHRE L - HBbs CFCL DB RAR
DHT, TORMESEIORRE RLLET 5 Z L3R
LYLeH2R I, CFCL DLBRRICB TS CAZDBEY
¥ 90.5% (EXH23.2%) XL T, FH D3 HAK
2, BUETRTRTCOBTLEES b ODEREIZ
H#oaTER>, Lich-T, CAZ1.0gX2/H
BE5LRASULOBREEB XK OHARIZ, CAZ L
FRC1.0gx2/BTH2EeHEZ SN,

2B, SETYFRS4 v M E2HEBLETZ2ENT, 1
HEHOBR, MER, BEERSEE, XUVERY
EREMRF L5, BREBFECBT5HHE
TRIBMCEEE=2E D hbo43, 1HETIRH
BEMBCHELTEEBCEY, P bMBEE
HEEOMFRL SR LEOARBEDZ UM LI ST
B 2B THoT, LeL, #hlS0EE T
ErRHTIrRTERbo N,

37, ARCEFELEL, RAEALMIcBVTLIH
Ht 5 HEORABRIR 2L LI Z %, 1HE
&0 b5 HEDEMERE» 5 12,

4. ReMizontT

BbERNEER R FEREILHTEHES L
hinote, £7, BAREMEELEH L LE44,
ME24, HEZLL, ERBHOE> VEHRY
CHREBRFEESE» - 1288, L3, EBROLESR
LEZZOBRYEEbi:, ARG {2tk

LTAa3LHFEMEMREZR ORI, 87 Fite
% (6.9%) THhH, CAZ DEIHLEBRBRRIZBI 2
SIE (8.1%~12,5%) 710 L EREVLMERL,
AF RSB THEZVLW LN 6N,

cnesnIe»s, EROMKARIZ1IELOg,
12BN RY LEESN, BEECOVTHY
B, WM REBRE 2SR E U B
BIicBTL TV EHIL 7,

N

AR BN W HAKER S & CHLEMELUT
eRL, BEZIMEERLET,

R ICEBME N HRER S & FHLES (K
")
IMEMAZELRBIDREH: MEEX, TIIZNE
AWBEIRBE: B &, AP—FE, TEEM R
FEARBLIDRBEL TH R, HSRRGEPRSE
BribREBE: G, RMFF+FMBDREH.
W, EEMSENAKPIBREE: WH & X
ERSERKENREF R REE: NFFR—,
PET RRRIREE: HAR=, SRAFBREH:
il 5, REOREEERLWREE: WAER, &
BAEIRBE: FHEA, KETRMARBRAHN: R

TR, EAER, EHF—R, MEKEBRENE

%, PR AT RABtib KRB EE s,
Wi ¥, RMRSZIMG)IRRBRER: KEFEX,
R IBREBE: HOWE, BRUDREBRBKREE:
FEOMEE, EFFHM EFHRARRRRER: FILE),
hEY KRB RBE: MARK, BRK+FRED
RBEL BE R, WNBEEFESHRIBREN: BAR
B, AR, WMF KRB REH: FHEN, &
% R LBKR+F - - SREWBERES: FH 5
HGER, EAKR, AFKAPBREBN: HHEE,
BREXZIBREN: LEE—, )8, Sk,
Ik B K22 BR A SR M IR S B E R S 03K,
HEEs
X 3
1) Mine Y, et al: In vitro antibacterial activity of
FK 037, a novel parenteral broad-spectrum cephalo-
sporin. J Antibiot 46: 71~87, 1993
2) Ohki H, Kawabata K, Okuda S, Kamimura
T, Sakane K: FK 037, a new parenteral cephalo-
sporin with a broad antibacterial spectrum. J
Antibiot 46: 359~361, 1993
3) Mine Y, et al.:Excellent activity of FK037,

a novel parenteral broad-spectrum cephalosporin,
against methicillin-resistant staphylococci. J Ant-
biot 46: 99~119, 1993

4) Mine Y, et al.: Jn vivo antibacterial activity of
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Dose finding study on FK 037 in complicated urinary tract infections
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To find the optimal dose of FK 037, a novel parenteral cephem antibiotic, in the treatment
of complicated urinary tract infections, we performed a prospective randomized trial. The
subjects consisted of inpatients, aged 16to 79 years, with complicated urinary tract infections
underlying urinary tract disease, and no-indwelling catheter. FK 037 was intravenously infused
at doses of 0.25g (L group), 0.5g (M group) orl1.0g (H group) twice daily for5days. The
overall clinical efficacy was evaluated on the basis of the criteria proposed by the Japanese
UTI Committee. The overall clinical efficacy was 85.0% of 20 patients in the L group, 88.5%
of 26 patients in the M group and 95.0% of 20 patients in the H group. The differences were
not statistically significant. The bacteriological eradication rate was 97.0% of 33strains in
the L group, 93.0% of 43strains in the M group and 97.1% of 35strains in the H group,
with no statistically significant differences. The effect on pyuria on day 1 in the H group
was significantly better than that in the M group (p<0.01). Clinical adverse reactions were
not observed. Laboratory adverse reactions were experienced in 4 of 28 patients (eosinophilia:
1, abnormal liver function values:3) in the L group, 2 of 31 patients (abnormal liver func-
tion values: 2) in the M group and none of 28 patients in the H group, showing no statistical-
ly significant differences. Thus, there was no safety problem and we observed dose related
clinical efficacy, although there were no statistically significant differences. We concluded
that the optimal dose of FK 037 is 1.0 g twice daily in the treatment of complicated urinary
tract infections.



