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FiLCHR SNt 7 = ARENE FK 037 OMMEREEBREE 03 5 H Ak £ 2RI
TRl 3 5 HAYT ceftazidime (CAZ) %R & L 7L 21T - 72, FK 037 (FK), CAZ
EH1E1g®1H2ME, 5BMARBE®RC UTI EMMER > THERHRZHEL
Teo RRBSREG] 223 Bk FK B4 84§, CAZ B 94 Gl B OIMEsTR L L3, TR
DREWREFICIAEEER B, REEREIZ FK BT 89.3%, CAZ BT 83.0%,
M AXIZ FK BT 157 #kh 93.0%, CAZ BT 181 #kh187.8%TH D, L Fh b lkEMIc
ARERRBDLo N, BWERIR FK B0 11084 16 (0.9%), CAZ B0 113 B+ 25 (1.8%),
HEAREEORKERIZ FK B0 1075 36 (2.8%), CAZED 11245 114 (9.8%)
CBDHoN, TORBEECHL THBEMcERZ 2RO d - 1edt, BEXLEIIFK ¥
EBOTERICHE S, $-EA%L FKBCcBLWITERCEL >, Zhd>DM» S, FK
037 IIMMIREEBRLE DIBIZ BT, AN, K bEBIBERALERNTHL LF

Zohl,
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DHEEZ L > T2ROEYNERELAEND Z L3F
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7D+ uHBEETY, BRSBNORELEShIE
FlTHs, &8, FRBRBEMROLREEEFSOD
AE 2B TITbIT,

BB, IhoONRBEIZ CAZ IEBICEHES B
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2. HREA

RAEHE LTFK037 )2 1gFT3/847 0
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CCAZ%21g8ET A 47N (BEZ 7 7 VEKR
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SAMR & LT CAZ # A HIHIE, FKO037 &
FEREOEHBE 7 = LREFIOFT, FRIEMUED
HECEESN, LrbroBE e 5
THiH—FEL T VDI &, WBRE 2R < MM RE G
RfEDTBEFRABE T 5 CAZ ORI H & ¥
IZEISTHY, FLEAMBLELMLTVWSIIEICE
3,

ERIE—/ 4 P EBERL, 84 7L IRZEOD
va )7 EWEL, FHMD 2,54 7D 1 EF)
D124 7T RE-FROBEE MY, HBS L L
bICHHIL L LT [FKU-CAZ] ®RL, BMATHE
L7, ERORID M IZ4ERNE 18 L, £HE
W FKO378: CAZBEMNEIM LS L dicav o
— 37— (REM) BEIERICITY, F—a—FiIMR
NP TE Ty b —5—HEHE L 1.

ERoSBRAR IIERRDFIKR, 2V bo—F—
HIRIER ICHIE L -TREANC D\ T, MATHItsEF &
T 2@, WHERKERENERE (ZEEF
RESE) HEKBEL TiT- 7, SRABRD H 2 FK
037 i2 2> T it Bacillus subtilis ATCC 6633 #% H
WwizER Mg, CAZIZoWTRAXHREYRER
MER RO FEICL o7,

3. ®5H%

BERERETIIEEERL, BEORKES
Db, HHlE CAZ DEANREHBRIETH - IEH)
ZOWT, WAL IELI N4 7A%21H2E (8-
47), £HEAEK 100 ml CERL, 1T TAR
BETLIILE LT, ZBEARSICRL TR, A
DAY, BELEYT 5E L FHE (BLEF i)
AMeyaiicsy, EHOFMEERNZLDEL
oo REBIZAEAIL L 1H2g 2508, TDE5%
BERYH/ELLERIE, FK037 oW TIEARRK
HABRICBWVWT1H0.5g, 1g, 2gD 3ROV
THRELIER, 1H2gREBHCBI28MES
95.0%Tb-oEHEL, LrbBiEEemcMLTh
2f [RETHD| LHEIh TR b RE
BRI EIRE B, —5 CAZIZ D\ T I3 BIHENE RERR
PFECH T ARERELTIH2g05b - & b—#9
ThbrI LB, &8, B5HMIZ UTI E37F
HHE >TSS AME LT,

4. RBHBHORE & MIC DHIE

R DB 1d dip-slidek (7Y A+ E® /)
XD DL, BHRICB T 24 BN RE B
FHE, HIEHRERH» ICHRAFE LIRS
ERBEHRCEMTL, EEORE L MIC B & U 8-
lactamase DHIFEIZHE L 7z,

MIC 12 B AL MELESMPE' Vv, FK037
E CAZDOMIC #BITE L 7z 58, Staphylococcus [R5
M S N BT 12 methicillin © MIC b B¥EL 2,
fB-Lactamase 154 1% acidometry disk 3 X Uf nitrocefin
disk ¥ BV THEL, Mdisk & & ICEDKYE 5
lactamase W& 4 Wi, acidometry disk (Z IZMETH
% ¢ nitrocefin disk (Z IXEBEDKREEELWE, &
disk £ biCEDKEEEEMEHEL 12,

5. EEKZMOHE

KRN RRE, RIGEMEITY, UTI EDFE
M (WIK) K-> TRAKKDR, BEZHHR
R EHEL T, Eiz, BERORDICEIATICIIE
oo liHMSF I HBLL - 881k, 8%
HEBRMELELTHRHL:, ChSDHEETHIS
B, HoLLHED I BERGICBRE L IEHCRE
B CREIThOL > IEM, AEDORRICHE
DORELITON LS IEAZ Y RTELMLE L THE
KR OFEN RO SBATI L L LT,

ZhoDAELADID B HORE, & I8tk
BE@l LUERIC B 2BKIROAE R, GHRE
EER (AEEE), 2> bo—7—, MEZORSH
HYE (LF—¥), BLURRREEOI»LRIL
h:6£NER (KEMER, 1§ FEth, K BA &
Nfl—, AXHME, RETH) »ox /M ERARKCE
V> THERATICIT o 720

Z8, BEOFMARL LIEHDO S baliEnE
Flicow»Tid, £ERT HAMKROBERICOVTLE
UL, £ UTIEZFMBEREC L ZHEL BH
&, BIKERCHR, BRR, @EROHBZ L ¥R
LT, BYRMBENThOXRT (%), [
21, [RHR), [H#R2] O 4BRECEERNREHE
L7

6. TLettomHN

REAEAER OMET IZESER SR O it R SERSL 2
rEFIEED, BESMOREC»rrbS T, BT
HER T RTCOEF 2 FENRE LT & EERREME
B XIRT R, R3EFGE 3 AUAB X URER
TH#3IHBUACKEERREN 1 GEUEERI TR
TORER %= Tl R & L7z,

