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Table 1
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Participated institutes

Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,
Department of Dermatology,

National Defense Medical College

The Kanto Teishin Hospital

Faculty of Medicine, University of Tokyo
Teikyo University, School of Medicine
Hokkaido University, School of Medicine
Tonan Hospital

School of Medicine, Toho University
Kanto-Rosai Hospital

The 2 nd Hospital, Nippon Medical Scool
Kanto Chuo Hospital

Japanese Red Cross Medical Center

The Jikei University Scool of Medicine
Kansai Medical University

Okayama University Medical School
Kochi Medical University

Faculty of Medicine, Kyushu University

B (D %
H5BE Y, SREEE LRIETRE,
SE PR

6B RMEH - SMBM - REO RRBRE

5, RAREER

feks, KW BEEFFETRRO® D 1861

75 e REHHL, TOEERICE > THRED
& BERIEH o, CCLOI T A BIVOEDT 5
 AGETHENESRRASE L VREIhTC 0%
ALK,
EETav e —5 -2 6EMASY 1HEL,
£#H.13 DL-8280%¥ 3 fEfl4 & CCL # 3 fEfIH T
ERERDXIRENT, 2avie—F -1

L7,
1 4 fil— EH OB OIERMNE, MIEA D FI7REE M D IRIE,
$oRE 4 Bl EH| D EAEEE] D £1F, key code DIRE T BN
2 3FF 2% 186 HE BE#OT — % OREMOFRIE S I
H5H 4 B Wiz Eehicoie,
56 ¥ 2 Bl— FLEMTOREERAFLLO2 Y PR —TF —
¥, TRREEUTHBEFRAMELLT b kb EEAEE S R RO, BRI
L DX FEI BRI LI, BEME, SEABRR L OHERR L L oMK Y,

D 7 =aB%bdEF ) s ABREH I
WTH7TVAX-BREREYETHEE

Q@ EELIFEER X OVBBEEEZEODH 5 BE
@ 15T OBHE

@ HEFEB I OBIAFOmA

® RBREHHEEMNE CHOPEFREXEAL
TWicEE

® FOMERENLEWE D 5\ IXEHE
EREY L RDIEE

3. ABREH

ARBr iy DL-8280 100mg 8% £ 08 CCL 250
mg (Jiff) » 7 & & FhZhsE B BIREE s

ERBROBMAITIC ERBREEFFEHZE OKHE
B CREL, TORREECEH LD
ThHZ LRI NT,

4, BEER I OREFE

1 B# 583 DL-8280 600mg, % 7=1% CCL 750
mgél, 1H3MEFig. 2RRLICAY P a—n
CHt S CI4BREE Lic, 7ok, BEVLARLE
DEVERHRT B, ETHRERBRERIEZHFE
KIELATHZ L E LT,

5. HERZEH I X OHRATALE

FAl & L CRBRER OBy E & L, B
EhTIET LE 2 bh B MOERER], PRI



796

ROBEFHEEE 358% HI5

Table 2 Evaluation schedule

Evaluation day 3rd day 7 th day 10 th day 14 th day
Range of evaluation day 2, 3, 4 , 7, 8 9, 10, 11 12, 13, 14, 15, 16
Order of preference 3, 1, 2 , 1, 2 3, 1, 2 5, 3, 1, 2, 4

Fig. 2 Scheme of administration

Administration schedule of the 1st day

DL—8280 group CCL group
After breakfast
After lunch . . @ O O -
After supper . . @ O O -
Before sleep e (CHO| 00 e

Administration schedule of the 2nd and following days

DL—8280 group ccL group
After breakfast I ) [GED) O O [ ]
After lunch o [ ] CD O O -
After supper o0 [GEED) O O o

@DL—-8280 active drug @D CCL active drug

(CDCCL placebo

ODL—-8280 placebo
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Table 3 Flow chart of analysis

No. of cases analyzed for
clinical effect

DL-8280 121 cases

CCL 120 cases
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1. ¥ %
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H7E F1%0259%41 (DL-8280%£129%1, CCL B1304),
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12261 &g ot
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U7SEBI % 0 2 THIE R EYIEEAG &L L, %
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Tz I IEGI 2 A ArHIE A & Ui,

2. BRSV - BB & DB
BRABIDOANER & LTt g% 2 41 (DL-8280
F 141, CCL 3 161D, ABREHIZREER T T
AR EE I h T 0 5 4] (DL-8280%E 2
B, CCLE 3BIDG THITH - 1. BiGliiz

No. of cases excluded from Total 241 cases
clinical effect analysis
DL-8280 10 cases
CCL 11 cases
Total cases obtained Total 21 cases No. of cases analyzed for
utility
DL-8280 131 cases DL-8280 121 cases
CCL 131 cases CCL 122 cases
Total 262 cases No. of cases excluded from Total 243 cases
side effecsts analysis
DL-8280 2 cases
CCL 1 cases
Total 3 cases No. of cases analyzed for
side effects
DL-8280 129 cases
CCL 130 cases
Total 259 cases

LIBREEBE U 7ehs - 7o 3 BiI(DL-8280% 2 %1, CCL
B 14D, FHlic B E+ 5 7 EHRE S hig s 7
b D 8 BI(DL-8280%F 4 #, CCL B 4 6D, FRIEM
ZLSHBIGER Lz b @ 3 6 (DL-8280%F 1 4,
CCLE 261 DFUBITH -7,

3. HREEAT

BN B Utest (U), x2B%E (x) IO
Fisher DEE#HRFEE@® 2 HCTa vt r—
7 — 2T o 7c, Fisher OEEMIIFHEEE, 2 X
2 DFERECBNTRADR/IMEN S U T & &
By, ThEo & 23 2 Er B, BhR
i, WAEREYRAL, BRECKEILTRLD 4
HOE THRRL,
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Table 4 Background of patients
DL-8280 CCL Statistical analysis
Male 75 78
Sex Female 46 42 N.S.
~19 yrs. 16 15
20~29 39 34
30~39 23 22
Age 40~49 17 13 N.S.
50~59 6 17
60~69 15 13
70~ 5 6
. Inpatients 9 8
In/Outpatients Outpatients 112 112 N.S.
Severe 19 24
Severity Moderate 76 74 N.S.
Mild 26 22
Within 3 days 42 38
4~ 7days 39 37
~ 2 weeks 15 13
Days after onset N %ggg?ﬁs 1}) 12 N.S.
~ 6 months 2 5
More than 6 months 6 6
Unknown 1 2
Group 1 32 25
8roup g 28 36
Type of disease G:gﬁg 4 1(75 1(73 N.S.
Group 5 29 20
Group 6 9 16
Complication %}I:s gg gg N.S.
Combination drug No ” o NS.
Surgical treatment ?eos Zg gg *
Remarkably aggravated 25 15
Status of diseases at the Aggravated 75 83 NS
beginning of the study Stationary . 19 21 ~
Tendency to remission 2 1
Antibiotics before the study E;)etdused HZ né N.S.
Within ggays 8 g
. 5~ ays 5
Duration of 7~ 9days 41 45 +
administration 10~13 days 22 12
14 days 45 58
Head - Face 48 45
Trunk 37 33
Hand 4 2
Location of lesion Foot 12 15 N.S.
Arm 1 4
Leg 18 19
Whole body 1 2

oy, BABEICOWTHES L (Table 4, 5).
ABnBrB LT CCL BT MuER L2
%<, DL-8280BEICTALED v IDERIE o7
(p<0.05), £Dicd, NBHNEDHELREL
CEFILLLB AT 5 Fodie, BRHFIZOWTIE
Mantel-Haenszel DEEX T -7, T, EHFIH

