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Hinton broth (BBL), S. pneumoniae & B. catarrh-
alis TI&, 5 % R Rt %% ¢ 10 % 1 Mueller - Hinton
broth (BBL)Z{EM L, P. aeruginosa T ix Mueller-
Hinton broth (BBL)% F\>T 37°C, 18 B¥RisZ#ic T
BRzHAML -, BEEROBERE, &%, B—0
broth {2 THML, 10°CFU/ml & L7z, #kRE kO£
Bz 177,32 —yDREI%EHw, MIC BIEB
BRI SFEREMII, H. influenzae (213, 5 %EIH1L
M#HD Mueller-Hinton agar (BBL), S. puneumoniae
& B. catarrhalis W2i%, 5 % BERSRHE M INMueller-
Hinton agar (BBL), P. aeruginosa Tl¥Mueller-
Hinton agar (BBL)2GERH L 7z,

2 FKO037 ORI AIE &

FK037 DEEBIEIL, Bacillus subtilis ATCC 6633
BAEREREE T2 cup BE AW THEIE L7z, RESEH
7T UES M) U LR E Ao, MEOEEFR
RYDIEBIZ X, Moni-trol 1 (DADE)% V>, K
DIBREFRRTIOMEEICIZ ) ~ BEHE®K (PBS; pH
7.0, 1/15M) 2RV, B, BHEIF 20%N-acetyl
cystein ¥ % fl 2 371 homogenize L 7z & O % #E
El7z,
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XK 3IB, [EZRIE 16, U AMAHEKERL
(DPB) 3%, {@MHMm<mE1HITH 5,

2) B5&8 - K5

AIECN REBE TN T 2 FK037 051, FKHID in
vitro YLl /1, BHRTBITHE*ERL (55
EERELL, %5813 1E05g, 1.0g, 2.0gD 3
Hual), zhzhnl B 2 RS & 2ERORE %
To72,

3) ZhERYIEHHE

BsRic# U T, 8 - thEEK, BRREREL S U
KEAEOHERICE T E, %) (excellent), B
(good), ®HZ (fair), % (poor) D 4 EREETH
B LTz

4) EIfFA - ERRRREBERE ORE

EAREROFHMLBELITO & L b, MRFHIR
B, £F1E¥ORE, FRES2EHL, BIEM - BK

REMRE ORI 21T o 12,
II. B 1
1. MRSBHREE I3 % FK037 B & Lo HiE
Flod MIC B

FKO037 & R IBFRPIECHFEH S N2 BHEOREN

PUEHF & D in vitro LS % LLERRET L 72, HERERH
[ HSAARE 22 BRR N 2 REIDOFTE 1% Table 112
MICso, MICy TR L 720

1) H. influenzae

FKO37 D A B 38k WX 3 2 HLEE /7132 0.025 ~
0.20 pg/ml 25346 L, MICso, MICo013 0.05, 0.10 pg/
ml EEBNRLHENE2RL T, Z#iE cefmenoxime
(CMX)iz¥1 284 % b DD, cefotiam (CTM),
flomoxef (FMOX)& D14 EEN Tz, T D 38Kk
DL f-lactamase EEEE DS 9 BRFLE L 7253, KH|
iX B-lactamase K £ HEINZWLIEN 2R LT,

2) S. pneumoniae

FKO37 D KB 458k 12 X3 3 % $1 B /713 0.013 ~
1.56 ug/ml 2534 L, MICse, MICqoid 0.025, 0.39
ug/ml EENIMEN R LI, 2 CMX &13iZ
[F1% T ceftazidime (CAZ) L D ¥y 4 EEN T 7z,

3) B. catarrhalis

FKO37 D A E 428k ic Xt 3 2 JTLE /713 0.025 ~
6.25 ug/ml 2534 L, MICso, MICqotd 1.56, 3.13 ug/
ml THH, CMX, FMOX iZ2~ 3%, CAZIZ4~5
B> T,

4) P. aeruginosa

FKO037 OXRE 425§ 52 H1HE 7713 0.39~100
ug/ml LB < 534 L, MICsy, MICyo i3 6.25, 25 pg/
ml Tholzo TOREIZCAZILH1IEL D DT
Holeh, FENX P. aeruginosa 12Xt L T HEZME%
L7,

2 TRRSSRYYEREIC B A MR, kT

£ D B 7E BAE

K% SEFICFNEFN0.5, 1.0, 2.0g &5 L, I
PR, BRPIRE R RIE L, EBERERRIZ0.03
ug/ml Thoiz,