BEFEER & 70 ISR REB OB SED Shi-BE
13, UTI SEZhTRGEN 6 > THH Y EMb 5N
EDBRE A IZBFEHD |, [H2MEHY ),
(BfRH 200 b Lz, [BfRVS L], Bk
L) OSBRPECHIELZN, 2055 [HscH
®%bHy ], [28%HD ), (BRI 06 LAEV]
EHE S NIER R BVER H 5 W ZBKREAREE
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BRBERN & L1,

FEAHER 8 & UHRRREIC 8 L 12T M XL
T, HYEMBEROBELLEY B2 TH 2,
[RIRELTH2 ], [RMcHERHL ], [RLeT
Zw] O4BRBCHEL 20, ¥ O R ISHAE
RBLUBREREBC S S IR TERONMETRE L
EFIDS 5, FFEEME (S-GOT, S-GPT, Al-P),
B#EERAE (BUN, S-Cr) o0&« 1HBUEBLY
MBERRE RINBRE, EMBRP) NEHEXhTW
BEEBIE Uiz 1?2 LBWERRIES S & UVBIKRE
HREETRIRRERNIL, ZORGEMILTVERLE
T RTFENRCMEZZ L L LT,

7. ER%omH

BRIRZIR & B2 MR L THYEMHSE B4
FELH, £OFENRIEMN LBEESEVWTR
bOFMNRE LS IFERE LI, 22220, BWER
7o REEARREAER Y ERRBUES 12, BRM O TR
ReoBRASN T T LEREOFTHENRICIZME 3
ekl

FHYEOHE W IX—IHIC [FER CHE], ki
[FEBCAR] tRLEEXII0cm D7 Fa s R r—
N OB AEBICHI 2D 2 HEERWT,

8. B &

ERBRTRR TR T R T OEFIEEHE»EIL,
ERABTERRE L LT, MEESICBVLTARRELH
DHEETTV, (RN FEEW U IRAESICD
WT i UTI ERHFRMERE I3 > THREMROHE %
To72,

IS DYENT SHYEMDORMM LV L ®
MELET, HREBNMFEUBRVLObEZI VD
—S—hF—a—FEMHEL L,

9. MBIAH®

PR DRI OMELT IS, BIRETICED ShAHEB B
IUHBERE-TaY ra—5—DHED b £, R
R TREXSHELFRITo . 28, AIEON
fiiix UTI EAPMHANEIC & 2 RBHKR LR L
L. MEICRT—FORE, BRIELT, 487
— IR EIXK x° RE, Fisher DI HERIRH Mk,
NEFE 7 — # 12 i Mann-Whitney ® U RE %2 A\ 72,
BB IR 5% kM E U, HE TR 95% EHXM %
Bwi, 28, P<O.10 0BEREFE L THRERCO
HRLT, £, UTIREZIPMER I L 5B E5HK
Table 1. Results of evaluation of FK 037 and ceftazidime

in patients with complicated urinary tract
infections

Treatment group®

FK 037 CAZ

No. of patients evaluated for

Clinical efficacy 84 94
Clinical adverse reactions 110 113
Laboratory adverse reactions 107 112
Overall safety rating 107 111
Clinical value 85 98

Total no. of patients 110 113

®FK 037: FK 037 1.0 g X2/day group
CAZ: ceftazidime 1.0 gx2/day group

Table 2. Reasons for exclusion

Treatment group
Reasons
FK 037 CAZ
(Ineligibility)
bacteriuria less than 10‘CFU/ml 12 6
infection due to fungi 8 10
pyuria less than 5 WBCs/hpf 1
no underlying disease 1
afebrile before treatment in patients with indwelling catheter 2
unknown organism before treatment 1
subtotal 23 18
(Withdrawal)
(Insufficient no. of doses: <8 times)
accompanying symptoms 2
symptoms and diseases not improved or worsened 1 1
subtotal 3 1
Total 26 19

CAZ: ceftazidime
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Table 3. Background characteristics of the patients
Statistical
Characteristics FK 037 CAZ s
test
male 69 72
=0.468
Sex female 15 2 P
16~19 1
20~39 5
Age 40~59 15 19 _
(years) 60~79 53 59 p=0.953
80~88 11 12
averagexSD 65.71£14.0 66.9113.7
. . pyelonephritis 16 27
=0.1
Diagnosis cystitis 68 67 p=0.184
group 1 (indwelling catheter) 1 4
group 2 (post-prostatectomy) 6 2
Type of infection group 3 (upper UTI) 7 8 _
(UTI grouping) group 4 (lower UTI) 18 22 p=0.257
group 5 (indwelling catheter) 4 2
group 6 (no indwelling catheter) 48 56
+( 5~9 WBCs/hpf) 3 3
Grade of pyuria ;;-’(10~29 WBCs/hpf) f; 22; p=0.993
1 39 41
10¢ 8 6
Grade of bacteriuria 10* 9 16
(CFU/m1) 10¢ 18 16 p=0.937
107 49 56
g-Lactamase non-producer 54 70
producing organisms® low producer 70 67 p=0.910
high producer 30 42
tumor or cancer 25 27
upper urinary obstruction 6 11
hydronephrosis 4 4
Underlying diseases VUR 1 3 p=0.691
lower urinary obstruction 30 24
neurogenic bladder 17 23
others® 1 2
Sympt M 4 60
ymptoms _ 30 3% p=0.926

®No. of strains

YFK 037 group: pelvic Ewing sarcoma: 1 patient
CAZ group: postoperation of vesicovaginal fistula: 1 patient, renal cyst: 1 patient

CAZ: ceftazidime

VUR: vesicoureteral reflux
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FHR N L T RAISMHRO DI, BUXROBICD
VTGN 90% MK M 2 M L 7,
II. & "

1. $tAXFORSH

BAMNBKRR L RTRD 2ECb > TiTo -8
BREROBM T, RARAMCH L THMEE T3 FK
037 12 100.3~101.3% (4 EHIE L 7= 91K 100.7
%), CAZ 13 97.9~100.5% (99.5%), RTETI
FK 037 2% 97.9~100.3% (99.0%), CAZ #5100.9~
105.4%(103.2%) THD, TR LHEAED 90~120%
OWEANKCDHY, EBERTILDOTH- T,

2. MRIEEFIM (Table 1)

BEMMTONURERNRLET 2230 TH- 7088, K
BEFIH 41 B, hibf (B3O8 EXRM) H2 45
b, ThoDFELH 5P %< FK 037 58
(FK8) D848l CAZR 58 (CAZ®) DUB*%
B OFMMRE L, F5ELBIDARIE Table
2 WAL 2d8, AMEEH E L TE#S 10 CFU/ml %
WOER AR MPINE L IC1I8FEL LB HL,
¥ 7ech b B0 4 Bl 2 BlOSBEAEER (BWER D 1 5%
b)), 2HLENIC & BHIETH 57z,