LSRR BI LT, DL-8280FfD 52 iR 234\ M
Iz -7 (<0.D). ZoMOETREFIEE T
HEEFECEBOERRD bR o T,

¥ fc, Table 61c7”T X 512, ERNITOWT
RHEEHFEOSMCARREIRD ORI -
7o
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Table 5 Causative organisms

Organisms

DL-8280 CCL Statistical analysis

S. aureus

S. epidermidis
S. agalactiae
S. faecalis

S. pyogenes
S. sanguis

S. milleri I
E. coli

E. aerogenes
P. vulgaris

P. aeruginosa
P. acnes

P. magnus

P. anaerobius
P. granulosum
P. prevotii

E. lentum

Monomicrobial
infection

Corynebacterium

42 43
30 33
1

[NCEE

1
1

[

N.S.

w
w

N

Subtotal

S. aureus+S. epidermidis

S. aureus+S. agalactiae

S. aureus+ S. pyogenes

S. aureus+S. faecalis
Polymicrobial +S. agalactiae

infection S. aureus+ P. aeruginosa

S. aureus+ A. calcoaceticus

S. faecalis+ K. pneumoniae

P. acnes + Peptococcus

P. magnus+S. intermedius

DN =

Subtotal

N = e

Total

90 97

5. #RE T

D BREBBEE

FEHT X 822416012 >\ T FGIR 285 Lo ks B
% Table Tiw/RU 7z, F7cd>H, DL-8280%%13121
B IERE6TH, E L < FE28H, b7 b HE126,
PRHESH, NE20, WELFITHD, B
BLOEL S HKETR.5%, 17e b hzELL 188.4%,
HERIOZELHEES.3I%TH-7-. —F, CCL
FEX120B0H 16 RE5601, L < k=276, iz h ik
F230, RWESH, NETH, WE1I4,
LSHEBLIAITHY, BRI OUELL &E
69.2%, MizhEL L88.3%, EERIOZEL
<HEEL.7%TH Y, Mantel-Haenszel D#E T

MEFFEICAEBRZRZRD bhich -1,

2) BIEREE

1 17 %t 2259611 >\~ T OSR e 3F L 7 i B
% Table 8IZ/RL 7=,

DL-8280%1X129%1FEIfEFE 7 L1266, ElfEMA
HYH 36 (2 FRELHE, 13 HFERLE) ©
» Y, CCL BEX130BI-REITEA 7 L 12361, B
DY TH (5 PIEGkE, 2SR T
B -1z, BIfEAZE IR DL-8280%E2.3%, CCL &
5.4%ThH Yy, HEABMCEERZRIRTD bhik
Do TC.

3 HHA%

M 822430011 > T GUR ¥ Bt Lo iR
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Table 6 Type of disease
Disease DL-8280 CCL Statistical analysis
Folliculitis 21 16
Group 1 Acne pustulosa 11 9 N.S.
Subtotal 32 25
Furuncle 22 23
Furunculosis 4 10
Group 2 Carbuncle 3 NS.
Subtotal 28 36
Impetigo contaginosa 2 3
Group 3 Eczema impetiginosum 5 3 N.S.
Subtotal 7 6
Phlegmon 13 13
G 4 Erysipelas 1 2
Toup Superficial lymphangitis 2 2 NS.
Subtotal 16 17
Abscess 5 2
Acne conglobata 2 3
Group 5 Hidradenitis suppurativa 1 N.S.
Inflammatory atheroma 21 15
Subtotal 29 20
Burn ulcer 1 7
Chemical burn ulcer 1
Traumatic ulcer 5 3
Secondary . k
i K Surgical operation 2 3
Group 6 infectious .. N.S.
L Vasculitic ulcer 2
uicer Artificial ulcer )
(Tinea pedis)
Subtotal 9 16
Total 121 120

Table 7 Final global improvement rate

Final global improvment rate

Drug

# # H# + O X XX

Total  #

.
cases (%)

2 4
(%)

X X

X .
(%)

Statistical analysis

U-test

Mantel-Haenszel

# oo

2+

X ¢« XX

DL-8280
CCL

56 27

67 28 12 8 2 4
23 5 7 1 1

78.5
69.2

121
120

88.4
88.3

3.3
1.7

N.S.

N.S.

N.S.

N.S.

XX O+ + ==

: Cured

: Remarkably improved
: Moderately improved
: Slightly improved

: Unchanged

. Aggravated

: Remarkably aggravated
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Table 8 Overall safety rate
Side effects Incidence of Statistical analysis
Total side effects
Drug Administration Treatments Administration cases (%) 2
None continued d ngclg"grfgdgcred discontinued U-test X
DL-8280 126 2 0 1 129 2.3 NS. NS.
CCL 123 4 1 2 130 5.4
Table 9 Global utility rate
Global utility rate Statistical analysis
Total > X
Drug ot # o Mantel-Haenszel
% # 4+ —  x cases (%) (%) Utest
H# 2+
DL-8280 .
65 39 11 6 121 86.0 0 NS. NS. NS.
CCL 55 41 14 11 1 122 78.7 1.8
# : Remarkably useful + : Useful + : Slightly useful — : Not useful X : Harmful
% Table /R L7z, 0.1,

DL-8280%F 1212161+ 1 & T & 6561, & F39
B, R A1141, %&H 6§, B»THAE53.7%,
HRLLLE86.0%TH -7, —7, CCL Bix 12260+
D TH LA, BRALG, *=07F 144, &
1141, EE 1flcEDTHBL5.1%, B E
78.7% T3 - 7. Mantel-Haenszel D#5E T2k
FIBMICAERBRREZEIRD S hish -1,

6. BIKRA M
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R T 2RBINBT 2T o e RIIKRDERD
ThHoie,

D BREBSERE

KE L7cfER % Table 1010 L7z,

AT FB BT, U-test T DL-8280FEAHY
BhaEAZRL(p<0.1), yBET, BREL
OFEL { HEIR\T DL-8280BHENE B IEI T
Wic (p<0.05),

F#0 51 TR0 AR D EFI B\ T, U-test T
DL-8280B 0 E I T b (p<0.05), xH5E
THERR L OFE L HFEw B\ T DL-8280BE A
BIEBLTW(p<0.05), F 740k T,
U-test T DL-8280FF 0 BN A Z R L1 (p<

EIEE CRBEEM IR \T, U-test TDL-
B280FF VI ERBIEI T\ (p<0.05),

2~ 67 AOERBR DEFIZ T, U-test
T DL-8280% 2\ Mm% /RL (p<0.1), Fi-
sher BE TR L O'F L < dEww s\, DL-
8280 BN AHAZ R L (p<0.1).

EHHED IWEFIIC R T, ¢ BRE TR &
U L HFEIZ I\~ T DL-8280EE 1 MEH B G %
AL (p<0.1).