1) M EE

KE| S FEEEROMFIERE % Fig. 1 WRL7z, KH
0.5, 1.0, 2.0gREEBORSMPEE (vg/ml) I,
FTNTHETHT26.7, 60.3, 97.8 TH -7z,

2) BEEHRE

3BIDBE BT AEEFEE, MIC B & UEIKZ
B% Fig. 2 1R Uiz, &M 0.5 1.0, 2.0g 5&D
REERFEE (ug/ml)ix, ZhZh 1.9, 0.04, 0.2
ThHotz,

ERDRRITREZMPEE»SBEHE T 2 L (REEE
hEE e REMbEE L D), ZhZFn7.1%,
0.07%, 0.2%TH o1z,
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Table 1. Comparative in vitro activities of FK037 and other antibiotics
Bacteria L MICs, MIC,, Range
(no. of strains) Antibiotic (ug/ml) (ug/ml) (ug/ml)
FK037 0.05 0.10 0.025~ 0.20
piperacillin 0.025 50 0.013~>100
Haemophilus influenzae cefotiam 1.56 1.56 0.78 ~ 25
(38) cefmenoxime 0.013 0.025 <0.006~  0.025
imipenem 3.13 6.25 0.39 ~ 25
flomoxef 0.78 1.56 0.39 ~ 6.25
FK037 0.025 0.39 0.013~ 1.56
piperacillin 0.05 3.13 0.013~ 6.25
Streptococcus pneumoniae cefotiam 0.20 6.25 0.10 ~ 12.5
(45) ceftazidime 0.39 12.5 0.10 ~ 50
cefmenoxime 0.013 0.78 0.006~ 3.13
imipenem 0.013 0.39 0.006~ 0.39
FKO037 1.56 3.13 0.025~ 6.25
piperacillin 0.39 3.13 0.013~ 25
Branhamella catarrhalis cefotiam 0.78 1.56 0.20 ~ 3.13
(42) cefmenoxime 0.20 0.78 0.006~ 0.78
ceftazidime 0.05 0.20 0.013~ 0.39
flomoxef 0.20 0.39 0.025~ 0.78
FK037 6.25 25 0.39 ~ 100
piperacillin 12.5 12.5 0.20 ~>100
Pseudomonas aeruginosa cefoperazone >100 >100 0.39 ~>100
(42) ceftazidime 3.13 12.5 0.39 ~ 100
cefuzonam 50 >100 0.39 ~>100
imipenem 1.56 25 0.78 ~ 50

Serum concentration (ug/ml)

Fig. 1.
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Time after administration (h)

Serum concentration after administration of FK037
at dose of 0.5g, 1.0g and 2.0g in patients with respira-

tory tract infections

BLE % Table 2 iZ/RL 72,

FEBIDRFRIETR 3 6, 1BMSCERSLAE 8§ (18t
TJEX K 30, [EXIRE 141, DPB 34, 18t
K[UELB) Thoto,

BEERITNTIH2@HOAHEHET, FH1E
0.5gEM24, 1E1.0gKkE»7H, 1HE2.0g
BEMN2BITH- e, REBARIREBHBED DK
St L7 1828 wT 7~13 HE ¥ 10.3H
fTH-o7,

1) ERIRZNR DREt

ORAEN I liEFHRE

£ 11 5 10 i B> TR EBIEREIC TREASE
BHEIN, EEHRO» S5 201k L7z 1ES
ZBR 7 9 FEF) 9 Bk O DI FAISIR % Table
3WRUTz, AW, S. pneumoniae 4 %, P. aeru-
ginosa 1 ¥k, Corynebacterium pseudodiphtheriticum
2 %%, Escherichia coli 1%k, B. catarrhalis 1 5k C®H-
rehs, 9BRHETRTHEL, BEHEAERIZ /9 LENT
Wiz, ERFRERFETRB 2HACED SN, B
KRE WX ZNZ N P aeruginosa GEBI 2), Xantho-
monas maltophilia (FEBI 7) THotz, L LERA
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Time after administration (h)

Dose | Age*Sex Clinical diagnosis Causative organisms MIC Ce“f?eiz?I
0.5g 67-F Diffuse panbronchiolitis E. coli 1Xx108 =0.003 Excellent
1.0g 66-M Bronchiectasis ¢ pseudoldiplholfteriticum 0.10 Excellent
2.0g 32:F Diffuse panbronchiolitis P. aeruginosa Unknown
Fig. 2. Sputum concentration after administration of FK037 at dose of 0.5g, 1.0g and 2.0g in patients with

respiratory tract infections

K ERIE R, BRARREHEL .