BEFHERIC DOV TREESTOA I 2FIcB VTR
N TH o Tz, T LEBHEREBICB LI TERE

13, MEBTOBMEKRES ¢ BULECIThbhi: 4 Bl%
B¢ FKED 1078 & CAZBED 112 5l 2 F{HENR &
L, BHERSE IZHKREMC B X123 WO
WRELLEFDS b, FMERELERES LEh-o
72188 < FKBED 1078 & CAZ B D 111 5l 2 W
it e Ui, BRAMIIEWYE, BETLEVTRY
OISR L 2o 72 175 Fliz, BRIEOREL & 135k
Sanred, BVERE - XBRREMRESRBRAL
8BRMA I FK 8D 855 & CAZ B D 98 41 % FR{ifli
XL Uiz, 72RL, ¥DD b, AL 1HTHY
EMSEMEREC L 2 HHASEUETIEL Licied,
FhEN84H), 97 FhCOWTHMEL 72,

3. ¥RETF

AR OFMNRE LEMICBI 3 8EMBERR
KT e M T L /2B % —#E L T Table 3 ic
KL, WFhOBEBCMLTHARELEDO D
otz ¥RFEABEAMCBL TOREMcERELR
» 3. TREE b Enterococcus faecalis H3% > £ &
%<, DWT Pseudomonas aeruginosa, Escherichia
coli DIRTH > 7z,

REABE X3 % FK037 £ CAZ ® MIC X FK B0
LAMEINT 15Tk 154 ¥, CAZEEr LS h
72 181 Bk 179 R iC 2 W THIE & 7z %, Table 4

Table 4. Sensitivity distribution of clinical isolates

MICs | Treatment MIC (ug/ml) (10° CFU/ml) Statistical
Total Not done
of group  1<0.025/0.05( 0.1 (0.2 (0.39(0.78/1.56]3.13]6.25]12.5| 25 | 50 | 100 | 200 | 400 |>400{ test
FK 037 12 2611396 (10] 612 9]9 3(10] 910 8] 154 3
Fi 037 CAZ 19 {20 9 2|3 (5|17 7]17[8 ]| 8]14]|23] 5| 9/]1719 p=0.268 2
FK 037 1 212 )12(9 |17 T 7117 9138 91 6] 51 629154 3
CAZ CAZ 1 6|18 |14 )4 |7 (201411 )14)8 (13 5({10] 913]/179 p=0.457 2
CAZ: ceftazidime '
Table 5. MICs of FK 037 and ceftazidime for clinical isolates
No. of MIC (ug/ml)
0. 0
Organism . Drug :
strains range MIC,, MIC,, geometric mode
mean
FK 037 <0.025~>400 50 > 400 18.2 200
a)
GPB 135 CAZ 0.1 ~>400 400 > 400 118 >400
FK 037 =0.025~>400 1.56 100 1.06 0.05
b)
GNB 198 CAZ =0.025~>400 1.56 100 1.69 0.1
Total 133 FK 037 =0.025~>400 3.13 200 3.35 0.05
ota CAZ <0.025~ >400 6.25 >400 9.46 >400

YGPB: Gram-positive bacteria
YGNB: Gram-negative bacteria
CAZ: ceftazidime
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Table 6, Overall clinical efficacy related to type of infection

Treatment | No. of Efficacy Statistical
llent | Moderate Poor
Group group patients Excellen of rate" (%) test
g lm FK 037 1 1 _
(‘" we “‘) CAZ ‘ 1 2 1
catheter
g “'°“"t_2 FK 037 6 1 5 -
£ (P ) CAZ 2 1 1
£ prostatectomy
= NS
% group 3 FK 037 7 3 4 U: p=0.789
g (upper UTI) CAZ 8 4 4 2t -
g NS
§ | group 4 FK 037 18 12 4 2 88.9 U: 0=0.822
= | (lower UTD cAZ 2 14 5 3 86.4 ( - =0
: Fisher: p=1.000
NS
FK 037 32 16 14 2 93.8
subtotal (U: p=0.924
CAZ 36 19 12 5 86.1 Fisher: p=0.434
- “’.°‘;” 5", FK 037 4 1 2 1 _
~§ (m we mg) CAZ 2 2
§ catheter
-1
8 N
= g’::‘i’nzwemng FK 037 | 48 20 2 6 87.5 ls, 0=0.960
g 2 22 9 83.9 ( T
g (catheter ) CAZ 56 > 2% p=0.813
E
> NS
o FK 037 52 21 24 7 86.5
[ subtotal (U: p=0.928
CAZ 58 25 22 11 81.0 2 p=0.602
NS
FK 037 84 37 38 9 89.3
Total® (U: p=0.8%4
CAZ 94 44 34 16 83.0 % p=0.321
Indwelling Treatment No.. of Excellent | Moderate Poor Efficacy Statistical
catheter group patients rate* (%) test
NS
FK 037 5 1
Yes CAZ 6 1 g ; (U: p=0.431
Fisher: p=0.546
NS
FK 037 79 36 35 8 89.9
No U: p=0.958
CAZ 88 4, . (
3 32 13 85.2 £ p=0.503

“Excellent + moderate/no. of patients

»90% confidence interval for the difference in efficacy rates: —3.3~15.9
95% confidence interval for the difference in efficacy rates: —4.9~17.5

CAZ: ceftazidime
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D& 51 FK 037 © MIC, CAZ ® MIC DWW #Fh il
LTY MBI ERER RO ho i,

4. SEHECNT 3 MIC

EHRERCBFRZ L, BEMORP LIRS
, MICOBHIEEAhZ S LAMEE 1358k E 75 A
RatE Bl 198 BRi it 3 2 M# D MIC it Table 5 wRL
&I, 77 LBEECH L Tk FK 037 03Nn T
wichs, 77 rBMECHL TRIZIZRAETH- .
7:72L, Table iIZi3RE 218, HHIDO MIC 9410
2LTR, 77 LMME, BB L b i FK 037 088
B (p<0.01, p<0.05) @R TV 7z,

5. ERR%hE

1) REHEKZHR

UTI EXFMERICHE > THE L -RESEERE
X, Table 6 DX 3 I FK 8D 84 B T3 ¥ % 37 5
(44.0%), H%h 386 (45.2%), ERHLEMEEbE
TEME (LUTHRE) 1389.3%, CAZED 94 f