HFRZED Te b o I EFNZ 35T, U-test ¢ DL-
8280F BN B A AR L (p<0.1), xBETH
R LUEL < HFR T DL-8280BENH B I
BT\ (p<0.05),

RO TH B FEFNI 35T, U-test T
DL-8280F»\Eh A fHAIZ R L (p<0.1), Fisher
DIRE THERR L OF L  thFEic s\ DL-8280
HOAELAERER L (p<0.1),

2) FR%

B LR %Y Table 117 LTz,

WD BHRDOIEFICE AT, BB THEDTH
BRI OHFRII\ T DL-8280BENE BB T
Wwie (p<0.05).

F 8 D205% AL D FEF i B T, U-test T DL-
8280F I H B ICE N (p<0.05), Fisher D#&%E T,
BDTHAR X OERIE T DL-82808 2 @
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Table 10 Stratified analysis by background (1)
FGIR
Drug No. of Final global improvement rate - >4 XeXX Statistical
cases o . & + O x xx O & 0 analysis
Male DL-8280 75 41 20 10 2 2 81.3 94.7 2.7 U-test +
Sex CCL 78 34 17 18 2 5 1 1 65.4 88.5 2.6 x% (# - #) *
e PGB $ B8 1§ 3t niom 4T
e RES 34 ge B3 3~
20~29 DL-8280 39 25 7 3 3 1 82.1 89.7 2.6  U-test *
CCL 34 13 5 9 2 5 52.9 79.4 0 22 (# - #) *
TR N R N
o e PGP T3t bty BRSO e o
T R 81 &5 8~
- R R T
A By My 5w
e PEEO§ DT 3 . BD WS 4.
o “ouwiens VEEP W B B 31 ' 4 BEEDE
e R R0 3 bt wpBp g
oty o PgE0 B § B0 54 0. BioEEOR N
wa e B % 303 '}, B B4 ve o
e D0 § BB O3 1o W RE B
e I R [
el TR
R i I I I - I - U .
me e PP 1, P BY R
e PG 1P, o 00 Wy Y Fhat
— I o Bl 3 ns
oo OGEY 1 L mymy b w
cowt Vg E B Q431 & BP0
cowe  REY B Of G N
Type of Group 3 i oo B3 w00 0 NS.
disease Group 4 DLC?EBO 5 g 5 1 b gi:? 183:3 5 NS.
cows  UGE® B % 331 .t BiBE 8 N
coms UM 8 1 3 71, . B3I L 0N
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Table 10 Stratified analysis by background (2)

FGIR
Dr No. of Final global improvement rate - >4 XexX Statistical
ug cases ¥ # 4+ + O x xx @ (%) (%) analysis
DL 8280 88 49 20 7 7 2 3 8.4 864 34 2 (w. w) +
No ccL 83 37 16 19 4 6 1 639 g8 12 x (W #)
Complication
v DL-8280 33 18 8 5 1 1 78.8  93.9 3.0 NS
s CCL 37 9 11 4 1 1 1 8l.1 919 2.7 >
N DL-8280 9 54 24 9 6 2 4 8.8 87.9 4.0 U-test ¥
Combination ° CcL o 39 2 2 5 6 1 64.9  87.2 1.1 oy (M- #) %
drug DL 8280 2 13 4 3 2 7.3 9.9 0
Yes ccL % 17 5 2 1 1 846 923 3.8 NS.
N DL-8280 75 43 13 9 5 1 4 4.7 8.7 53 NS
Surgical ° CCL 90 41 17 19 4 7 1 1 644 8.6 99 5.
treatment DL-8280 46 24 15 3 3 1 8.8 913 0
Yes CCL 3 15 10 4 1 833 9.7 0 NS.
Remarkably ~ DL-8280 25 17 6 1 1 92.0  92.0 4.0 NS
aggravated CCL 5 7 6 2 8.7 100.0 0 3.
Suwordoes g PE B R B 1 3 1 1, By B 5 s
at the beginning
of the study Stationary b %_CSEBO %Sl; g "1; g g 4 1 ggg gé?] 8'3 N.S.
Tendency to DL-8280 2 2 100.0  100.0 0 NS
remission CCL 1 1 0 100.0 0 -
- DL-8280 117 66 26 12 7 2 4 78.6 88.9 3.4
Antibiotics No ccL 11 53 24 20 5 7 1 1 694 8.4 096 NS.
before DL-8280 0 75.0
the study Yes CCL AR T S 87 1000 0 NS.
DL-8280 8 7 1 87.5 8.5 12.5
~4days ccL 3 2 1 66.7 667 0 NS.
DL-8280 5 1 2 1 1 60.0 80.0 0
5~6 ccL 2 2 100.0 10000 0 NS.
Duration of 79 DL-8280 4 32 3 2 1 3 85.4 90.2 7.3 NS
administration CCL 5 30 7 3 32 3 822 8859 0 S.
DL-8280 2 14 7 1 95.5 955 0
10~13 CCL 12 7 2 2 1 750 750 8.3 N.S.
) DL-8280 5 13 16 9 6 1 64.4 844 0 NS
CCL 58 15 18 2 1 3 1 5.9 913 17 S.
] DL-8280 8 29 7 4 6 1 1 5.0 83.3 2.1
Head - Face CCL 520 7 10 3 4 1 600 82 2.2 NS.
DL-8280 3% 17 13 4 1 2 8.1 91.9 5.4
Trunk CCL 33 017 9 4 1 2 788 909 0 NS.
DL-8280 4 2 11 5.0  50.0 25.0
) Hand CCL 2 1 1 1000 10000 0 N.S.
Location L8250
DL- 2 7 3 2 83.3 100.0 0
of Foot ccL 509 4 1 1 8.7 933 0 NS.
lesion DL 8280 1 1 100.0 100.0 0
Arm CCL 4 2 11 7.0 10000 0 NS.
Lo DL-8280 8 11 5 1 1 88.9 944 0  U-test +
g CCL 19 7 4 6 11 57.9  89.5 5.3 x2 (# - #) +
DL-8280 1 1 0 1000 0
Whole body CCL 2 11 50.0 10000 0 NS.

BEAE %R L7 (p<0.1), 40 DREFIC 3T T DL-8280BE 0\ BN A 2R LA (p<0.1).

U-test T DL-8280B¥ 2 B B I B h (p<0.05), HIEE CTIIBEOESIZ BT, U-test © DL-
Fisher O #%E T# & T 7 Fic 8\ T DL-8280%¢ B0HNERICEN (p<0.0D), y*RETHEDT
BERICER TV (p<0.05). BRI\ T DL-828023 B BicBh (p<0.01),

ABE « SR BITIIANFEDIEBNZ T, U-test Fisher DIRETH» THRAB LI OB BIZB T
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Table 11 Stratified analysis by background (1)