@RELAE I T 2 RF|OHEN

KFRBRP BN 0BKDOEELED D> B MIC %
HE LB TR T 2F5FOME 2 BRat L7z, &
% Table 2 ZRT, S. pneumoniae 3 BRI T 241
B/ MIC (ug/ml) 0.025 2%k, 0.05 1BETH D, P.
aeruginosa 1 BRICXF U TiX 12.5, B. catarrhalis 1 Bk
WL T 3.13 &, BRI ER L EBRICE T 208
N YBREFRERERCB T 2 EBORET L AEOET
Hoteo £y, ZOMICE. coli 1 R L TiE=s
0.003, C. pseudodiphtheriticum =Xt L T 13 0.10 T
bHotz,

QERZIR

FKO037 X T EIT-o2 118D > b, KBEHBEOD
TeogEERIEL, BEOKERRE Lo 1HIEERS<
10 Bl Xt 2 ERER%HR % Table 4 IR LTz, &R 4
Bl, BZ 6 Bl, ©RHER, B < BREK 100% DE
NIBKRBRTH - 72,

2) BIfER ORET

AR L7z & 5 WER 3 TAFIRESRGECEEDK
2 (UhEZ) BEBELL, FEEREOKRS L2,
BEEFIELIE 22 2 BBRIZIIHEL, BIlkER
PBE Lo te,

FIER 6 THEIRGIC LB EEZ SN B GPT(6
—37) BXUHFEEEK (1-12%) OLAEZBH 25,
WINLBEETH I BBRECERECER L.

3) RERMEF ORRES

@ S. prneumoniae BIFHE (Fig. 3)

f£#16 Pneumonia

EBUYIEXRBEBRBICHD, HkEBRbDRE
Thb, FRAFE10 A 24 HEX W, BHEEO®
NEZTEH T3, 10 B 30 H 513 39°CE DEED
HERRGE Lo 11 A 2 BURIERZ2 LT M5 X 4%
BEH b, WS CREEE2RY, MEAOZKCHH
ABEE Boteo BEBH|RT 7 LEEBMRELD S
preumoniae BH L £ %2 FK037 1@ 0.5g, 1H 2@
DEMEBELRRKB LI E 25, BRICIEHAL, 38
B BHEREORESED Sh, fHE¥MCH 3HE
WIEALETH -7 S. preumoniae AWK L1z, &
-EERREE L, RERIG(WBC, CRP &z &) DEHH
RWE, WEXBEETOMAROEELRD, KA
DERMBIENEHE L, BEALEOD S
prneumoniae DEFNZXTT % MIC 13 0.05 xg/ml &5
BREMETH -7,

@ E. coli BHHE (Fig. 4)

fEfl 2 DPB
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Table 2. Clinical effect of FK037 for the treatment of respiratory tract infections
No Name Clinical Causative® Daily dose Clinical Side
’ Age, Sex, B.W. diagnosis organisms Duration effect effect
Ly Chroni P. aeruginosa 1x10° 1 0x X2
b ) ronic (MIC 12.5) V8 Excellent (—
! 82, M, 46 bronchitis = 10 days xcetlen )
E. coli 1Xx10®
(MIC £0.003) 5g X2
2v TT DPB 0.5¢ Excellent (=)
67, F, 52 P. aeruginosa 1x107 9 days
(MIC 50)
OE. P. aeruginosa 1X%10° 2.0gx2 -
2 _— k Erupt
3 32, F. 40 DPB nkmown 1 day Unknown ruption
FF C. pseudodiphtheriticum 1 0gx2
2 ol i i (MIC 0.10) 1x107 -8 -
4 66, M. 64 Bronchiectasis = 10 days Excellent (=)
TT. normal flora 1.0gx2
52 DPB Good (=)
67, F, 53 normal flora 12 days
SK S. pneumoniae  5X107 0 50%2 Eosino. 1
» A i (MIC 0.05) -8 0sino.
6 71 M. 61 Pneumonia = 10 days Excellent GPT 1
C. pseudodiphtheriticum
SJ. . 2x107 2.0g %2
73 Pneumonia Good (=)
43, M, 65 X. maltophilia 2x107 12 days
(MIC >100)
NS B. catarrhalis 9% 107 1 0g 2
> (MIC 3.13) V8 -
8 68. M. 65 CPE = 7 days Good (=)
NT S. pneumoniae 8 x 108 1 0g x2
L i (MIC 0.025) g _
9 8. F. 35 Pneumonia = 13 days Good (-)
SK Chroni S. pneumoniae  5x107 1 06 x2
K. ronic X
(MIC 0.025) V8 _
10 72, M, 60 bronchitis = 10 days Good =)
TK. Chronic S. pneumoniae 1x107 1.0g%x2
11 . Good (=)
64, M, 63 bronchitis (=) 10 days

bcase of early phase II study'® DPB
2case of late phase II study'®

¥case of dose-finding study'” B.W.