TR 44 B (46.8%), R34 4 (36.2%), B
E83.0%THh, MBEMCEEELBDLEI oI,
28, CAZieS¥ 2 FK037 DR EMEHMD DD
HHEDED 0% MERM ix—3.3~15.9% T, MK
KR TE22A 2 10% L LcBS0RSEMEIIN
BETE7,

Ik UTI Espmpfhxmic & 2 UTIHR BREE
BICLLR L eI b, HLBTTHE RS 3 B¥, W47,
FORIBOTRLThOERELRD Y, MY
BRRG) & WHPWEBRP, »T—T VARG AR
PRI TERENLELBECY, WTFhLEK
EERRDELHT,

%8, CAZ OBICHEMTH 5 Enterococcus Bz
R ani: FK B0 386 L CAZBD 48 %8
TR 46 PloBERIEIZ, FK 3T 93.5%, CAZ#
TH.7%THD, PRYGHMCEEZ:2ED 2 d

27

Table 7. Relation between effects on pyuria and bacteriuria

Pyuria Eft b
teriuri
treatment Cleared Decreased Unchanged ect on o acteriuria
Bacteriuria (%)
group
o FK 037 37 8 24 69 (82.1)
Eliminated CAZ 44 8 16 68 (72.3)
FK 037 1 4 5 (6.0
Decreased CAZ 1 4 5 (5.3)
FK 037 1 4 5 (6.0
Replaced CAZ 3 2 3 8 (8.5
FK 037 2 3 5 (6.0
Unchanged CAZ 1 11 13 (13.8)
Effect on FK 037 40 (47.6) 13 (15.5) 31 (36.9) patient 84
pyuria (%) CAZ 49 (52.1) 11 (11.7) 34 (36.2) total 94
ffi o
FK 037 37 (44.0) overall efficacy rate
CAZ 44 (46.8) FK 037 80.3%
Excellent : CAZ 83.0%
statistical test
FK 037 38 (45.2) effect on pyuria NS
CAZ 34 (36.2) (U: p=0.682
Moderate 2% p=0.957"
ff iuri FK> +
FK 037 9 (10.7) effect on bacteriuria . :i\OZ 0(9111 test)
17. R
Poor CAZ 16 (17.0) (x’: p=0.102°

(%)
“Excellent +moderate/no. of patients
®Cleared + decreased/no. of patients
9Eliminated +decreased/no. of patients
CAZ: Ceftazidime
+:p<0.10
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R A ERER KT MR & L 7R & RHBEER i3 1
2B OMMFE I Table 7R L 7, WIFNbHRK
Mz EREETD - T,

BRICOWTIE, REROMMR?Y ) 4L b EP
TR LT L EF E RIS, KT 5~13B®ROV Y
ANVME® b L REROREZ CB ) 2EBEL L
CHYEMSEROEREHE L. £, SHK
UTI R L 3 FRUEITo . EOK
R, FRUETMETSH - IERIZ FK 8 158, CAZR¥
18RIT, ERLLIZEL1LF (73.3%), 146 (77.8%)
THOMBEMICERZE LB eho o, £, UTI
NIRRT X B HEATHES (I EBOMMIER, R
Rebidf, MEB0HERL) RFKE2H,
CAZBE4PIT, BRELEELZLH, 2HTHo7:,

2) MIEERRIR

B2 A9 R 1k Table 8 IR L7z & 52, FK Bt
D SRS Tz 157 Bkeb 146 #k (93.0%), CAZ Bft»
S5SNI 181 #kdr 159 Bk (87.8%) »SMkL Xt
23, MIEMHARCEL CHEMcERELBD LD

fro ThEMNRBICHRL B8, RETEZVLTH
DMBOMKECHML TLEREEEDTY, 1.5
LEBMME 75 LRERICA T THEL - BEICY,
LROBEEBERD 2D,

28, CAZ DMIGHEMHNI M S I EM 2k
T-RMTIiE, FKE®S SN 115 %K 111 %
(96.5%), CAZBr o MEaNT: 127 P 117 %
(92.1%) H3H&EL 7-48, MMMEXEICBIL THEMN
CHEXEBD b oI,

MIC L #BMiM kX & DR %E Table 9 ICRL 1,
FK BT MIC % 12.5 ug/ml LA F O#k i 105 %+~
THSS L 1o 08, MIC 0825 ug/ml LA LIZ 72 3 & %
RFETL, 49%P 8% (77.6%) DaMMHEL,
COMICERENBD Shl: (p<0.01), —% CAZ
BTHMICH12.5g/mUTFOKDHEEILL2
#1098 (97.3%) L M- feds, MIC 825 wg/
mil ki 6748 4% (71.6%) LETL,
COMPRVAEEENBEYShT: (p<0.01),

3) HEEHBME

Table 8, Bacteriological response to treatment

FK 037 CAZ
: dieated p Sioared Statistical
Isolate no. .o eradica persisted® no. 'o eradical persisted® test
strains (%) strains (%)
S. aureus 3 3 3 2 1
S. epidermidis 9 9 14 14 (100 )
S. haemolyticus 3 3 6 6
GPBY Staphylococcus spp. 5 5 3 3
Streptococcus spp. 3 3 6 6
E. faecalis 27 21 (77.8) 6 35 24 ( 68.6) 11 NS (p=0.604)
E. faecium 4 4 5 4 1
others 6 6 6 6
subtotal 60 54 ( 90.0) 6 78 65 ( 83.3) 13 NS (p=0.380)
E. coli 18 18 (100 ) 18 18 (100 )
Citrobacter spp. 9 9 5 5
Klebsiella spp. 9 9 10 10 (100 )
Enterobacter spp. 17 17 (100 ) 12 10 ( 83.3) 2 NS (p=0.163)
GNB® | Serratia spp. 10 10 (100 ) 17 15 ( 88.2) 2 NS (p=0.516)
Proteus spp. 2 2 2 2
P. retigeri 0 2 2
P. aeruginosa 19 15 ( 78.9) 4 20 16 ( 80.0) 4 NS (p=1.000)
others 13 12 ( 92.3) 1 17 16 ( 94.1) 1
subtotal 97 | 92 (94.8) 5 103 | 94 (91.3) 9 |NS (p=0.474)
Total 157 146 ( 93.0) 11 181 159 ( 87.8) 22 NS (p=0.160)