GUR

Drug No. of . Global utility rate # =4 x Statistical
cases ¥ # 4+ - X (%) (%) (%) analysis
e " B B o4 03 @ 8 b <

o PG £ BB § 4 . i Bt
o G B8 g om o v
20~29 DL-8280 39 21 138 4 1 53.9 87.2 0 U-test *
CCL 35 B 10 6 6 37.1 65.7 0 F (z#) +
o U B Bt o, 1 %h &L 4 s
e A
swse D0 & 3L 2 I IR T
o PeE0 3§, @y w4 ws
70~ D &80 g 4 3 ! 6.7 1381(0) 8 NS.
I
Oupstents oupatiens P& W4 % 3 a1 WD OBE 0e Ut ¢
Sever P& B8 g $0 805 0 NS.
Severity Moderate Dlé—c8€80 ;2 gg %3 g i gg g gé 3 8 NS.
i bgw xoowog ot Lo, mb 85 0, wla i
~aas P % B 0 0 s AR NS
. s A T 25 e 0 NS
~aweeks  PEER 8§ 1 wo  we 0 NS
e men PESW Q5 47 gF @t g
onset —2months Dlégfso : 2, 21 0.9 199 9 NS.
~6months DI(.:—SESO g % 2 1 8 128 8 8 NS.
6months~ DIC_CSEBO 2 % ‘21 3 8 ?g g 8 NS.
Unknown DL 8280 ! v . 1000 100.0 9 NS.
Group 1 D gouw o9 & % 50 6.0 0 N.S.
eowz P B B 2 s B8 %S 0 NS.
o Cowd  PEER LT, 1m0 o NS,
disease Group 4 DIé—é;fSO | %g 122) é 1 2 ggg 1(8)(1)8 8 N.S.
Group 5 DL 8280 z B u 23 £ 7.6 0 NS.
Group 6 D880 g - 2.4 6.7 5.9 NS.
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Table 11 Stratified analysis by background (2)

GUR
D No. of Global utility rate # =>4 x Statistical
T ases Ty 4 4 - x % % % analysis
N DL-8280 88 48 27 8 5 546  85.2 0 Utest *
0 CCL 84 33 31 11 9 39.3 76.2 0 22 (#) +
Complication
N DL-8280 3 17 12 3 1 5.5  87.9 0 NS
es CcL 38 22 10 3 2 1 579 842 2.6 5.
No DL-8280 9 55 33 7 6 53.5  86.9 0 Utest *
Combination CCL 96 39 35 12 9 1 40.6 77.1 1.0 22 (#) +
drug DL-8280 2 12 6 4 54.6  81.8 0
Yes ocL % 16 6 2 2 615 846 0 NS.
No DL-8280 5 4 2 1 5 547 84.0 0 NS
Surgical ccL 99 40 29 11 11 440 758 0 >
treatment DL-8280 6 24 17 4 1 522 89.1 0
Yes ccL 31 15 12 3 1 484 811 3.2 NS.
Remarkably  DL-8280 %5 16 7 1 1 64.0 92.0 0 NS
aggravated CCL 15 9 5 1 60.0 93.3 0 ~
Status of diseases Aggravated DI&?ESO gg ig %é g g 1 ggz ggi [1)_2 N.S.
at the beginning
of the sudy Stationary DIEg%SO %51) g ; g é g% ggg 8 U-test %
Tendency to DL-8280 2 1 1 50.0 100.0 0 NS
remission CCL 1 1 [1} 100.0 0 ~
e DL-8280 117 64 37 10 &6 547 86.3 0
Antibiotics No ccL 3 52 3 12 11 1 460 788 0.9 NS.
before DL-8280 25.0 75.0 0
- 4 1 2 1 . .
the sudy Yes cCL 9 3 4 2 3300 778 0 NS.
_ DL-8280 8 6 1 1 75.0 87.5 0
4days ccL 3 2 1 66.7 667 0 NS.
_ DL-8280 5 4 1 80.0  80.0 0
5~6 ccL 2 2 1000 1000 0 NS.
Duration of 79 DL-8280 4 28 9 1 3 68.3 90.2 0 NS
administration CCL 45 26 12 4 3 57.8 84.4 0 e
N DL-8280 2 13 8 1 59.1 95.5 0
10~13 ccL 12 702 2 1 58.3 75.0 0 NS.
1 DL-8280 5 14 21 9 1 31.1 77.8 0 NS
cCL 8 18 27 8 5 31,0 776 0 S.
DL-8280 8 26 13 7 2 54.2 81.3 0
Head - Face ¢cL 6 17 14 8 7 37.0 67.4 0 Utest  +
DL-8280 37 19 14 2 2 51.4 89.2 0
Trunk ccL 3 15 12 4 2 655 81.8 0 NS.
DL-8280 4 2 2 5.0  50.0 0
Hand cCL 3 2 1 667 66.7  33.3 NS.
Location DL-8280 0.0 100.0 0
- 12 6 6 50. .
of Foot ccL 5 10 4 1 6.7 933 0 NS.
lesion DL-8280 1 1 100.0  100.0 0
Arm ccL 1 31 750 100.0 0 NS.
DL-8280 18 11 5 2 61.1 88.9 0
Leg ccL 8 9 2 21 895 0 NS.
DL-8280 1 1 0 100.0 0
Whole body CCL 2 1 1 0 500 0 N.S.
DL-8280F 03B BIcEh T\ 7o (p<0.05), BtRED Ik 5 I fEFIC 3\~ C, U-test © DL-

BHHED IR\ EFIIZ 8T, U-test - DL-8280 B280FEHL B RICEN (p<0.05), xHETHDT
HOAEBER (p<0.05), xMETHEDTHEH HAWE\TDL-8280BE B 2 HA 2 = L 7
W\ T DL-8280FF 3B AfHAI 2R L (p< (p<0.1),

0.1, EREABFRE CETEIEDEF I BT,
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U-test TDL-8280FE N HFRBCEL Tz (p<
0.05).
RYRAL AR « ETH BERNIC IR\ T, U-test
T DL-8280F 0 EN A A Z /R L7z (p<0.1).
3) FHfi B BlemBEE
EFMENCEBRBEFELRFLERY
Table 12iIc/R L7z,

807

3 BB o4 iEE 1, U-test T DL-8280%f
DEBEIER (p<0.05), x*ETHLbhHEL
LR\ T DL-8280EE A BN A EEA X R L 2
(p<0.1). 10 Bo2BRHEE T, *WETH
L< #EL Eiw B\ T DL-8280BE A B B IcEh
(p<0.05), 148 B ® &M% E B TiX Utest T
DL-8280Ff 2 \Eh AEA X/~ L1z (p<0.D),

