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FROTBMARY bVHT S 2RBERD L7 T AKMY
BICITHELESCBEIATVARZ LS, HREBIRE
WABHICE & SBHERBEAREEE L, BERMGI
UTI EXh3FMH 24 (%5 3 MOV ICHEVy, HIMER6 2/HPF
PEOBRE 10'CFU/ml U EOMEREE T ZEH &
Lcdt, RBETRLEAEDHRICTHHIC, 508
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ST A2%E (GCP)JICED LR AEHICb LT &+
SuAAZITV, BHERIC L 2EBRBINOREACCH
KINBONEERNTHEL, B, RERIIERROK
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2. fHE¥AH

HBREHELT1/X4 7 VHIZBIPM % 150 mg B
SU300 mg AT AEHANA (HEL &) —(RAR
i) %, FANEEHL L T1/54 7 VHIS imip-
enem/cilastatin (IPM/CS) % 500 mg/500 mg & & ¥
AEFANA (BERERIASHRE) 2HVA. #HR
EH & LTIPM/CS %A 728 H1X, BIPM & [{&#%
DEFRBAHNVNSRR LB O Hh T, BWHEREEESED
BRICEHSK, TOEHEREIIHT HFMAS—F
LTwaZ EiZL 5B,
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FEE L LTREA IPM/CS DM R BRYSE IS
3 A58, IPM & LT 1 H 1,000 mg »—#&K T
»BHT ENE, IPM/CS X 1 [ 500 mg/500 mg # 1 H
2EZEGTHE L LT,

—7 BIPM 2D\ Tid, 300 mg Bi[E#%5 % DR i
EoH#FIX, IPM/CS500mg/500 mg x5HEnEh
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BRIEDFEFRRNETH L/ 7 LRBRERHIIHLT,
BIPM O#iE 12 IPM L RIBELIETENRTWL I L
M6, REEESSEICHN L Tid BIPM @ 300 mg %% IPM/
CS 500 mg/500 mg IZH L FTHbDERDbIR, Th
% BIPM 0oE#fH5 R E£ %2, 1H300mg &, £D
Y¥BTHY, —BREKRABRTRI SN -RIZKERTD
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THE LB DD TREE L, ¥FZELTIL
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Bty —IRBEICIVBBRTALE L, BiRE
Y7 — WD AT RICHE, R YRS XA D
FSLRL, RREYEMIER SN RBREN LB
BiRETHI L L Lo EBROBEIBEL TR, 1/¢
AT NVEEBRER100ml ICHBL-b0% 1ERE
L, 1H2MH, BEHIC60 7N TREMIETSIL
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BRBAGART & M T HICEL FRIM AR L T, #
BRBIIRNBINA RS bV, B8R P AR
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ME®EA) ICX DML, 16~24 BRI RELCE KL
HE, K725 ICBBRFEZTH BRI EER
Mgkl X ft L, HEORE L MIC ORI L7z, MIC
DRE X H A LEREZSFEEE IR Y, BIPM &
IPM @ MIC % #il%E L 72 (10°CFU/ml ##), % 5, Sta-
phylococcus aureus 538 S M 7-354 1212, methicillin
(DMPPC) » MIC #»bETiHllEe L, MIC 6.25 ug/ml
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9. MITHE

BEE, BITHEICOWTIE, o LDEDLN
TeHEICLE, a3y bo—5—0kEnb LICAE
L&) —BRAEHICBVWTITo 72, EHBEOREICIRT
—yORE, HEWIIELT x> ®E, Kruskal-Wallis ®
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P, MECBLIARKEITE 5% & LIzas,
BTEEFICOWTIETEHM 15% & L7,

I R &

1. ftAEHO#EEHE

KX OAHMABRO R, FRAMICH L ARG R
T 1 BIPM ® 150 mg 3 #) 4% 100.2%, 300 mg B #l A¢
98.4%, IPM/CS @ 500 mg/500 mg % #| 25 IPM & L

T 100.9%, %7-HBR#T#Tik BIPM ® 150 mg B
#¢99.9%, 300 mg M # #¢ 100.8%, IPM/CS # 500 mg/
500 mg WHIAIPM & LT 108.0% THH, wThb
BB BRETH2LDTH o7,