sRegardless of bacterial count
»GPB: Gram-positive bacteria
9GNB: Gram-nagative bacteria
CAZ: ceftazidime
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Table 9. Relation between MIC and bacteriological response
olate Treatment MIC (4g/ml) Inoculum size: 10* CFU/m! Not Total (%)
group (50.005/0.05 | 0.1 | 0.2 |0.39]0.78 | 1.56]3.13[6.25{12.5[ 25 | 50 | 100 | 200 | 400 | >400|done
FK 037 11 2/2 33
S aureis cAz n o | 23
L FK 037 1 |33 niee|in IRE
§: epdermidis Az 1 | 2 w3 lon e | V1] W (100 )
. FK 037 22 n 3/3
S heemol cAz " AR AR 6/6
FK 037 n n n " n| ss
Staphylococcns . | ERVERY! 30
GrB® FK 037 11 2/2 3/3
Steplocoerss 0| 007 | ap |3 | 1 6/6
) FK 037 n 3 |66 | 3 | 577 | us6 /2 (77.8)
E focalis caz n 3/ s 2| 13 | U (68.6)
. FK 037 1/1 22111 44
E foecim CAZ " k7] 45
FK 037 iy infin 1/1 6/6
others CAZ n n|wn 22 1" 6/6
sbtotal FK 037 a2 | e || wa (o2 o {33 [ |33 s |66 s |68 |57 | 22| sar0 (90.00
caz |22 |4 ||l as e || e | e o | a5 | smione] 13 {1 |11 | 6518 (83.3)
E ool FK 037 (10/10] 7/7 1/1 18/18 (100 )
CAZ |12/12] 5/5 | 1N 18/18 (100 )
' FK037 | 1/1]3/3 111 i 9/9
Ciltrobacter spp. caz ||| 5/5
. FKox |11 [ 1 99
Kiebsella spp- caz || 10/10 (100 )
FK 037 3|22 1|3 22 3|3 /1 ()
Enterobacter 0. | a7 |in |22 |12 v [in|in 12 01z (8.3
. ) FK 037 a2 |33 1] ez|in 17 1010 (100 )
GNB"| Sermatia spp. CAzZ 1 1”1 o ||| s | on | 1517 (88.2)
FK 037 i 02
Proteus spp- CAz 2”2 2”2
. FK 037
P. relger Az " " 22
P e FK 037 T EAEAEAEE 12 [ | 1519 (78.9)
- gerigmosa CAZ AN AR AR AL SRR 16/20 (80.0)
s FK 037 33 | 1N | wvelee i in] e (e
o cAZ il s el |nlnln 1| 1617 (9h1)
ota FK 037 |12/12{o0/20f 575 | 7/ | /5 [ 2 | a8 | a4 | 99 | 878 | 376 |3 fee ||| ssr (s
sibto caz |1nafiene| 18 | 1 | a2 | 671 | 90| 33 |13/13| 57 (23 | 3 | 9ss | 12 11| 940103 (91.3)
Tl FK 037 |12/12]22/22] 6/6 [13/13] 9/9 | 6/6 [10/20] 6/6 [12/12| 979 | 6/9 [ 273 | 8/10] 8/ [810] 678 | 3/3 | 146157 ( 93.0)
° caz |oyolao/m| 89 | 272 | 373 | 575 |12rafueraal 77 fuovma| sss | 6/ | onnalisrmal a5 | 779 | 22 |19t ( &7.9)

No.of strains eradicated/no. of strains isolated
GPB: Gram-positive bacteria

®GNB: Gram-negative bacteria
CAZ: ceftazidime
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BEEDRDICH S MICHIL MM X, Table
00 %> FKETIX108] (11.9%) 5 158,
CAZBTIZ 198 (20.2%) 5 44 BkEE®D 57 0s,
FOHBEE KL THEMICAEZ RO Y, &1
HREEONRCBL TOERE WO Lo o,
FK#BTIR7I7LMEHEE 075 LBEEDIED P
PHEMoDITHL, CAZETIRMICY 7 AMEE
DIEIBFEM- T,

NEUN OB ERHBMED MIC i¥, FKBTIZ
10 ¥kch 9 #k, CAZ BETi 32 ¥kh 30 BRiC 2V THIE
Ehteht, FKBETIZIMKT RTH25g/ml ALT
b0, ¥ CAZETIZ 0P 218 (70.0%) 2525
pg/ml U ETH o7,

4) HYRMHUE L 7B R

18U AT HOKIE L e R R 12 Table 11 iCRLT:
8, Agh%iz FK 87 92.9%, CAZMTT78.7%L,
FKBIRCAZRCHLARCROAENETH /.,
—%, CAZ DREHMMSIMENERAMERLE
i OBEREIZ, FKB93.5%, CAZE96.7%
ThHy, MHMCAEREBOL 2oz,

6. Rt

BIYEM X Table 12 e R¥ & HiZ, FKED 1104
1 (0.9%) L CAZBD113AH 2 (1.8%)
wREH SR, EORAECHL THEMCHEES
YBOchol,

BYEEDOMNEIZ, FKBRTRREZTHY, QEVA

Table 10, Strains® appearing after treatment

No. of strains

Statistical

Isolate

FK 037

CAZ test

S. epidermidis
Staphylococcus spp.
E. faecalis

E. faecium

E. avium
Enterococcus sp.
GPC®

GPR?

GPB®

NS (p=0.941)

O = e e WD B DN

subtotal

N
—

NS (p=0.228)

C. freundii

P. aeruginosa

X. maltophilia

F. meningosepticum
F. indologenes
Flavobacterium sp.
A. baumannii

A. faecalis
NF-GNR"

GNB®

NS (p=0.446)

0D = et BN BN e e

1

subtotal

1 NS (p=0.437)

Yeast

Others Fungus

DW= =

11

1 NS (p=1.000)

subtotal

5

12 NS (p=0.907)

Total

15

44

No. of patients in whom strains
appeared/total no. of patients

10/84
(11.9%)

19/94

20.2%) | NS (P=0-199)

®Regardless of bacterial count
YGPB: Gram-positive bacteria
9GPC : Gram-positive cocci
9GPR: Gram-positive rods
©)GNB: Gram-negative bacteria

ONF-GNR: glucose nonfermenting Gram-negative rods

CAZ: ceftazidime
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Table 11, Clinical efficacy assessed by attending physicians
Treatment No.. of Excellent Good Fair Poor Efficacy Statistical test
group | patients rate® (%)
ot | sy | W | e | oo 23 U test: NS (p=0.196)
Az ||y | aew | ww | 0o i e

“Excellent +good/no. of patients
CAZ: ceftazidime
* p<0.05

WHIRL, BEIHE, RELPELSHBICHEL
Twd, CAZBRTRIPIZRETHY, BEIEE,
BELZ2DEL2HEBIRHEEL TS, 10 1 FIIIESR
ThY, BEIEE, RERDILLFAREE % 30
Ao, Taba—-NBHEOIRKMIcTLZLIcEY
4HERHEEL TS,