Table 12 Global improvement rate

Evaluation No. of Global improvement rate e >4 X o X X Statistical
Drug Unknown .
day cases 4 # # + O X xX (%) (%) (%) analysis
waday D0 105 5 23 42 25 6 4 23 2%6.7 667 3.8 Utest  *
ccL 99 3 17 32 2 18 3 28 202 525 3.0 24 +
L-8280 ) .
ihday D 15 37 28 32 12 2 4 13 56.5 843 3.5 NS,
ccL 14 32 25 30 14 12 1 13 5.0 76.3 0.9
DL-8280 87 48 25 11 3 0 83.9 9.6 0
10th da 2 () *
y ccL 84 4 14 20 3 2 1 ) 69.1 927 1.2 2 (- )
ith da DL-880 105 71 20 8 4 2 23 8.7 943 0
v ccL 03 57 24 16 2 3 1 24 8.6 942 1.0 Utest  +
Table 13 Global improvement rate classified by type of disease (1)
Evaluation Dr No. of Global improvement rate Un- - H =4 XXX Statistical
"Uf .
day € cases # # 4+ + O x xx known (%) (%) (%) analysis
wdday DO 22 1 4 8 7 2 1 2.7 50.1 0 Uit 4
ccL 17 2 1 2 5 7 10 177 294 0
DL-8280 30 12 3 1 3 1 3 50.0 867 3.3 Utest %
7th day
cCcL 22 5 2 5 5 5 5 3.8 545 0 F(z#) =
Group 1 DL-8280 17 13 2 1 16 88.2 941 0
- 1 . .
10th U-test +
day ccL 15 7 2 5 1 12 6.0 933 0 e
DL-8280 25 5 4 2 3 1 8 76.0 84.0 0
th NSS.
14th day ccL 19 9 4 4 1 1 8  68.4 8.5 0
DL-8280 27 1 5 12 7 1 2 2.2  66.7 3.7
3rd d NS.
rd day ccL 30 0 8 7 3 2 8 333 60.0 6.7
DL-8280 . )
7 day 828 27 9 9 8 1 2 6.7 96.3 0 NS,
ccL 36 1 8 12 2 3 2 52.8 8.1 0
Group 2 DL-8280 8 o
oth day - 25 B 9 3 4 88.0 100.0 0 NS,
ccL 23 4 2 7 15 69.6 100.0 0
L4th DL-8280 24 18 6 5 100.0 100.0 0 Utest  +
Y ccL 32 18 8 5 16 81.3 96.9 3.1 F(#-#)+
DL-8280 7 2 3 2 286 71.4 0
NS.
3rd day cCcL 6 2 2 1 1 : 1 333 66.7 0
DL-8280 7 3 4 100.0 100.0 0
th d NS.
Jth day ccL 4 3 1 3 75.0 100.0 0
Group 3 DL-8280 6 1 100.0 100.0 0
- 6 . .
th NSS.
10th day ccL 6 4 2 1 100.0 100.0 0 ’
DL-8280 7 7 100.0 100.0 0
th NS.
14th day ccL 5 41 2 100.0 100.0 0
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Table 13 Global improvement rate classified by type of disease (2)
Evaluation Drug No. of Global improvement rate Un- - H# =4 XeXX Statistic'al
day cases # # # + O X xx known (%) (%) (%) analysis
DL-8280 14 2 4 6 11 2 2.9 8.7 1.1
U-test +
3rd day ccL 15 2 7 5 1 2 13.3 600 6.7 es
DL-8280 13 4 3 3 2 1 3 5.9 76.9 0
d N.S.
Tth day ccL 16 6 7 3 1 813 1000 0
e DL-8280 12 7 1 4 91.7 923 0
- 4 . .
NS.
10th day CccL 13 9 3 1 4 92.3 100.0 0
DL-8280 14 2 1 1 2 92.9 100.0 0
14th d NS.
d ccL 16 2 4 1 100.0 100.0 0
DL-8280 2 1 6 11 5 1 2 6 2.9 69.2 7.7
3rd d N.S.
rd day ccL 17 2 10 3 2 4 1.8 706 0
DL-8280 29 7 7 9 2 1 3 3 8.3 79.3 10.3
Tth d N.S.
d ccL 20 6 5 4 2 3 1 5.0 75.0 0
Group 5 DL
-8280 . i
ot day 828 22 709 4 2 10 2.7 90.9 0 NS,
CCL 14 7 3 2 1 1 7 71.4  85.7 0
L .
lith day  DLE280 26 % 6 2 1 1 6 84.6  92.3 0 NS,
ccL 18 9 5 2 1 1 3 7.8 8.9 0
DL-8280 9 2 2 4 1 2 2.2 4.4 0
3rd d N.S.
re day ccL 14 1 3 5 5 3 7.1 286 0
DL-8280 9 2 2 1 4 2 4.4 55.6 0
7th da N.S.
Y ccL 16 1 3 5 5 1 1 1 25.0  56.3 6.3
Growp 6 DL-8280
- 5 2 1 2 6 60.0 100.0 0
10th da N.S.
v CCL 13 3 2 6 11 4 38.5 84.6 7.7
DL-82
Lth day 8280 9 3 3 3 9 66.7 100.0 0 NS,
ccL 13 5 2 5 1 4 53.9  92.3 0

R BB PSR L 7ok % Table 1312
R~LT,

FIMCZRWT, 3HEDSBRHEE 1L U-
test T DL-8280F 2 \Eh 2% =L (p<0.1),
7 HH O£ MHEE TI% U-test T DL-8280% 2%
HREIEN (p<0.05), Fisher DBETh/ bk
FLU BT DL EEICENL T\ 1
(p<0.05), 108 B » £ & k= E T2 U-test T
DL-8280% 2 \@Eh %2R~ L7 (p<0.1),

H2RICR T, 4B BDLBHEE T U-
test T DL-8280F 2L 2B AR L (p<0.1),
Fisher DBE THRBR L OE L KB BT
DL-8280% »\Eh @A R L7 (p<0.1),

FBABWCR VT, SHEDSBBEE TILU-
test T DL-8280B v' B h 2 @ % 7= L %= (p<
0.1).

4 FHEEBE - MEFTRoRE

FERBFH OB - B ROBRE % U-test T
E LR Table 4R LTz,
1B\ T, 3HBDREREVCREETCIL,
DL-8280% 2" B BB (p<0.01), 7 HE DB
DERETH, DL-B2BOFHENERIBEI T (p<
0.05).

B 3BT, VRRBM B EEE O SMIB T,
REFETIAERRLEN L LA (p<0.05).
BABCREC, THEOBHRME, RAORERE
T CCLE MBI BEAERL (p<0.1), 3H
B OERORBE T& DL-8280FE A B h 5 1A % 7R
L7 (p<0.D),

EOSBICH T, 14H B OB ORE T DL-
BBV EBILEN T (p<0.05).