2. MEESIXK

5. KX 2%, BIPM1[E150mg1 B 2@ % L #,
1[E 300mg1 B 2 [E% H#, IPM/CS 1 & 500 mg/500
mglB2E%2CEELA,

EROBRENITONLEMNISATL2ATH -/
A, REEEIA6H, PIEFAMNLIAD /D, Th
STH EBRLBENI0F, HED11H, CH O 14
e EYEONMENRE L7z (Tablel), FHEFMED
SOBRNEHIE Table 2 (2R L7,

BRI RO 4 2R LED 10, HEO
1361, CBRD 15 Hic2WT, BEREMICBLIZTE
BIFAEBO4HEREBTNOIALRLEEDY
i, HRED 126, CED 14OV TRHFATHETD
ofe 7=, AW, FHEOFE,IOBRALLT
BILBREATHOIAELBRSLEOIA, HED10
#l, CHBo 13 F%FMHExRE L7

3. ¥RATF

HWEOFMENRE LERIC B2 58EERRTE
SEMTHEL/-BM% Table3 (Z/RLz. HREFO
SLEROOHENHETT0RRICE-oTEHD, T,
BROGHEMNCETI+IZR-T, ThENIEHMT
AREEREDLD, BRAFCIVADEORELTT
ST lill TOMOFEHICHLTER, WFhi3
BEICRY 220N o7

F7-FEBICHT 5 BIPM &£ IPM O MIC i3, L#¥
NoSMSN 1452l HELOSEEN 21K
HRBIVUCHEILOREIN1THTD 16 IOV
THlE X N 7-2% Table4 (2R3 & 5 2 BIPM ® MIC
2% (A: B: C), IPMOMIC ##4 (D: E: F) oW
NICELTH SHMICHEEZELZDEed o7

4. SEEHEICHT 5 MIC

RHXESHICHRLC, BEMORBILSHES N

Table 1. Patients assessed with complicated urinary

tract infection
Treatment group
No. of patients evaluated for * test
L H o]
Clinical efficacy 10 11 14 NS
Clinical adverse reactions 10 13 15 NS
Laboratory adverse reactions 9 12 14 NS
Clinical value 9 10 13 NS
Total number of patients 11 14 17 -

L: biapenem 150 mg % 2/day

H: biapenem 300 mg X 2/day

C: imipenem/cilastain 500 mg/500 mg % 2/day
NS: not significant
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Table 2. Reasons for exclusion
Reasons L H C x’ test
misuse of registered number of study drug 1
not registered 1 1 1
Ineligibility bacteriuria less than 10* CFU/ml 1 _
infection due to fungi 1
subtotal 1 2 8
discontinuation due to side effect 1
Withdrawal
subtotal 1
Total 1 3 3 NS
NS: not significant
Table 3. Background characteristics of patients
No. of patients isti
Item Category Statistical
L H c test
male 6 8 9 "
Sex female 4 3 5 NS
50-59 4
(y’:::s ) 60-69 1 1 7 p=0.052**
70-79 5 10 7
monomicrobial group 3 3 2 3
Type of infection infection group 4 5 3 8 NS"
(UTI grouping) polymicrobial
infection group 6 2 6 3
+ ( 5- 9 WBCs/HPF)
. + (10-29 WBCs/HPF) 2 2 - o
Grade of pyuria 2+ 4 6 p=0.104
3+ 4 5 12
Grade of bacteriuria 10*-10° 3 1 4 NS"
(CFU/ml) 10°-10" 7 10 10
Y x*test, * H test
*P<0.15
NS: not significant
Table 4. MIC distributions for clinical isolates (10°CFU/ml)
MIC
( 1)
MICs hg/m <0.025 0.05 | 0.1 0.2 {0.39|0.78 | 1.56 | 3.13 | 6.25 | 12.5 25 50 100 | >100 |Total |H test
of |Treatment
group
L(A) 2 2 1 3 3 1 1 1 14
(cumulative%) |(14. 3)|(28. 6) (85.7)[(57.1) (78.6)((85.7)((92.9) (100)
BIPM H(B) 5 1 3 2 1 1 1 2 3 1 1 21 NS
(cumulative%) | (23. 8)|(28. 6)|(42.9)((52.4)|(57. 1)|(61.9) |(66. 7){(76.2)|(90. 5) (95.2)| (100)
c() 2 1 2 2 1 1 1 3 1 2 16
(cumulative%) | (12.5){(18. 8){(31. 3)|(43. 8) | (50. 0) | (56. 3) | (62. 5)((81.3) (87.5)| (100)
L(D) 2 2 1 2 2 3 1 1 14
(cumulative%) (14.3)|(28.6)|(35.7)|(50.0)|(64. 3)|(85.7)[(92.9) (100)
H(E) 1 2 6 2 2 2 4 1 1 21 NS
IPM (cumulative%) | (4.8) [(14.3)[(42.9)|(52.4)|(61.9)((71.4)((90.5) (95.2) (100)
C(F) 2 1 4 2 1 2 1 1 2 16
(cumulative%) | (12.5) (18.8)|(43.8)((56.3)|(62.5)|(75.0)|(81.3){(87.5) (100)