. diffuse panbronchiolitis

CPE : chronic pulmonary emphysema

: body weight

* before treatment

after treatment

Table 3. Bacteriological effect of FK037 against causative organisms isolated from 9 patients with respiratory tract
infections
. . No. of Bacteriological effect Rate of
Causative organisms isolated - bacteriological
isolate Eradicated | Decreased Persisted effect

Streptococcus pneumoniae 4 4 4/4
Pseudomonas aeruginosa 1 1 1/1
Corynebacterium pseudodiphtheriticum 2 2 2/2
Escherichia coli 1 1 1/1
Branhamella catarrhalis 1 1 1/1
Total 9 9 9/9
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Table 4. Clinical results of FK037 in 10 patients with respiratory tract infections
. . Clinical evaluation Clinical efficacy
Diagnosis Total
Excellent Good Fair Poor (Excellent and Good)
Pneumonia 1 2 3 3/3
Chronic bronchitis 1 2 3 3/3
Bronchiectasis 1 1 1/1
Diffuse panbronchiolitis 1 1 2 2/2
Chronic pulmonary emphysema 1 1 1/1
Total 4 6 10 10/10 (100%)
Nov
Date (1992) 2 4 6 8 10 12 14 16
1 1 1 1 1 1 .
Treatment [ FKO037 0.5g x2/day

(°C)
38
Body temp. \ /\

37 \/

2+
Sputum

wlr m—

Sputum 10® .\

culture 107
(CFU/ml)  10° \

(=)
WBC (/mm?) 5,900 5,100 4,800 3,500
Stab (%) 2 1 0
Seg (%) 61 32 28
CRP (mg/dD) 14.11 2.44 0.43 0.19
ESR (mm/1h) 68

]

LERBDI 0, FEFR L DKL & FEEHIC P, aeru-
ginosa WREHENT W/ BETH 5, SEHIRBEED
e AR TH o708, FRAEIH I HEL DEE
0¥, BEEOMELRD, BE XD E. coli B35
BantloAxF 1E0.5g, 1H2MEDEMEE
R LT, AFIRE%, BRETHo E. coli 138
Hiwxi#k L, BKER, RERGOEDH»LHEL
Bt d, FROBERIIBRIIEZ EHEL 1, BB,
KRS DT P aeruginosa ~DERXR & 123,
ER, RERGOBMEH->TEBS TERXRBER L

N (R

Wrl7:, ZBEWCBTZEROREEEPEREIRLI
ug/ml e KFI DL LEE coli \I&xt 3 % MIC
<0.003 pg/ml ZEBL TWi: 2 LR S iz,

® C. pseudodiphtheriticum BEHAE (Fig. 5)

fEfl 4  Bronchiectasis

50 BRUE & b W, IR A SN BERICR D, 55 KE
& D FVERIRIR RS A HIBL TH 2 BETH D, K
449 A 29 B & hBHK, IBHROEINERD, BK L
D C. pseudodiphtheriticum 75578 S L1z 72 O ICAH
1E1.0g, 1H2ESHEEERBALL, FRRS

Case No.6 S.K. 71y.o. Male, Diagnosis; Pneumonia
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Mar
Date (1992) 10 12 14 16 18 20 22 24
1 1 1 1 1 1 1 1
Treatment FKO037 0.5g x2/day —I
(C)
38
Body temp.
37
2+
Sputum
1+ P PM
E. coli 10® (MIC: =0.003)
Sputum 10® .\
culture 107
(CFU/ml)  10° \ P. aeruginosa 107
(=)
WBC (/mm?®) 7,600 6,000 5,400 5,400
Stab (%) 9 2 7 1
Seg (%) 60 44 36 25
CRP (mg/dl) 6.66 2.89 0.72 0.3
ESR (mm/1h) 54 44
Fig. 4. Case No.2 T.T. 67y.0. Female, Diagnosis ; Diffuse panbronchiolitis
Sep. Oct
Date (1992) 29 1 3 5 7 9 11 13
1 1 1 - 1 1 1 1
Treatment [ FK037 1.0g X 2/day
('C)
38
Body temp.
37
2+
Sputum M
1+ P PM
C. pseudodiphtheriticum 10" (MIC ; 0.10xg/ml)
Sputum 10°
culture 107
(CFU/ml)  10°
(=)
WBC (/mm?*) 6,200 4,300 5,300
Stab (%) 1 1 0
Seg (%) 31 31 36
CRP (mg/dl) 3.37 0.25 0.24
ESR (mm/1h) 77 45 38