5 MHEF IR
HRBAEREE Y 2 — T <o, B
EINTHED S bRREEZE 2 b MBEOHE
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Table 14 Severity rate of symptoms on each evaluation day (1)
1st day 3rd day 7th day 10th day 14th day
Group 1
DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL
Aggravated
(from severe)
Severe 14 14 1 3 2 3
Papule Moderate 15 8 8 6 5 7 1 2 2 4
Mild 2 2 2 8 11 6 2 4 7 5
Disappeared 1 1 5 3 9 5 2 5 3 3
U-test N.S N.S. N.S. N.S N.S
Aggravated
(from severe)
Severe 10 12 2 1
Pustule Moderate 14 9 2 8 2 6 1 1 2
Mild 7 4 14 4 9 8 1 4 2 4
Disappeared 1 6 3 16 6 4 6 9 6
U-test N.S * % * N.S N.S
Aggravated
(from severe)
Severe 15 11 3 1 1
Induration Moderate 10 8 11 7 6 7 1 2 2 2
Mild 7 4 7 3 9 6 3 5 6 5
Disappeared 2 4 4 11 7 1 6 4 5
U-test N.S. N.S N.S N.S N.S.
Table 14 Severity rate of symptoms on each evaluation day (2)
1st day 3rd day 7th day 10th day 14th day
Group 2
DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL
Aggravated 1
(from severe)
Severe 11 12 2 1
Spontaneous Moderate 9 12 2 2
pain Mild 2 9 4 9 3 5 1 2 1
Disappeared 7 5 18 19 23 31 15 12 10 17
U-test N.S N.S N.S. N.S N.S
Aggravated
(from severe)
Severe 21 26 4 2 1
Tenderness Moderate 6 11 6 12 3 1
Mild 1 1 11 11 10 12 3 4 1
Disappeared 1 6 5 16 20 13 10 10 16
U-test N.S N.S N.S. N.S N.S
Aggravated 1
(from severe)
Severe 23 24 3 4 4
Redness Moderate 6 13 10 13 3 6 1 3 2
Mild 1 13 12 16 18 8 6 5 9
Disappeared 1 7 8 7 5 5 7
U-test N.S N.S N.S. N.S N.S
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Aggravated 1 1 1
(from severe)
Severe 21 21 2 3 4
Swelling Moderate 7 16 8 12 6 3 2
Mild 1 1 12 11 14 11 5 2 3 3
Disappeared 4 3 12 15 11 9 7 13
U-test N.S. N.S. N.S. N.S. N.S.
Aggravated 1
(from severe)
Severe 16 20 4 5 4 1
Induration Moderate 11 16 9 14 3 7 1 3 2
Mild 2 2 12 7 14 16 9 6 5 6
Disappeared 2 4 9 9 6 5 5 9
U-test N.S. N.S. N.S. N.S. N.S.
Table 14 Severity rate of symptoms on each evaluation day (3)
G 3 1st day 3rd day 7th day 10th day 14th day
roup
DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL
Aggravated
(from severe)
Severe 4 5 1 1 1
Redness Moderate 3 1 3 3 1
Mild 3 2 4 2 1 2 1
Disappeared 2 1 2 1 2
U-test N.S. N.S. N.S. N.S. N.S.
Aggravated
(from severe)
Severe 1 1
Blister Moderate 2
Mild 2 1 2 1
Disappeared 2 4 4 6 6 4 4 3 2 1
U-test N.S. N.S. N.S. N.S. N.S.
Aggravated
(from severe) '
Severe 3 4
Erosion Moderate 3 2 3 2 1
Mild 1 3 1 1 1
Disappeared 1 2 1 5 3 4 2 2 1
U-test N.S. N.S. N.S. N.S. N.S.
Aggravated
(from severe)
Severe 1
New-rash Moderate 5 1 1
Mild 1 1 1 1 1
Disappeared 4 5 5 6 4 3 3 2 1

U-test * N.S. N.S. N.S. N.S.
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Table 14 Severity rate of symptoms on each evaluation day (4)

1st day 3rd day 7th day 10th day 14th day

Group 4
DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL

Aggravated
(from severe)

Severe
Spontaneous Moderate
pain Mild
Disappeared

NN
[NCRNICING, RN
w
D B =
w
—

U-test N.S. N.S. + N.S. . N.S.

Aggravated
(from severe)

Severe
Moderate
Mild
Disappeared

12

Tenderness

— s N ©
>

— e N W
=S
—

D W W N

U-test N.S. + N.S. N.S. N.S.

Aggravated
(from severe)

Severe 12 12

Moderate 3 4

Mild 1 1
Disappeared

Redness
11 4 4 3 3

NN w N
D oo
W W o

U-test N.S. N.S. N.S. N.S. N.S.

Aggravated
(from severe)

Severe 13 9

Moderate 1 6

Mild 1 1
Disappeared 1

Swelling

Gl W= W N
W = U1
R DN

—

—

oo

U-test N.S. N.S. N.S. N.S. N.S.

Aggravated
(from severe)

Severe
Moderate
Mild
Disappeared

Induration

[NCRN Y JOREN
< JS BN
~
™o
~
—

—

—

U-test + N.S. N.S. N.S. N.S.

Table 14 Severity rate of symptoms on each evaluation day (5)

1st day 3rd day 7th day 10th day 14th day

Group 5
P DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL

Aggravated : 1
(from severe)

Severe 9

Spontaneous Moderate 3
pain Mild 12
Disappeared 7 21 11 22 14 15 8 18 11

wW 00 00 N
—
]
[\

U-test N.S. N.S. N.S. N.S. N.S.
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Aggravated 1
(from severe)
Severe 15 9 1 1 2
Tenderness Moderate 14 7 6 6 4 4 1 1
Mild 1 4 13 6 11 5 4 2 3
Disappeared 1 1 6 4 10 11 10 3 16 8
U-test N.S. N.S. N.S. N.S. N.S.
Aggravated 1 2
(from severe)
Severe 18 8 3 1 1
Redness Moderate 12 13 7 5 5 4 3 1 2 1
Mild 1 13 11 10 7 4 3 4
Disappeared 2 10 8 4 4 13 6
U-test N.S. N.S. N.S. N.S. N.S.
Aggravated 1 2
(from severe)
Severe 18 10 2 2 1 1
Swelling Moderate 13 10 7 4 4 2 1 1 1
Mild 1 11 8 8 5 2 2 3
Disappeared 5 3 13 11 7 6 15 7
U-test N.S. N.S. N.S. N.S. N.S.
Aggravated 1
(from severe)
Severe 14 7 2 1 3 1 1
Induration Moderate 12 12 11 6 7 4 2 3 2
Mild 4 2 10 10 15 10 6 3 7
Disappeared 1 2 3 5 7 3 11 2
U-test N.S. N.S. N.S. N.S. *
Table 14 Severity rate of symptoms on each evaluation day (6)
1st day 3rd day 7th day 10th day 14th day
Group 6
DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL DL-8280 CCL
Aggravated
(from severe)
Severe 2 4 2
Spontaneous Moderate 3 3 2 2 1
pain Mild 4 8 6 5 4 2 2 2
Disappeared 1 2 4 4 9 3 8
U-test N.S. N.S. N.S. N.S. N.S.
Aggravated
(from severe)
Severe 4 7 2 2 1 1
Tenderness Moderate 5 5 5 5 4 2 2 1 2
Mild 1 4 2 4 2 5 2 4 3 3
Disappeared 1 2 3 3 6 1 5 3 5

U-test N.S. N.S. N.S. N.S. N.S.
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Aggravated
(from severe)
Severe 7 7 2 1 2 2 1
Redness Moderate 3 8 3 5 1 5 1 3 1 3
Mild 5 4 5 7 1 5 4 2
Disappeared 2 3 2 1 1 2 2 5
U-test N.S N.S. N.S N.S N.S
Aggravated
(from severe)
Severe 7 5 2 2 1 1
Swelling Mod‘erate 2 8 2 5 1 2
Mild 3 5 4 4 5 3 4 3
Disappeared 1 1 3 3 3 5 4 5
U-test + N.S. N.S. N.S. N.S
Aggravated
(from severe)
Severe 5 7 3 3 1 3 1 1
Pseudomem-  Moderate 3 2 3 2 2 2 4 2
brance Mild 4 4 2 5 2 3 4 3
Disappeared 2 4 3 5 4 5 4 5
U-test N.S. N.S. N.S N.S N.S
Aggravated
(from severe)
Severe 7 3 2 1 3 1 3 2
Exudate Moderate 4 3 3 5 3 4 1 1 1 1
Mild 1 5 2 5 2 5 3 5 3
Disappeared 2 1 2 3 3 1 5 1 5
U-test N.S. N.S N.S N.S N.S

BEBHNCNERLD D L TiTbhi (Table
15),

BB B RS & LTaBE S W BEkE
132008k (DL-8280%%95%k, CCL B¥1058k) T, %
DR S. aureus94¥k (DL-8280547#k, CCL #
4THE), S. epidermidis64ik (DL-8280%£31#k, CCL
FE338K), P. acnes 7 #k(DL-8280%F 3 £, CCL %
48R I &ETH oo,

ERR2008k &, DEEEE D E by 7 S. aureus, S.
epidermidis O ¥ 1& B &10° cells/ml iZ & 1F %
MIC m iz~ L7z (Fig. 3, 4, 5).