BIPM: biapenem, IPM: imipenem
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1) RWAEKZHE

UTI ExhFMhHHE B3 LA THELL
MEBRERIL, Table6 DL HICLBED 105 TIZH
sedl, Hx2pT, EMLEHEHDELAYHE (U
TAHIE) 1280%, HEBED 11 HITIIER 9B, A% 2
BITHREIZ 100%, CEDO 14 FITIIEMHIF, B
5B THEEEIZ100% THY), IHMARZLXBDO%
Mol i, UTIRBRBHRCLICIROEY XY
HBLABACH, WTFNORBRTLAREL2RO2
Mol

BEBHICORR, REEIITHA, UTI KM
K (B3 CHLTREBERYDRIHWETE IE
Bliz, LB 76, HBIC7H, CRIZ1161d o775,

FOMRIZLBL HBTRTHA+TRTHAS, CRT
13 1BIAER, O BIAHY, 1MDEYDTH oo K
BHICHADLYUBEN LB 7Hb4FIZ5HEIC
%, 20z AR, 100IzES), HEBEOTHAFE6HIIXS
HEICH®), 1WizAE2Y, ACHTIIRER
AloEDTHoo 15 HELEY, AHTH-79
FloS b eprs BBICIZES, 3HANAL, KERE
ICETHo 1Bl HBICIRAMEHRE SN,
REBRRYEOEME LA MRE L UHMER I
T2 ROMRIE Table 7 (SR L7AS, BRICHT Y
B HMERICHTAIHROVTRIZBWNTH 3FEMIC
AREXBD LD o1

2) MEEMHR

M EROR R 12 Table 8 IR L& 512, LEM»SS
SN 14 B 128 (85.7%), HEI LM SR
21 B2# (100%), CEL LM S/ 17 ¥ 16 &
(94.1%) HiE%&L7-4, MEHLEICML T3HMIC

Table 5. MICs of biapenem and imipenem for clinical isolates
No. of Geometric
i Mode U test
Organism strains Drug Range MIC. MICs mean MIC
BIPM =0.025- 100 3.13 25 2.48 3.13
B NS
GP 2 IPM =0.025- 25 0.78 25 0.66 0.78
= - . .
GNR® 30 BIPM =0.025- >100 0.1 3.13 0.1 =0.025 NS
IPM 0.1 ->100 0.2 3.13 0.17 0.1
BIPM =0.025->100 0.78 12.5 0.43 =0.025
Total 51 NS
© IPM =0.025->100 0.39 6.25 0.33 0.1
“GPB: Gram-positive bacteria, "GNR: Gram—negative rods
NS: not significant
BIPM: biapenem, [PM: imipenem
Table 6. Overall clinical efficacy related to the type of infection
. Overall
t) .
Type of infection Treatment No. of patients Excellent | Moderate | Poor | efficacy rate | H test
group (percent of total) o
(%)
oup 3 L 3( 30.0) 2 2/ 3
group H 2( 18.2) 2 2/ 2 NS
(upper UTI)
Monomicrobial C 3( 21.4) 1 2 3/ 3
infection o4 L 5( 50.0) 3 1 4/ 5
H 3(27.3) 3 3/ 3 NS
(lower UTI)
wer c 8(57.1) 7 1 8/ 8
L 8( 80.0) 5 1 6/ 8
subtotal H 5( 45.5) 5 5/ 5 NS
C 11( 78.6) 8 3 11/11(100)
Polymicrobial group 6 }I; zz 22 0; 1 1 2/ 2
infection (no indwelling catheter) -5 4 2 6/ 6 NS
C 3( 21.4) 1 2 3/3
L 10(100) 6 2 8/10(80.0)
Total H 11(100) 9 2 11/11(100) NS
C 14(100) 9 5 14/14(100)