BRRAEMORYEH X Table 13 iR RL7 &S
W, FKETR107HIH 36 (2.8%) =314, CAZ
BT 112604 1181 (9.8%) i 24 4388 S iz Hs,
FORBPFEECERELB DR o 7, REMB[RED
W& FK BTt 3 fFhirsesRig s, MEEs, K
BETHEL1ETOTHo 7, CAZETIZ 24 4 17
HHFEEREDRE TH - 7,

BUEL 2% 1t Table 14 DX 5 FKEKBWITE
BCEATEETHY, [£LTH5]) OHEKEIXFK
BTI297.2%k, CAZEED 90.1% LV E» o, &
B, CAZBIZBVWT [RLTRWw] LHEENL]
B, EERMEICH VT GOT (14—139), GPT (17
—295), Al-P (139—313), »GTP (22—123) »Et
ALIERATH- T2,

7. AR

Aottt B R HER L CTHLRMSHE L LER
#ix, Table 15D k5 CFKBIZBWLWITERCHE
<, #DHhRMEIZFKEETI, CAZE T8I Tho
2o 2B, CAZ DHEICHHEREH D BES 1 FES % Bk
{, EH6POERKER, TOPREIFKET
93.5, CAZBT93Thh, MBHCEEELRDOL
otz

0 O 3

SEOKRFICEEL, RERMORFLSDBESNIS
ZLBME 1358kE, 77 ABRMHE 198 KiCHT 51
Hlo MIC # &L 72Tk, 77 LBHEICHL
TIXFK 037 23&h, 75 st L CIzmHFIZ
2R, B3 wWwiz®E o MIC 24T FK 037 #EN T
By, HIEHOE» S FK 037 1, 77 LBMER I

(%)

TAHEOBRBEINIZ LR bLLEHZION
7o L L, BRERCHT 2 MIC REFAL bick
BHE <, FK037 0BE, BEKNCHRERSET T
3 MIC225 ug/ml 2R L 1: 7 5 LABTES 76 Bkt 67
¥ (88.2%) vBHEBOMBETH o, —H, 77
LEHE D0 Tk P. aeruginosa \Zxt3 % MIC 8
Iz < & REBREH» - 7208, MICso 13 FK 037
T 25ug/ml, CAZ T6.25ug/ml, MICy & FK 037
T 200 ug/ml, CAZ T 50 ug/ml TH -7z,

SEORFPTHBONIREBKHR I, FKET
89.3%, CAZHTS83.0%DEETDHD, WEFHIC
FRERTO o288, AL LIHOWESESSE
s5h, CAZ izxtd 3 FK 037 OEEMIRIE T E 7o,
¥/, FK037D1El1g 1 H2 MKREFOFRE
AETNHEFARTIX8/9, ARRITARY T
88.5% L, SHEIEFOHT—TVEHBHE2ELLDOD
HEMERTED S,

MR L L THAV Iz CAZ DR RBRERYE I3
5% L, cefpirome (CPR) BAFERS DLLBARR'?
DOXBIEEL LTHWS 2B X 140 Fldh 71.4%,
cefepime (CFPM) BRBRFOLERBR'YONMBE &
L TRV S NT-BEIZ 13 106 HI9 60.4%, cefozopran
(CZOP) DR OLEKAR' YONBEL L THY
SR 18BF 2.9% LESNLTHBY, &
BElOg#EIEchsDWTFRED HE L, cefclidin
(CFCL) BARFFOHEEABRONBEEL L THWVS
NIzBED 131 Bl 83.2% IEMLL T Tz,

ZDXSSEIORFICE T CAZ DBERELE
o feBHIE, SEORNTIZY T —T VEBEFOD
HAANKKELTREBICERT2RAEETHI LR
FEELIID, AT —TVEBEFOHEREH CAZ
BcBLTiRMBIH6H (6.4%) BEL-Z L,
Zhicx L CPR D L& HAB T X 39.3%, CFPM ©
AR T 41.5%, CZOP DB TI1Z 35.6%,
CFCL DB ABRTIZ 27.5%DBETHT —T VY
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MEFCAZRERCEENTBY, HT7-TIH
g g REDI MBI 1 CREHYELHE 2> T3
5E 2- TEms, TOHF—F L ERENORESBANY
2 e K HELE LS bR,
EITHT =T VHEHARESTI > & > I BEDOER
IR 25 EEMMLTASB L, CPR DLMBMT it 85 i
g gl Se Ss 81.2%, CFPM DHMBUAT 2 62 ik 75.8%, CZOP
DHEBIRTI2 76 it 84.2%, CFCL OLLKHEMT
25 B 90.5% %D, SEDRMNIZBY 88 H
53 § g 3 i 85.2% DRMIE T NS DRMERLTHD,
34| ¢ 5 ¢ FIZIRPMICHRL TREZ Ebs, RYLERMTS
8 SrbDEHLOENS,
5 5 REHEHEL UTI KBREIMTLEL - W4,
e & + + FKRTREIHLLMOMEI TR bBOAHE
g% ERL, #7—FVEARERTOEMBIISAL L
° WHLODD, TDI3L 4MEDE L RADTHY, T
g noOMMTREHREAD, FKO037 ZMMLREE
5| w o~ - REOELVRBCENTHE XX LN,
g|R§ BMENIC X SHER, FRHERFKET2.9%,
g L= CAZBTT8.7%TH), ZOMHEBENEDS
p 52 n, UTIEYFMERIC L D HEL R E BEF
5« | g g |2 E Rzo>Tok, hiz UTIRSFEER: L 5HE
S|E|EE| 28 |58 TR TH - o LKA EE LAY L HE
Bl 2|87 | 2g |pt | UrefE@ns FK B Tiz 4B, CAZBETIR2H5Y,
a1l 5| s R i UTI EYFAER 1A L HE S h s
X 5883 BT i DAL 7o 12 9%) & W L R P14 FK B
P 181, CAZBIC 6 BB D, RRMICEHLENI X
€158 s E | % BHETER K 1 XHI L HE 2 NP FK B
E 7 g g g TIR3IFWMML Dz L, CAZETR4ARIL
Eg| 3 z 8 el THolz,
< UTI E2hFPIM LA & 5 45E & HLESII L 38
w5 8 EAMRR L 2Bl i —EOBA RED 5D T
E ﬁg - - 9, ERBTCHACT > HEBREOKE L dip
& slide iz & D HIE L - & ORIciBB DB > 2l
- = e c i BDIELT b OHBHBNS»oT, LL, HERHE
g 5| 2 2 3 UEABIE—ELTHD, ¥ RRATOR—bLh
e8|l & 5 g THY, ERCL > THERENRES LSBT LR
ol
3 s f f MEERHRICBLTH, BEBEAERFKET
93.0%, CAZ BT 87.8% L MBI B2 £ EDT,
Eog @ © ® y ¥ RS L HBE, LThOEEOHAEC
5 BMLTOVAERELBED Do 1, 77 LBRIEESS,
2 | . g 77 ARMELROMAEL L THEL LEE VA
g3 2 . ¢ REEBOUpo 1, 77 ARBYE, 77 LB0E
g8 K © 3 L bR FK B B 2 RESD T b, BE
75 LABHEEOHAEIZIZ6.7%DEBED SN,
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Table 13. Laboratory adverse reactions
Trega:’n::t (p;‘:; Sex | Items and changes of abnormal values Inc(lgse)n ce Stai:t:cal
7 | M | Eo (% 1.3—14.0) 3/107
FK037 | 59 | M | Pt (17.4-7.7-16.4%) 2.8)
74 M K (4.53.3—4.1%)
58 | F | RBC (397—+254—358°%), Hb (12.9-+8.0—~11.8%), FK vs CAZ*
Ht (35.7—+26.3—33.1*), WBC (9,100—3,000~5,100°) (p=0.051)
59 M WBC (8,300—10,100)
83 M Eo (% 5—10)
73 F Eo (% 2—8-—1°) 11/112
CAZ 61 M GOT (37—+47—37*), GPT (40—59—18°) (9.8)
72 | M | GOT (25—60—22°), GPT (33—70-+29°) '
3H M GOT (14—139-20%), GPT (17—295—21°%),
Al-p (139—313—193%), y~-GTP (22—123—56")
43 M GPT (19—110—98°), Al-p (238—1,296—230°),
LAP (56—271—47%), y-GTP (38—402-22°)
48 F GPT (27—+63—24%), LAP (64—94—74*),
y-GTP (48-102-+62°)
71 M Al-p (261—516—318°)
60 M y-GTP (31—65—24°)

