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Table 1-1. Antibacterial activity of FK037, ceftazidime, cefpirome and cefuzonam against clinical isolates

Organisms

MIC (ug/mi)*

(No. of strains) Drug Range 50% 90%
Methicillin-sensitive FRO37 0.5 ~ ¢ 05 12
Staphylococcus aureus cefta}mdlme 4 ~ % s

(32) cefpirome 0.5 ~ 4 0.5 1
cefuzonam 0.25 ~ 2 0.5
T . FK037 0.5 ~ 32 2 32
(30) cefpirome 0.5 ~ 64 2 32
cefuzonam 0.5 ~ >64 2 64
FK037 0.25 ~ 16 1 2
Staphylococcus epidermidis ceftazidime 4 ~ >64 16 64
(32) cefpirome 0.25 ~ 16 1 4
cefuzonam 0.25 ~ 64 1 2
FK037 =0.031 =0.031 =0.031
Streptococcus pyogenes ceftazidime 0.125~ 0.25 0.125 0.125
(30) cefpirome <0.031 <0.031 =0.031
cefuzonam <0.031 =0.031 =0.031
FK037 =0.031~ 0.25 <0.031 0.125
Streptococcus pneumoniae ceftazidime 0.125~ 4 0.25 4
(31) cefpirome £0.031~ 0.25 <0.031 0.25
cefuzonam =0.031~ 0.25 =0.031 0.125
FK037 2 ~ >64 >64 >64
Enterococcus faecalis ceftazidime 4 ~ >64 >64 >64
(32) cefpirome 0.25 ~ 64 4 32
cefuzonam 0.125~ >64 8 64
FK037 <0.031~ 4 0.25 1
Moraxella catarrhalis ceftazidime =0.031~ 0.125 0.063 0.125
(32) cefpirome £0.031~ 4 0.25 1
cefuzonam <0.031~ 2 0.25 1
FK037 =0.063~ 0.25 <0.063 =0.063
Escherichia coli ceftazidime =0.063~ 2 0.125 0.25
(32) cefpirome <0.063~  0.25 =0.063 =0.063
cefuzonam =0.063~ 1 =0.063 0.125
FK037 =0.063~ 32 1 8
Citrobacter freundii ceftazidime 0.125~>128 1 128
(31) cefpirome <0.063~ 16 0.5 4
cefuzonam <0.063~ 64 1 32
FK037 =0.063~ 0.25 <0.063 0.125
Klebsiella pneumoniae ceftazidime =0.063~ 0.5 0.125 0.25
(32) cefpirome =0.063~  0.25 <0.063 0.125
cefuzonam 0.063~ 0.5 <0.063 0.25
FK037 <0.063~ 16 0.125 4
Enterobacter cloacae ceftazidime 0.125~ 128 0.25 128
(32) cefpirome <0.063~ 8 <0.063 2
cefuzonam =0.063~ 128 0.25 64
FK037 =0.063~ 16 0.25 4
Proteus vulgaris ceftazidime =0.063~ 4 0.125 1
(22) cefpirome 0.125~ 64 2 32
cefuzonam <0.063~>128 0.25 128

*: 509% and 90% MICs required to inhibit 50% and 90% of strains, respectively.
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Table 1-2. Antibacterial activity of FK037, ceftazidime, cefpirome and cefuzonam against clinical isolates

Organisms

MIC (ug/mD*

(No. of strains) Drug Range 50% 90%
FK037 <0.063 <0.063 <0.063
Proteus mirabilis ceftazidime =0.063 <0.063 <0.063
(18) cefpirome <0.063~ 0.125 <0.063 0.125
cefuzonam =0.063~ 0.125 =0.063 0.125
FK037 <0.063~ 0.5 <0.063 0.125
Morganella morganii ceftazidime =0.063~ 64 0.25 16
(32) cefpirome <0.063~ 2 <0.063 0.25
cefuzonam =0.063~ 16 =0.063 4
FK037 1 ~>128 8 128
Pseudomonas aeruginosa ceftazidime 1 ~>128 2 128
(32) cefpirome 1 ~>128 8 128
cefuzonam 1 ~>128 32 >128
FK037 <0.031~ 0.25 0.063 0.25
Haemophilus influenzae ceftazidime 0.063~ 0.25 0.125 0.25
(31) cefpirome <0.031~  0.25 0.063 0.125
cefuzonam <0.031~ 0.063 =0.031 0.063
FKO037 0.5 ~ 16 2 4
Acinetobacter calcoaceticus ceftazidime 1 ~ 16 4 4
(32) cefpirome 0.5 ~ 16 2 4
cefuzonam 8 ~ 64 16 32