NS: not significant

Overall efficacy rate (%) : excellent + moderate/no. of patients X 100
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Table 7. Relation between effects on pyuria and bacteriuria
Pyuria
Effect on
Bacteriuria Treatment Cleared Decreased Unchanged Bacteriuria
group
L 8 8/10( 80.0)
Eliminated H 9 1 1 11/11(100)
C 9 1 3 13/14( 92.9)
L 0/10( 0.0)
Decreased H 0/11( 0.0)
C 1 1/14( 7.1)
L 0/10( 0.0)
Replaced H 0/11( 0.0)
(o} 0/14( 0.0)
L 1 1 2/10( 20.0)
Unchanged H 0/11( 0.0)
C 0/14( 0.0)
L 7/10(70.0) 0/10( 0.0) 3/10(30.0) Patient 10
Effect on Pyuria H 9/11(81.8) 1/11( 9.1) 1/11( 9.1) “‘m:‘l 11
C 9/14(64.3) 2/14(14.3) 3/14(21.4) 14
L 6/10(60.0)
[ Excellent | H 9/11(81.8)
(o} 9/14(64.3)
L 2/10(20.0) .
| Moderate | H 2/11(18.2) egec: i NS _(I:I;e(“,) ot
C 5/14(35.7) etlect on bac! ura: va 8
L 2/10(20.0)
[ Poor H 0/11( 0.0)
[¢] 0/14( 0.0)

NS: not significant

BFRELBOLG Dol CNET7TARBUEL YT LR
BEICHTTRIFLAZEEICH, WTFhIIHLTH 3
BFRCAEZLEDY, FRLADRBLECBITSLY
FARME2HkE, CERICBIZY/F0BHED 1 K
DR THolzo

MIC L M #R%h R L DBRIE Table 9 IZ/R L 72 &
T, TR L 22#ki LB Cid MIC 2% 0.78 ug/ml  Pse-
udomonas aeruginosa & MIC 50 ug/ml @ Chryseo-
bacterium indologenes % 1 ¥k, C B Tld MIC 0.78 ug/
ml @ Enterococcus faecalis ® 1 #%Ta» Y, MIC &HH
HERELOMICHBELZBRIERVHE 2072,

3) HEHRHHAME

BEBORFPIH MBI L 7 # X Table 10 D &
J, LETIZ26 (10.0%) »5H4% HETIE1
B (9.1%) 256 1%, CBTIZ16 (7.1%) »56 1%K
THhh, FOHBRHEEICHLTCIHHMIIEEEZLZAED
T, HELZ6KRIZVWTIND 7 FoBHETH o7
ChseHDIbHE,LTBSNA 1ERER 55
IZDWT MIC 2SI E S hicas, LE LSSz 4
Bz 3 2 BIPMOMIC id W3 #1 b 100 ug/ml LA
E CcCBI oo ENL 1BRICHT S IPM O MIC iX 50
ug/ml THhH o7

4) RBRHEYSEMAHE L ERSE
BRBURMAZFNENOEETCHEL BRI R
(%, Table 11 IZ/RLA=X 912, 3SHMICHEEZRZEDT
UTI EXFMERE (B3R THEL-BOEHEL
Fo/FA—Tdho7

6. weh
H-EMBI/ERIE Table 12 ISR LA XSS, L
DIOFIFIBFICRENBDOLNLDOAT, HED 13
Bl, CHDI5FTII1HbZDONTY, TORBEHE
WCRLT3HMICARZLRBD oz, BHIZZE4
HERICHBE L - REIIkEL, BIERERATT1 FK
BOBMEIT, HERT 22 HEIIHEL TV 5, ¥
Al oRRBRIE TR0 LARN] LHESH
A

BRRBREMBORELEE L Table 13 IZR L2 H 12,
L#o 9l 1 IR NAG DA, 4~ CHo 14
Bl 2 FlicE R ZERI/MEDEE% £ LDH O LR HEDH
Lhi:, HEO 12FTR1AIEHLNT, 20F
BHEECHLTIRMICARZLZRDT, $-vwth
b—BEOEHTH -7,