* follow-up results
CAZ: ceftazidime

+ p<0.10
Table 14. Global safety
Safety
tmen! No.
Trea t Z ::S Safe A;mfc;st slightly N(;: Statistical test
group patie 2 doubtful sa
104 2 1 U test: FK>CAZ*
FK 037
BT T g | D) (p=0.033)
100 8 2 1 Fisher test: FK>CAZ*
CAZ 11 (90.1) (97.3) (safe)  (;—9.050)
95% confidence interval for the difference in safety rates: —0.2~14.4 (cumulative %)
CAZ: ceftazidime
* p<0.05
+ p<0.10
Table 15, Clinical value
Score
Treatment 100~80 | 79~60 | 59~40 | 39~20 | 19~0 Total | Median Statistical test
group
65 13 1 4 1
. 84 91
FK 037 @ | s | (12 | @ | a2 U test: FK>CAZ*
(p=0.032
CAZ 62 16 11 4 4 a7 87 p )
(63.9) | (16.5) | (11.3) | (4.1) 4.1)
CAZ: ceftazidime (%)

* p<0.05
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WA AR E FK BN TILRL 288, /74
R T E faecalis, 7 LIAMETIX P aerugino-
sa DHEELMERIC S RETFE»-L. LdL,
P. aeruginosa DML ZMEMc 5B L EDK
ATb—MBELIEBEoNnTE), SEBRLNL
78.9% DY LX Iz, CAZEHTHBONB0.0%L %>
LAFRI%STHY, X5 P aeruginosa \CBRL £ 7
PYN SR DU EIN W VRRE VN $:3 F 101
RBEOLBBEBRICIBIIRMELEL BE,
cefsulodin o 81 # &1 65.4%'®, cefoperazone ® 21
¥k 52.4%'", cefpiramide @ 101 #k # 71.3%'®,
cefpimizole @ 25 #& 48.0%'", cefpirome ® 1 H 1
gREHICEIT B 368+ 66.7%, 1 H2gREHIC
B 533%472.7%'", sulbactam/cefoperazone
D182gRERNCBIT2 2984 48.3%, 1H4gH
SB35 24 5$ 66.7%”, aztreonam D 32 ¥k
£ 65.6%2", carumonam @ 34 ¥kt 76.5%%?, imipe-
nem/cilastatin ¢ 28 ¥ 78.6%?¥, panipenem/beta-
mipron M 18 %kH 66.7%* t LWIFh bRIZFEH S I
EFNULETHE Do, +HFHEICHET 28KTH
2rE¥ronsd,

BIfEBIZFK#TIR18ic, CAZEETIR2Hc®E
HoNnIcDAIThHoTz, 72, BERREMEORKEER
b FKETIZIFZ, CAZETIR1IIAEDSh,
ZTORBECHEEZ B EhoebOD, BELXSE
BETRREMcEEESEY SR, DL FK
HognwkerirRML T, AL sERL
THELLERBCBLWTL FKEBCSWLWTHARR
BuREsgshicbDEEbhn s,

E

ARICEME N I-HFERER S &L VHYEMZUT
WWRL, FRZIHBEERLET,

AHRICEMS WSS X CHEYEM (85
B&)

ILRERIKFEZIMMRBEL 80K R, KEEX,
ML ZEMBERPribiREBEL E #&, dh—F, &
FHAERPTWRER: ity %, ERAKRWRBHN: &
Hatah, FRERBTRBEL AR 8, B,
H LR E P RIRBEILRBRE KB KE, BHEX,
BREBFA+FREWREBE: CH M, RREESE
BIRZWRBELEH ¥, ME 4, FREESE
BIKEZW B E P iRbribRBEL /INFFE —, A+HEE,
TR RRPLMREBE: HAE=, HBSEE, FEK
FURERL EX BB, MB&EZ, AHER, HEHK
EERBBSHERESRRIWIREE: BRNRE, &0
fE—ER, £RKFIWRBEL K/IIXR, EBR—A, B

R ERLWRBE: WHER, SCRXEDRSE
Bl %, BN &, SHRHE, XA M, X
ER, KHETTRMBEL RS MEANGR, MAER,

ME KL IDRBE: BRER, RANE, OHHILA
M R IRBEIL R MR R, LG 1, ML,
%Y R - BIRBEILREREL I 18, ST K,

ME H HERRMEDRFEBOREEL (P B,
WAEITA, EMRIBRFB R RTL2E, &
ME%=, SMRIIKBRBDREELH B, 4
Uepemy, MILKPDRBE: BIBE, LES, &
Righ, MLpRFEEILRBEL FAEMEE, XFHILE
B RRBWREBE: F L3, LRKFLREBE: R
FW—E, PN N, RILUK+FNTRRBE: Bt
TR, NTE=, ERXFHREBE: LMRE, &
ME, REN—, BRATFRCGRBE: X A,
UMK WREBE: ARAMK, W=ERBBRBEL L
OfA, ¥H#E, RS, WHEEESHRBK
BE: BEAMEB, \KKH, ANEF, hMH LRk
WRBE: PHEKE, FEAER, KES\BRBEHRE
WRBE): el —, DEEHE, HBH KRR E
B AEME, LBK+TF - RSRKBREN: ¥H
g\, EEER, BIIWE, AWKKFBRBE:UT
AR, BHEE, BRBAXFIWREE: kg, K
ZWE—, BREBRIKBFRMTBREN: AILRE,

