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WEH y THEC X 5 THIE Lico ¥tk 2iMTE
8 Rl TERIR L, RApBEE R RIE Lic, work-
ing standard i KW-1062, Lot. R 35M03 (660ug/
mg) #AV, FTOFFIE pH7.0 ) vERERELHA
Wito

1) fiEFRE : KW-1062 40mg 1 BIFHER DM
shigfEElx Tablel ® X 51T, 30 54 4.3~4.7 pg/ml,
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ug/ml, Fig 4.5ug/ml L7 5> Thb, WTFRIEHKL
Tot, 8RBT A B PEAHET, 1.45~2.05 ug/ml,
5 1.73 pg/ml w75 Lic, 80mg 1 EES DG
i Table2 © X 512, 30 44 13.5~14.2 ug/ml,
SEi5 13.93 ug/ml D — 2 %R LICD B Lz, 8
B TH 7 1.3~2.9 pg/ml, 5 2.28 ug/ml %
/AL, dose response A& LD BhItc, IBESHMOE
RITBERHTH 7o

2) FRehBEftE : 40 mg 1 [@HEE 8K ¥ CoORF
PeftEix Table3 0 X 51, HEBDFH 90.15%, 80
mg 1 [@EfEHIIE Tabled 0k 51, HEHEOFE
80.15% THh »T, BEIFIRFBEERAL i,

1I. B ARE

SEPRE  bhbhdt KW-1062 ##5 Lol Ta-
ble 5 D X 5 IEMRIEE 2 41, FFIRE 161, EiEAEE
%20, 2WRBHR XOMBRAIRRSIE 9 #, WHEOKEE

Table 1 Serum levels of KW-1062 after a 40mg
intramuscular administration in four heal-

thy volunteers (g /ml)
hrs
Case —_ /21 1| 2 ’ 4| 6 } 8

T. K., 26y. 0. male, 64kg‘ 4.7 4.7 |4.1 |13.3 (2.6 |1.75
K. M, 3ly. 0. male, 52kg /4.5 |5.0 {3.9 {2.7 {2.7 |1. 65
R. 0.,40y. 0. male,77kg| 4.6 (4.4 |4.3 (3.6 |2.452.05
N. K.,52y. 0. male, 75kg| 4.3 {3.9 |3.6 |3.5 |2. 251‘1. 45.

Average 4.53/4.5 |3. 98}3. 282.5 |1.73

Table 2 Serum levels of KW-1062 after an 80mg
intramuscular administration in four heal-

thy volunteers (#g/ml)
hrs
NQ 12| 1 |2 4 ‘ 6 1 8

T. K., 26y. o. male, 64kg|14.0 (10.5 8.2 6.5 3.3 [2.5
K. M., 3ly. o. male, 52kg14.0 [11.5 8.0 [4.6 (2.5 [1.3
R. O.,40y. 0. male, 77kg|14.2 {10.1 /9.0 6.0 5.6 2.9
N. K., 52y. 0. male, 75kg|13.5 [12.0 9.8 6.5 |6.0 2.4

Average 13.93]11. 038. 755. 9 4. 3512. 28
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Table 3 Urinary excretion of KW-1062 after a 40 mg intramuscular administration

in four healthy male volunteers (mg, %)
T —— hrs

Case ———— 0 | 0~2 2~ 4 4~ 6 | 6~ 8 Total (%)
T.K. 26y.0. male, 64kg 22.79 12.0 2.26 ’ 0.8 38. 23(95. 57)
K.M, 31y.0. male, 52kg |  15.20 11.05 875 |  2.88 37.88(94. 70)
R.0. 40y.0. male, 77kg |  13.60 4.96 7.82 5 2.20 28. 58(71. 45)
N.K. 52y.0. male, 75kg = 14.38 14.74 425 | 620 39. 56(98. 90)
Average (%) | 16.49(41.23) | 10.69(26.72) 5.86(14.65)| 3.02(7.55) ] 36. 06(90. 15)