7. HHR#

BRZEEZ2WZBEL THEEBRIEYEMAHE L 7



858 HALERE® 28K DEC. 1999
Table 8. Bacteriological response to the treatment
L H C
Isolates i { : X test
No.lof Eradicated Persisted No.'of Eradicated Persisted No.'of Eradicated Persisted
strains (%) strains (%) strains (%)
MSSA 1 1
MRSA 1 1 2 2 2
Staphylococcus sp. 1 1
G |S. agalactiae 1 1
P (S. haemolyticus 2 2 -
B . 1 1
E. faecalis 2 2 3 3 2
E. avium 1 1 1 1
Enterococcus sp. 1 1
GPR 1 1
subtotal 3 3 10 10(100) 8 7 1 NS
E. coli 1 1 3 3 2 2
C. freundii 2 2 2 2 1 1
K. oxytoca 1 1
K. pneumoniae 1 1 1 1
E. aerogenes 1 1 1 1
g E. cloacae 1 1 1 1 _
R |S. marcescens 1 1 1 1 1 1
P. mirabilis 1 1
P. rettgeri 1 1
P. aeruginosa 3 2 1 1 1 2
A. calcoaceticus 1 1
C. indologenes 1 1
subtotal 11 9(81.8) 2 11 11(100) 9 9(100) NS
Total 14 12(85.7) 2 21 21(100) 17 16(94.1) 1 NS

MSSA: methicillin-sensitive Staphylococcus aureus, MRSA: methicillin-resistant Staphylococcus aureus
GPB: gram—positive bacteria, GPR: gram—positive rods, GNR: gram—negative rods

NS: not significant
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Table 9. Relation between MIC and bacteriological response (no. of strains eradicated/no. of strains isolated)
8
lolates Treatment MIC (ug/ml) 10°CFU i Total
group |$0.025{0.05( 0.1 | 0.2 (0.39|0.78|1.56(8.18(6.25(12.5| 25 | 80 | 100 |{>100 done
L
MSSA H
C 1/1 1/1
L 11 1/1
MRSA H 1/1 1/1 2/2
C 2/2 2/2
L
Staphylococcus sp. H 1/1 1/1
C
L
S. agalactiae H
C 1/1 1/1
L
G S. haemolyticus H 11 1/1 2/2
C
P L 2/2 2/2
E. faecalis H /111|121 8/3
C 0/1 1/1 1/2
L
E. avium H 1/1 1/1
C 1/1 1/1
L
Enterococcus sp. H 1/1 1/1
C
L
GPR H
C 1/1 1/1
L 2/2 1/1 3/3
subtotal H /1|11 (11 1/1 | 2/2 | 3/3 1/1 10/10
C 2/2 1/1 [ 0/1 | 1/1 | 1/1 2/2 7/8
L 1/1 1/1
E. coli H 3/3 3/3
C 1/1 | 1/1 2/2
L 1/1 | 1/1 2/2
C. freundii H 11 11 2/2
C 1/1 1/1
L
K. oxytoca H 1/1 1/1
C
L 1/1 1/1
K. pneumoniae H 1/1 1/1
C
L
E. aerogenes H 1/1 1/1
C 1/1 1/1
L
E. cloacae H 1/1 1/1
C 1/1 1/1
G L 1/1 1/1
N| S. marcescens H 1/1 1/1
R C 1/1 1/1
L 1/1 1/1
P. mirabillis H
C
L 1/1 1/1
P. rettgeri H
C
L 1/2 1/1 2/3
P. aeruginosa H 1/1 1/1
C 1/1 1/1 2/2
L
A. calcoaceticus H
C 1/1]1/1
L 0/1 0/1
C. indologenes H
C
L 2/2 | 2/2 1/1 | 2/3 1/1 | 1/1 0/1 9/11
subtotal H 5/51/12/2 | 1/1 1/1 1/1 11/11
C 1/1 | 4/4 [ 1/1 1/1 1/1 1/1 | 9/9
L 2/2 | 2/2 1/1 | 2/3 3/3|1/1|1/1 0/1 12/14
Total H 5/5|1/1|38/3|2/2|1/1|1/1|1/1|2/2|3/3 1/1 | 11 21/21
C 2/2 1/1 | 4/4 { 2/2 ] 0/1 [ 2/21/1]|1/1 2/2 1/1 |16/17