£kt MIC O — 21%, DL-8280 0.39ug/
ml, CCL3.13xg/ml & DL-8280%° 3 EREEN T
W,

S. aureus A MIC o v — 7%, DL-8280
0.39ug/ml, CCL3.13ug/ml & DL-82802% 3 &
EEh T\,

S. epidermidis w3 MIC D&’ — 713, DL-

8280 0.20xg/ml, CCL0.78ug/ml & DL-82807%% 2
TREERL T,

i, ARBRCBWCTEHEIREE TS h
T FEF1 18741 (DL-8280%£90%1, CCL #9741) T
BHb, BMBERRG1756](DL-8280%#85%1, CCL &
9041, HEBEREG1261(DL-8280%F 5 I, CCL #f
7H) TH-7: (Table 5),

MEFR% R Table 1612773 X 5 &R #%
1L D FEFIvX DL-82808¢62%1, CCL 85841, EAAN
DRERX DL-8280%F 3 4, CCL & 5 i, BAZET
B - T HE B X DL-8280%F 9 #l, CCL #2161 TH
h, B K #1k =X 1x DL-8280%£83.8%, CCL #
69.0%TH b, DL-8280FEH x* RETHEREN
T (p<0.05).

6) ElfFA .

FEMTR 822596811 2 B 7 BIfE A % Table 171
mLTe,

T 7c b, DL-8280FF 12961+ BIfE HAH A B
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Table 15 Estimated causative organisms for

each disease

Disease Organisms
S. aureus
S. epidermidis
Folliculitis Corynebacterium
P. acnes

P. granulosum

Group 1

Acne pustulosa

S. epidermidis
Corynebacterium
P. acnes

P. magnus
Peptococcus

E. lentum

Furuncle

S. aureus
S. pyogenes

Group 2 Furunculosis

S. aureus

Carbuncle

S. aureus

Impetigo contaginosa
Group 3

S. aureus
S. pyogenes

Eczema impetiginosum

S. aureus

Phlegmon
Group 4

S. aureus
S. pyogenes
S. agalactiae

Superficial lymphangitis

S. aureus
S. pyogenes

Inflammatory atheroma

Group 5

S. aureus

S. epidermidis
S. faecalis

S. faecium

S. sanguis
Corynebacterium
E. coli

K. pneumoniae
C. freundii

P. acnes

P. magnus

P. anaerobius
S. intermedius

Acne conglobata

S. aureus

S. epidermidis
E. coli

E. aerogenes
S. marcescens
P. acnes

Hidradenitis suppurativa

S. epidermidis

Abscess

S. aureus
S. epidermidis
P. prevotii

Group 6 Secondary infectious ulcer

S. aureus

S. epidermidis
S. agalactiae

S. faecalis

S. milleri 1T
Corynebacterium
P. aeruginosa
A. calcoaceticus
A. faecalis

E. cloacae

S. intermedius

RPIEFMEE 585 #£95

SHITEIERARBRERIII2.3%TH - 1=, BITEAOA

RIZBE AR 141 (0.8%), |BK 141 (0.8%),
AEX 161 (0.8%) TH -7, CCL B13041+El
fERRBAIEE 78T, BIfFARBEERI5.4%T
Bote, BWERONFIXARARIE 261 (1.5%),
TH « BEAHRR 161 (0.8%), TH « f55E 141
(0.8%), THI«-BH 161 (0.8%), TH#H 14
(0.8%), FEZ 161 (0.8%) TH - 1.

ks, BIFAC X V52 hIER 2218
2o THEBIE, DL-8280%F T3 B M AR X %
1801C, CCLETRX TR BB Ls 16kt
TH - BRICXB 16ITH -1,

D BREE

Eh L iclERBEEOF T, BRI L I REL T
L7cfEfI% Table 18127k L7,

DL-8280%¥ %, S-GOT L& 2 #i, B InEkE
neS-GOT L& +S-GPT L7 -REH{HBE -Rv
REY =Y UyHBR 16, GEREKOEL 2 4,
BIMERFOHEH - Al-Pase £ - BUN 5 14,
BIMEREHE - S-GOT L& 14, S-GOT L& -
S-GPT E5 -« Al-Pase LR 16I0E 8 FITH b,
CCL #TRAMIBMEBA « ~< + 7 ) » +ERD
161, S-GPT L& 14, GimEREsEMm 16, &in
BREBA 16, Ryvevey /- HE 14, S
GOT k& «S-GPT L& 1 i, S-GOT L& +S-
GPT L5 +Al-Pase LR 10 7HITH - 7=,

II. % %

Cephalexin (CEX) 3% b B < HiIhicfkn
77 ARY) VREPIAEHHEE LB IR TE
7z, Cefaclor (CCL) B xh UL -iEErE
TH5H, LEBELEIMD 2 F AR, CHEE
7 BADER LTV B DB O3E L BEE
ROBERBRLIhBEEbhATW32, Bt
77 RrARY) VRHAHBECK T AHEEO HE
DB EINDEEST, BHLIZ X IT1978
FIITRFTEREROLH T, S. aureus D 2%
%3 Cefazolin (CEZ) it T3 - 7o 23, 19804t
ITI1X18.6% 1 LR L, 19824E1213.35.9% 1 B L
REE S, ThRMEK, RixEXbospExr s
RELICHDOTH B, REAHERO SBERE >
WTE X, 19795 12iX S, aureus 12xt3+% CCL
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Table 16 Bacteriological effect
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A Eliminated + .
Drug Eliminated Replaced Unchanged Unknown Total Ehménated Replaced Statistical
% analysis
DL-8280 62 3 9 47 121 83.8 87.8 x°% (Eliminated) *
o pi s
- x% (Eliminated
CCL 58 5 21 36 120 69.0 75.0 +Replaced) +
Table 17 Side effects with DL-8280 or CCL
DL-8280 CCL
Total cases studied 129 Total cases studied 130
Cases with side effects 3 Cases with side effects 7
Incidence of side effects 2.3% Incidence of side effects 5.4%
Symptoms Cases Symptoms Cases
Stomach discomfort 1 (0.8%) Anorexia 2 (1.5%)
Nausea 1 (0.8%) Diarrhea, stomach discomfort 1 (0.8%)
Cheilitis 1 (0.8%) Diarrhea, abdominal pain 1 (0.8%)
Diarrhea, stomach pain 1 (0.8%)
Diarrhea 1 (0.8%)
Eruption 1 (0.8%)
Fig. 3 MIC distribution of total isolates against DL-8280 and CCL (10° cells/ml)
100
S
o |
-]
]
= 50}
o
(3]
° i
(=%
R 1
4 I
z i 1
E v
o R
Drug MIC (ag /m¢) =005 010 020 039 078 156 313 625 125 25 50 100 100<| . . . [Statistical
analysis
DL—8280 1 16 | 388 | 23 4 3| 7 3 1 95
D L—8280 N.S
CCL I 1 | 19| 46 | 19 2 9| 6 3 105
DL—8280 1 2 8 4|15 [ 18| 28| 38 3 1 7 3 5 95
CCL N.S
CCL v 6 7 2|20 16 29 6 2 6 4 7 105
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Table 18 Laboratory findings with DL-8280 or CCL
DL-8280 CCL
Abnormal laboratory findings Cases Abnormal laboratory findings Cases