*: 50% and 90% MICs required to inhibit 50% and 90% of strains, respectively.
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Table 3. Clinical efficacy of FK037 treatment
Diagnosis Excellent Good Fair Poor Not evaluable Efficacy rate* (%)
Pneumonia 3 5 1 2 8/11 (72.7)
Pulmonary suppuration 1 0/1
Chronic bronchitis 1 1 2/2
Bronchiectasis 1 1/1
Pulmonary emphysema 1 1/1
Chlamydia pneumonia 1
Total 4 8 1 3 1 12/16 (75.0)
. . _Excellent+Good
" Total no. of cases
Table 4. Bacteriological efficacy of FK037
Organisms Eradicated Decreased Persisted Eradication rate (%)
Staphylococcus aureus 1 1/1
Streptococcus pneumoniae 5 5/5
Escherichia coli 1 1/1
Enterobacter cloacae 1 1/1
Haemophilus influenzae 2 2/2
Moraxella catarrhalis 2 2/2
Pseudomonas aeruginosa 1 1 0/2
Total 12 1 1 12/14 (85.7)
11T, HERKETH S S. aureus IRE S iz b % "

DD, 85 3BELY E. faecalis 2 & 2ERNRIE %252
», XEID E. faecalis Zx3 % MICBTRTHo1z
129, EROBEVFED SN TEHEHIES N,

i LAS D RRIR B8 R HAE T, 5 Bilch 4 BlHSERHL
ETHo7, EERIO 1H) GEF12) 1 ELIBE DES
THY, BRETHTH 74, BRI IIESHEE
DOEG L b, FEIOBRSHEEICNT 2HHE
EMEDS, —EBDE (Bacteroides spp.%&) TRFIFH I &
N—HEEZ 5N,

MHEFER L BREZIR Tlx P. aeruginosa O 2 #RLIS+
X, 77 LBHE, BEYEE bEPHREHASES
nrz,

BIEAEROonT, BRREMEE RERR
50.0% &, FEERMREMERERIEESERDOL 7 = 1%
BIZLEB L TRRFm W RS A S0, Lo L, W
ThOREEE L —BUE» OBETHY, EELER
EELDIE L, ZeMOETRMELRVwWL DL
¥ oY (AN

UEDZ &L, FKO37 137 7 LBHE S 75 Lk
HERICES £ TRAVCEEICY L TRIFRAEEE*
BT 2EHTHY, KM LMEL <, WRBR[RYSE
DEBCBOTHAROEVWENHERITHZ LB
b
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FKO037 for respiratory tract infections. Chemo-

Laboratory and clinical studies on FK037 in respiratory infection
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FK037, the newly developed injectable cephem, was evaluated n vitro and in vivo. The results were
as follows.

1) Antimicrobial activity : Minimal inhibitory concentrations (MICs) against 513 clinical isolates
including 16 different species were determined by the microbroth dilution method and were compared
with those of ceftazidime (CAZ), cefpirome, and cefuzonam (CZON). FK037 showed excellent antimi-
crobial activity at the same level as CZON against gram-positive bacteria including methicillin-
resistant Staphylococcus aureus, although the MICs were superior to that of CAZ. The MIC values of
FKO037 for gram-negative bacteria were equivalent to those of other cephems tested.

2) Clinical efficacy and adverse reactions: Seventeen patients with respiratory tract infections
were treated with FK037, and the overall efficacy rate was 75% (excellent in 4, good in 8, fair in 1,
poor in 3 and not evaluable in 1). Side effects of FK037 were not observed. As for abnormal
laboratory findings, the elevation of GOT, GPT and ALP was observed in 1 case, the elevation of
GOT in 1, the elevation of GPT in 1, leukopenia in 1, an increase in the number of eosinophils in 3,
and mild elevation of serum potassium in 1. These abnormalities were all mild and transient,
suggesting that FK037 is a useful and safe antibacterial agent.