MSSA: methicillin-sensitive Staphylococcus aureus, MRSA: methicillin-resistant Staphylococcus aureus

GPB: gram-positive bacteria, GPR: gram—positive rods, GNR: gramnegative rods
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RHATW. ThOERERICHINT S L, BIPM i L
U0 PR B TR RoE D BRI W B LS 3 LT IPM/CS & AR IS S MR 3 & U EMEE LA E 1L
FRICERTH D, BEMERBESE ST 2HEAR  TFIORL, REZIMELRLET (BHM) o

X1 H600mg (52 AHLUTHLELEX LN REURAF PRl R B R 15 Et, ARME,
SFEE
Table 10. Strains appearing after treatment BREET AR M BRI R B2 Rt -
No. of strains (%) mﬁﬂt#lﬁ*ﬁﬁmﬁﬁﬁmﬁﬁﬂ: E!ﬂ?ﬂﬂ
leolates T T w1 o (V% EURtERRLREHN: BEXS, LB-R
P—— . b3y RARELREH: HWEX—
S. capitis 1 WEREESBHR ARG R SR EEER
B E. fuecium 2 " SRR R R A —BB
E. avium 2 FRMTRBORER: #5 %, % B
Total 4 ! ! | NS MEY SRR SR BE B, H* LR, WANX,
No..of patients in whom 210 | 111 | 114 [TH] " .
e e A | o0y | @) ) | N WIUKREL SR RMBLRSH: #IIE

M WLyt 2 R AR e AR 2 B eI —

GPB: gram—positive bacteria
NS: not significant

Table 11. Clinical efficacy assessed by the attending physician

. Effica
Treatment N? of Excellent Good Fair Poor acy H test
group patients rate (%)
6 2 1 1
L 10 80.0
(60.0) (20.0) (10.0) (10.0)
8 3
NS
H 1 (72.7) (27.3) 100
9 5
C 14 100
(64.3) (35.7)
NS: not significant
Efficacy rate (%) : excellent + good/no. of patients X 100
Table 12. Clinical adverse reactions
Treat: t f Day of S ity of lati i
eatmen Sex Age Type. o ay o Administration even.y of |Relation tothe| Incidence o test
group reaction | appearance reaction drug (%)
. . . 1/10
L male 77 eruption 4 continued moderate possible (10.0)
H - - - - - - - 0/13 NS
c - - - - - ~ 0/15
NS: not significant
Table 13. Laboratory adverse reactions
Treat t i
eatmen Sex Age Items and changes in abnormal values Relation to the Incidence (%) x* test
group drug
. . . 1/9
L female 59 NAG (U/D) 0.5—7.5—2.7 possible
(11.1)
H - - - - 0/12 NS
] 3 o — — .
c male 69 platelet (X 10‘/mm® :21.1—+53.0—+20.4 probable 2/14
female 76 | LDH (U/) :285—+319—+429—+315° possible (14.3)
*follow—up results