Table 4 Urinary excretion of KW-1062 after an 80 mg intramuscular

administration in four healthy male volunteers (mg, %)
e —— h

Case -‘\\\r\s“ 0~2 2~4 4~6 6 ~8 4 Total (%)
T.K., 26y.0. male, 64kg |  37.2 5.63 11.7 2.4 56. 63(70. 79)
K.M, 31y.0. male, 52kg 41.19 11.4 7.98 0 60.57(75.71)
R. O, 40y.0. male, 77kg 20.35 12.0 21.0 6.75 60. 10(75. 13)
N. K, 52y.0. male, 75kg 33.0 29.7 7.13 9.37 79.2 (99.00)
Average (%) { 32.94(41.17) | 14.68(18.35) | 11.95(14.94) | 4.63(5.79) | 64.2 (80.15)

Table 5 Number of cases treated with
intramuscular KW-1062

Inflammatory diseases Number of cases
Abscess in the deep tissue 2
Hepatic abscess 1
Perianal abscess 2
Secondary infection, posto- 9

perative wound infection
Urinary tract infection 2
Total 16

Table 6 Criteria for evaluating effectiveness
of an agent on infections in the field
of surgery

| The principal symptoms and signs disap-

E’;gilt | pear completely within 3 days after onset
" | of the treatment.

| More than half of the symptoms and signs
Good : | disappear within 5 days after onset of the
‘ treatment.

| Any one of the symptoms and signs dis-
appears within 7 days after onset of the
treatment.

Fair :
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BRAENDE : 77 2eUED 5, E.coli, Klebsi-
ella, Ps.aeruginosa h3 53R X WIEG BN L,
MR Lo FDREEIX Tabled oL kb,
E. coli p"\FEESNIEGITIX 5 B 4 BICERT, &

None of the symptoms and signs dis-
Poor : ‘ appears or their aggravation is observed
i after 7 days.

%R 80%, Klebsiella 73HHER] 4 Birk 3 Bl ZHRH B
D, BXEK 75%, Ps. aeruginosa SEEGITIL 6 FiF 3

BYGE 201, 5t 16 FITH %,
BhEE SR bhbhii A 40mg Fo% 1 H 2
EH B\ i3 BEFE L, #5HEIX4 B0 13 B
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Ruixsinh JwEBhbh3,
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Table 8 Classifications of responses seen on clinical cases
Classification
Excellent Good Fair Poor
. Number
Inflammatory diseases of cases
Abscess in the deep tissue 1 “ 1
Hepatic abscess 1 1
Perianal abscess 2 1 1
Seconday infection, postoperative wound infection 9 2 2 1 4
Urinary tract infection 2 1 1
Total 16 4 5 ‘ 2 5
68. 75
Table 9 Therapeutic responses classified by bacterial strains isolated from the lesions
Classification Rate of
Excellent Good Fair Poor effectiveness
. . Number of
Organisms isolated cases (%)
E. coli 5 1 1 4/5 (80)
Klebsiella 4 0 1 1 3/4 (75)
Ps. aeruginosa 6 1 2 ‘ 3/6 (50)
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CLINICAL TRIALS OF KW-1062 IN THE FIELD OF SURGERY

Yaemon SHiraHA, Katsujr Sakai, Mikio Fujmoro
Takamr Uepa and Satoru Hirao
Second Department of Surgery, Osaka City University Medical School
Norrvukr Kawasata and Susumu Dor
Department of Surgery, Osaka City Kita Hospital

KW-1062 was tried on acute cases with various infections in the field of surgery, and effective
responses were seen on 11 of all the 16 patients. Untoward side effects were experienced on 2 cases:
an uncomfortable sensation in the chest immediately after an intramuscular injection on one case, and
dermal rash on the other.

In addition, serum levels and urinary excretion were investigated in healthy male volunteers.

KW-1062 is a new promising antibiotic effective for acute infections, especially caused by gram
negative rods including Pseudomonas aeruginosa in the field of surgery.