Case No.4 F.F. 66y.0. Male, Diagnosis; Bronchiectasis



VOL. 42 S-3

M-I 83 R&IRE 12 B 1T B FK037 D EERBERY - ERIKAYAFFE 217

%, RRETH S C. pseudodiphtheriticum \TEL DT
HEL, BRER, RERIGHEO»ICKEL 2120,
FRIOBARZNBRIIZENEHE L 720 RBAGRL 12881
FRECB T 2EADOREEZEPIEREL0.04 ug/ml
LERBDERRE C. pseudodiphtheriticum '« xF § 5
MIC 0.10 gg/ml %2 FE> TV7z 535, EEEDRHEEAL
TR LEWEBELBONA TV L O LA
NIERITH > 125,
m. = =

FKO37 B 3Rt 7 AKIOHE G ¥ 2 L
FESAL7 2 FITHY, EROEIMAKL7 2L
KlDBFHTH o7 S. aureus X P. aeruginosa &= b B
FRTEEEEFF-> T3, MEDTFRIEIBRIYE DR

KW, H. influenzae, S. pnewmoniae, B. catarr-

halis®?, S. aureus, P. aeruginosa DSHr 2> TH
D, BRHISEHENEERERETH 5, BICERK
HERAENTALWE IR L 7 = LFII(PREBRGAE
DERAEOFLERD ORI SEBECENREN %
AL, EBROBERDBTHLREIHECOFME 2T 2
WKE->TWw3, Ll, REBKERNZEN TV
B3I 7 2 LK EEIT S, aureus M TE R
RIECRIE L % % P. aeruginosa ¥ CHEN 2B T
LERIDZL, IO2EBE TRENEERL:
FHENZZKERBFELLITONZ EZETHS, K
T3 FKO37 @ in vitro TUETEME B & UKk R H
ERF B 2ERNERERRET L, £FOF RN,
BROEZEFBSHICT LI L REBE LT,
HEN» S AN, KEIOEHIE S aureus B LV
P. aeruginosa DWW FHIIHR L THHEITEIL KL 72
BTHY, 5, S aureus (2T BHETIIRET T &
oz hy, HEMNZ L B &, methicillin-sensitive
S. aureus (MSSA) 2L THEFEDE D 3 #A
7 x LF| EAFIZEEMEN T 72, £ 72 methicillin-
resistant S. aureus (MRSA) &3 2HE MO
B-7 79 LEEHNTENRTBY, L bEEmEk
B o, KEERIC X % EEMMYE mutant O
HEBEERECE VI Z Xk D D, i, BEOH
EEFPREBERIEORAE L L TEELMEX LD T
W3 P aeruginosa XL Tix, EEDOE IRk
7z LRIOHRTRELENLTIEN /D CAZ R
K1ELD bOORFREEE 2R LI, BEET
P. aeruginosa N LU TIHEN 2B T 57 = 21
RonTBY, B2 Y H+ /o v REEF?, 2
NN LRPUER OB T B ICE > 7285, W
Kle b P aeruginosa L THEHRERATVS b
DOREEINRSh, EHTERBRPEC BT 23F 1L

BLTFLL TR EEEARVOBERTHSZ,Z20DHT,
EHENISED P aeruginosa W33 ZEERZNEIZ 161
TiEH2bDDEHNTHY, ZOMREVEFEINS,
—H, FERRKED > B H. influenzae, S. pneumoniae
WAL TR, BIFOFE IR 7 - 2F LRIFU LD
BNITENEE L TS, B catarrhalis (3L T
ERRL > T, L L, B catarvhalis X3 %
MICso, MIC,ofE % 1.56, 3.13 ug/ml TH YD, EEKZD
REPRTEIHEBIIA- TR LEbNS, AE
DEBOFEGIIIERI 8 D 11720 TH o 1en3, FHNC
X35 MIC 3.13 ug/ml D B. catarvhalis T X KI5
WTHEERL, BRWZIRLBEN TH -7, T DMODIE
BITH S. pneumoniae 4 ¥k, P. aeruginosa 1%k, C.
pseudodiphtheriticum 2 ¥R, E. coli 1 BRIZT X TIHEEK
LTBY, BRIZIRLEZNFE 100% T H > 72, FEHIZ
AR, BURBRMEAESEEINATED, KR
BRIIEAS N VLERIR 2B,