NS: not significant
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Table 14. Clinical value
Score Kruskal-
Treatment 100-91| 80-81 { 80-71 | 70-61 | 60-51 | 50-41 | 40-31 | 30-21 | 20-11 | 100 |Unknown | Total | Median | Wallis
test
group
L [ 1 1 1 1
%) (66.6) | (11.1) anp (111 arp| ° b | 840
H 7 2 1
%) (70.0) | (20.0) | (10.0) 0 10 | 98.5 | NS
(o] 9 2 1 1
%) ©9.2) | 16,0 | .1 | (.7) 0 13 | 97.0
NS: not significant
LT 280 R 357 - L] 5) %Wk, dLAME, AHNIY—, 4b: Biapenem N —
nmjtilﬁigﬁmﬁﬁﬁ%ﬁﬁﬂ" ‘EA** &%E{’Fﬁﬁo Chemotherapy 42 (S-4): 216~228,
" ; ' I 1994
REFRBERREN: LOKA, M R, KFRSF 6) Nakashima M, Uematsu T, Ueno K, etal.: Phase
R KRB R 2R ARG I study of L-627, Biapenem, a new parenteral
b4 [y carbapenem antibiotic. Int J Clin Pharm Ther
N — . Toxicol 31 (2): 70~76, 1993
1) HHEE, ESEA, =i #: FRIVARRLFZR . . ' o 3e b T
Yo% WK biapenem MM K 3Effi. Chemotherapy 7 {ﬂﬂﬂ?ﬂ:ﬁ. Mo &, Wﬁfigﬂ. ity (7?5&&13:4:055
42 (S4): 1~19, 1994 ﬁﬁﬁa):_ﬁ%ﬁﬁi%!@%&ﬁh#’t% biapenem @ &
9) WHRE AMET, BAEXH, b Biapenem 0 in A ##E. Chemotherapy 42: 1114~1127, 1994
vy ) ’ . D . . 3 o
vitro 3 % UF in vivo HB711=>\To Chemotherapy 8) UTIM#ES (XK KBIERK): UTI EXFMHEHE (5
42 (S4): 64~90, 1994 3 i%)o Chemotherapy 34: 498~441, .1986
3) Hikita M, Kawashima K, Yoshida M, et al.: In- 9) (F)f;lsl!])i—é'lfl‘l:lt_ﬁ. im (z;,Kfig?;pe ;:1?_(()1;{8[,(7;
activation of new carbapenem antibiotics by dehy- + rastatin 8o ‘um ’
dropeptidase—] from porcine and human renal MI?’(7-—8 07!19;8?*%**5330 Chemotherapy 33: 357
o f;“e;;f"g;‘f;’;bﬂf;e;‘f*f_’;‘;‘o by 10 AALPHERS: RORWELRE MO WEi

FREFREHFBRE (), #F, 1993

B®ETICDOW T, Chemotherapy 29: 76~79, 1981
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Dose—-finding study of biapenem in complicated urinary tract infections

Yukimichi Kawada’, Takashi Deguchi’, Kazuki Kawabe®”, Hiroichi Kishi”,
Sadao Kamidono*, Takashi Matsui¥, Hiroyuki Ohmori*, Hiromi Kumon®,
Joichi Kumazawa®, Tetsuro Matsumoto®, Kunitomo Watanabe”,
and Mitsuyoshi Nakashima®

"Department of Urology, Gifu University School of Medicine, 40 Tsukasa-machi, Gifu 500-8705, Japan
“Department of Urology, Faculty of Medicine, The University of Tokyo

“Department of Urology, International Medical Center of Japan

“Department of Urology, Kobe University School of Medicine

*Department of Urology, Okayama University, Medical School

“Department of Urology, Faculty of Medicine, Kyushu University

"Institute of Anaerobic Bacteriology, Gifu University School of Medicine

®Department of Pharmacology, Hamamatsu University School of Medicine

To find the optimal dose of biapenem (BIPM), a new parenteral carbapenem, in the treatment of
complicated urinary tract infections, we performed a randomized, prospective, well-controlled study using
imipenem/cilastatin (IPM/CS) as the control drug. The subjects had complicated urinary tract infection
with pyuria of at least 5 WBCs/HPF, bacteriuria of at least 10‘CFU/ml and an identifiable underlying
urinary tract disease. Only hospitalized patients aged from 50 to 79 years without indwelling catheters
were enrolled in the study. Patients were randomly assigned to receive either 150 mg b.i.d. of BIPM (group
L), 300 mg b.i.d. of BIPM (group H) or 500 mg/500 mg b.i.d. of IPM/CS (group C) by intravenous drip
infusion for 5 days. Overall clinical efficacy was evaluated on the basis of criteria proposed by the Japanese
UTI Committee as “excellent” , “moderate” or “poor” . Excellent and moderate responses were obtained in
80.0% of 10 patients in group L, and in 100% of 11 patients in group H and 14 patients in group C. The
differences were not statistically significant. The bacteriological eradication rates achieved were 85.7% of
14 strains in group L, 100% of 21 strains in group H and 94.1% of 17 strains in group C, with no
statistically significant differences. Clinical adverse reactions were experienced in 10.0% of the 10 patients
in group L, and in 0% of the 13 patients in group H and the 15 patients in group C, with no statistically
significant differences. Clinical value also was not significantly different between the three groups. Based
on the results obtained in this study, we concluded that the optimal dose of BIPM in the treatment of
complicated urinary tract infections is 300 mg b.i.d..