TR, BERKEEPTBHE BRI EERRER B
DRK, hieEs

X [ 3

1) Mine Y, et al:In vitro antibacterial activity
of FK 037, a novel parenteral broad-spectrum
cephalosporin. 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. ]
Antibiot 46: 359~361, 1993

3) Mine Y, et al.: Excellent activity of FK 037, a
novel parenteral broad-spectrum cephalosporin,
against methicillin-resistant staphylococci. J
Antibiot 46:99~119, 1993

4) Mine Y, et al.: In vivo antibacterial activity of
FK 037, a novel parenteral broad-spectrum cepha-
losporin. J Antibiot 46: 88~98, 1993

5 hEXAF, WMeE, BE 85, NFRER# KX
™, SFIIREA: FK 037 0% | SR, Chemo-
therapy (BeRg)

6) FIHEEH, fii (17 Mk & UEIEMER): HMER
BBRFEICNT 3FK37TOBKARDOKRH.
Chemotherapy 42: 1048~1065, 1994

7 UTIH%RS (R KEIEK): UTI ERFEEE
(%8 3 /), Chemotherapy 34: 408~441, 1986
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Neu H, Ohkoshi M:Summary of discussion
for complicated UTI. In: Ohkoshi M, Kawada
Y (eds.):Clinical evaluation of drug efficacy in
UTI. Proceedings of the First International
Symposium, 27-28 October 1989, Tokyo, Japan.
International Congress Series 938. Excerpta
Medica, Amsterdam, New York, Oxford 1990,
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BAE{EMEES: B/REHIERE (MIC) HiE
HEHEWETIZ DWW T, Chemotherapy 29: 76~79, 1981
Kawada Y, Kumamoto Y, Saito I, Kawamura
N, Kamidono S, Ohmori H, Kumazawa J: An
early phase II study on FK 037 in urinary tract
infections. Chemotherapy 42: 1036~1047, 1994
HEES, it (18 MRk s & UBIBMER): MMMIR
BERERE IC 03 5 cefpirome (CPR) & ceftazidime
(CAZ) DM, WRATE 37: 447~464, 1991
MR —, fb (18 MEXkE & UPIHEMRY): MMM R
BEREE 120 3 % cefepime & ceftazidime O L8
B, FEHIWR 54:970~985, 1992

SFRAER, i (13/3Rs & UME/ER): SR
B&RE Y £E i X3 B cefozopran & ceftazidime O
KB A BT 5 L3y, ¥ BB R 55: 966~
985, 1993

RSP —, fb (20 RiEk s & UBEMEEE) . SMMR
B R RLFE it 4 B cefclidin & ceftazidime O H#&
AR, FEHIWER 54: 1435~1460, 1992

FIRER, fit (19 K31 & UBIEMERE) : R I
& 518K PR B R BE 1 X 3 B cefsulodin

17)

18)

19)

20)

21)

22)

23)

24)

(SCE-129) & sulbenicillin D R BWMREIC & 52
ROHK, Chemotherapy 27 (S-2):400~421, 1979
ROBA, it (37K S & UMM MR
MM 0T 2 cefoperazone (T-1551) DEEK
¥ {fi —carbenicillin 2 X & L LB — .
Chemotherapy 28 (S-6):947~974, 1980
AR, f (48 HEML): ARMBEIC & 2 MM MY
R R E i 5 T B cefpiramide (SM-1652) &
cefsulodin D - WML IC & SEEKMROLLE. W
RACE 29: 1147~1188, 1983

MR —, 1 (21 MR & UBRMAER) : MM R
BB REE IR T B AC-1370 D EEHK Pl —cefopera-
zone AN & L KW RLEBHEMR—. 7 HibRK
47:237~265, 1985

FHZH, i (20 REALS & U'BIMMEEY): MK R
BERESSE 12 4 % sulbactam & cefoperazone #H
DEEFKER, Chemotherapy 32 (S-4):606~626,
1984

ALz, b (17 X B & UBEKER): MEHK
BERRRE (o B aztreonam & cefoperazone DL
M3, Jpn J Antibiot 39: 24~56, 1986
FIE%EHN, o (28 Ml & UPIERERY): MEEHR
SR YE 120 T % carumonam & cefoperazone @
M3, Chemotherapy 35: 494~519, 1987
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A comparative study of FK 037, a new parenteral cephem antibiotic, and ceftazidime
(CAZ) was carried out in the treatment of complicated urinary tract infection. Patients were
randomly assigned to receive either 1g b.i.d. of FK 037 or CAZ for 5 days by intravenous
drip infusion. All the patients were found to have pyuria of at least 5 WBCs per high power
field, bacteriuria of at least 10 CFU per ml of urine and identifiable underlying urinary tract
disease. Overall clinical efficacy was evaluated on the basis of criteria proposed by the
Japanese UTI Committee as “excellent”, “moderate” and “poor”. Of the 223 patients enrolled
in the study, 178 patients were evaluated for clinical efficacy. No significant differences were
observed in the characteristics of the patients evaluated for clinical efficacy between the two
treatment groups. Excellent and moderate responses were obtained in 89.3% of 84 patients in
the FK 037 group and in 83.09% of 94 patients in the CAZ group. The difference was not sta-
tistically significant. The bacteriological eradication rate was 93.0% of 157 strains in the FK
037 group and 87.8% of 181 strains in the CAZ group, with no statistically significant
difference. Clinical adverse reactions were experienced in 1 (0.9%) of 110 patients in the FK
037 group and in 2 (1.8%) of 113 patients in the CAZ group. Laboratory adverse reactions
were observed in 3 (2.8%) of 107 patients in the FK 037 group and in 11 (9.8%) of 112 pa-
tients in the CAZ group, with no statistically significant difference regarding the incidences
of either clinical or laboratory adverse reactions. However, both global safety and clinical
value were found to be higher in the FK 037 group than in the CAZ group (p<0.05). We
concluded that FK 037 is as effective as and better tolerated than CAZ in the treatment of
complicated urinary tract infection.