K2 FK037 Ol 8 & B E O #lE KT
&, &HFN 0.5 g BEHIOBEPBITE (BEFIEE/M
BRI 7. 1% L HHEEMBHF TH o208, 1.0g, 2.0
gBEHITHENZEN0.07%, 0.2% LIEETH -T2,
LoL, 3BI0BEITRENLRE 16, DPB 24IT
VTN LERBITOELI LB FEEINLERHNTH
D, $7:,1.0 g REHTRZREEETERESL 0.04 ng/
ml T, &LE C. pseudodiphtheriticum 233 % MIC
0.10 ug/ml 2 FEI-> TV 3IZH b o TEHRZE
DBENTHo1Iehs, EBORETMTIEL-> &
BLEVBESEBONA TR EHEEINT, o
T, ZFIOEEFBITERIRED -7 7 5 £H L1313
FEEEBbh b9,

AElOEEECELT, BWEHELTLIHICKEE R
o, FRERREMBERE TR 18I GPT B X Ut
BERD FAMNA SN, BThLEE CRBRET
EECLE-TBY, FAOLEMIERMEL VLD
ERBbint,

PAE & 0 AHNE RS REGE N L TR AR
Hawmanbd,

X [

1) mMEEE, KR % EREDO®RE, Annual Review
IR 2% 1991 86 : 77~85, 1991

2) AR I F 4 EHARCEREFSHAEITE
£, FE RV Y L, FK037, #F, 1993

3) MEBEE, FIERE K, HOBH | KM E R E &5
# (BEERERE—2107/ml DEXK L HRED,
AFAXYH—7)0 29 181~199, 1984

4) BARFFEFES  ROEERIERE (MIC) 8E &%
BH#WET w2\ T, Chemotherapy 29 : 76~79, 1981
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6)

7)

8)

9)

10)

11)

HEEA, FEREX, kR 8], MEER - ST
W% 3R R VR BRI IC B A TIEMBE OB REH
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Laboratory and clinical evaluation of FK037: A new cephalosporin antibiotic

Hiroshi Watanabe, Akemi Omori, Kiwao Watanabe,
Moritoshi Akiyama, Yoshiaki Utsunomiya, Kazunori Oishi,
Tsuyoshi Nagatake and Keizo Matsumoto
Department of Internal Medicine, Institute of Tropical Medicine, Nagasaki University
1-12-4 Sakamoto-machi, Nagasaki 852, Japan

Hirofumi Tanaka
Department of Internal Medicine, Iki Public Hospital

Hidehiko Hirose and Masakazu Takasugi
Department of Internal Medicine, Tagami Hospital

FKO037 is a new cephalosporin antibiotic. We performed laboratory and clinical studies on the drug
to evaluate its usefulness in respiratory tract infections. The antibacterial activity of FK037 against
respiratory pathogenic bacteria was potent: The MIC;, of FK037 at 10CFU/ml was 0.05 xg/ml
against Haemophilus influenzae, 0.025 pg/ml against Streptococcus pneumoniae, 1.56 pg/ml against
Branhamella catarrhalis, and 6.25 ug/ml against Pseudomonas aeruginosa.

The maximal sputum levels of FK037 ranged from 0.04 xg/ml to 1.9 xg/ml in 3 patients with
respiratory tract infections and rates of maximal sputum levels to peak serum levels were 0.07%,
0.2%, and 7.1% in 3 patients treated with FK037.

Eleven patients with respiratory tract infections were examined for clinical evaluation of FK037,
which were administered in 0.5g/0.5g, 1.0g/1.0g or 2.0g/2.0 g daily for 1 to 13 days. Causative
organisms were S. pneumoniae (4), P. aeruginosa (1), Corynebacterium pseudodiphtheriticum (2),
Escherichia coli (1), B. catarrhalis (1). The bacteriological effect was 9/9, and the clinical therapeutic
efficacy was 100%.

From these results, we concluded that FK037 was an effective and useful antibiotic for the
treatment of respiratory tract infections.