S-GOT (39—62) RBC (453—399) « Ht (40.6—32.4) 1
S-GOT (21.5—33.1) S-GPT (31—43) 1
WBC (12000—14100) + S-GOT (12—40) - s
S-GPT (20—50) - Urinary protein (——=) - WBC (7800—10000) 1
Urobilinogenuria (—— +) WBC (5400—3400) 1
WBC (10400—3300) bili . ) 1
WBC (7400—13600) - Al-Pase (208—243) - Urobilinogenuria (—— +
BUN (24—34) S-GOT (16—50) + S-GPT ( 9—44) 1
WBC (5000-9700) - S-GPT ( 9-40) S5OT G2 >189) - SGPT (57-291)- 1

S-GOT (48—62) « S-GPT (51—64) -
Al-Pase (190—206)

WBC (4400—2600)

Fig. 4 MIC distribution of S. aureus against DL-8280 and CCL (10° cells/ml)

1001

S0fF

Cumulative percentage (%)

[ S— |
————ol

————all
1 1 1 Il 1
<005 010 020 039 078 156 313 100 isti
Drug MIC (29/mt) < Total Statlsgcal
analysis
DL-—8280 I 1 28 | 17 1 47
——— DL—8280 N.S
CCL I 82 | 15 47
DL—8280 I 3 4 28 3 2 1 5 3 3 47
— CCL N.S
CCL I 4 9 19 4 2 8 6 47

» MIC 133.13ug/mlic e — 2 #H L, 0.39~25
ug/ml 375 LT\ ~T100kg/ml Bk DB i
Tohs o ic?,

1BIFE DR HE Y0 W E I X 1 MIC o 417
R ERBERR U TH 5 5100ug/ml Bl k=
DB % 2/T8HRICERD T\ B, % 7225ug/ml L

FoBEI219.1%1Bd TV 5 (10%8258), RRE
IRECEXTh Zh X h3/73, 16.4%DfE T
Botz, 1983FICE - TIUABYDWE I L hix
100ug/ml DO 134/27, 25ug/ml D b D39/
27 (108gEfE) gL T\w5b, LI ERBIERCE
Bl sllEEELE 2 LR, R4 CHHEEOHEM
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Fig. 5 MIC distribution of S. epidermidis against DL-8280 and CCL (10° cells/mD

100

50

Cumulative percentage (%)

—

—

il

<005 010 020 039 078 156 313

" . . L . .
625 125 25 50 100 100<]

Drug MIC (ug/mt) Total Statist?cal
analysis
DL—8280 1 15 | 11 4 1 31
DL—8280 N.S
CCL i 17 | 18 3 33
DL—8280 1 2 |10 | 11 1 1 31
CCL N.S
CCL N 115 6 2 1 33
BEZLRS. D TEPER BB~ DIH O BAT 75 & OER

DXy IRIE D > THERERO FERK
BTH5 S aureus"™ ikt B H I e O PLEA
DHBENEE TV, FKE2, 3D Y FVA
NMEVIBREROHBBIC L B S. aureus L LD
ET AR YRIEDERENHE SN DICE
72910 DL-8280% %D 5 HbDO—2TH %4, I
BESHEY ERT 5 RICARORENAD S,

4E CCLA%RE LT nEHo —EEHE
X AHEFHER T o7, BRECADRD LI
B EMBWERE (Table DEZRXLDHELTAXIC
DL-8280 30BN IS E 5 2 B4, #HetLHE
FIcRE bR\, AEARELE L TIEESREE
(Table 12)T» - T, DL-8280%» 3 H, 10H,
UBBERIAHERIICCLELYHE, T2
1 BOEIES, BREEEE CTRKERVBER
BRLTWB & (Table 13) 225, RERPIEH
DERRIECE » T\ T Z DB DR BT
HEERICHENETH &% 2 5, DL-8280D K jE

CORBRYBE D), BHiPBERECCE
NEDOERTH DD DOWTIEEH LT,
FRFEOEKTH B NFLX?, AT-2266"id
DEMIE LS, OEFTHHROFKED
HON IR 4 BOBEMRL, B RER) v
BRI LTI ESHB X VHROBELTE
s bhic, $EOHEIE T CCL @ S. aureus
wxtd s MIC 123.13ug/ml e — 27 & LTHED
(Fig. 3), MiE+EE1350mg/kg T » b T 1K
RI#%1210~30ug/ml I E LY, HEOREX XD
1/2~1/3BEDOE LH#E S h 5™, —75, DL-8280
D S. aureus 33 % MIC 1%0.39ug/ml i & —
r&AFL, MEFEEI20mg/kg T » + T3
~ 4 pg/ml &7e b, KEEERCECIRE TBAT
THEHEIRTWS'?,

MBS RIEE X ) ARSI CE TR
BHONMERLE D, —IGEhTH DL-8280%F 2%
EEICEVWHRYRLT\W5 (Table 16).
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BIfERICCLEDHEBERE PLEL R
DTWBD, BEROETE T, T-RETK
ED7 v ¥ -2 X 5 EIWER & ERIC 5 1R
RS Tcd S B - T, CCL B 1 6lo Z31D
bhTuwb,

HE, HBLVEY FyarRvBRROGEH
DL-828013 375 B2 [ B S35 ¢ — % M0 B R HiE 1
BAIhTwa CCLIELEBAEREYEL, =&
CEEOHBERRLERD bR WD &b
(Fig. 4, SBRIOHEOBEICAVEZL S
LPEFTHA .

X m

D B EZ# FHE B fll #30E B8 A L¥EREY
LFEBXRZHBE, FEs v £ v 4, DL-8280,
1982, BHE.

2) BEFRA, b 55256 A A LY RS LRALAY
iR, FiIs v # 2 v 4, Cefaclor, 1978, H.

D EBH B b7 r22E80LHMMEREAT
VERE OSBRI LA E R ot T 5 RS,
Chemotherapy, 31 :835—841, 1983,

4) WARE, fl 0 BRI % 3 5 Cefaclor.

RRPAEFMEE SB58% $I95

Chemotherapy, 27(S-7) : 727—731, 1979,

5) FRHWKER, WAL, TR W, fi BEEER
RAEIZ B} 5 Cefaclor vs Cephalexin @ 5K
#&t. Chemotherapy, 29 :267—279, 1981,

6) IUARRAE, FMHEKE X BRESELAEES FUR
BORFIRZ ., 5 2 05— SR YER
2, KERERCRT 5 MERE0 R, BX
DFf, EERpET 0 2—5, 1983,

) FREWKER | KRHEEME B R RRAE & (L BRE, RE
&%, 9:104—108, 1979,

8) MEBIERE, \LIARRLE, FREKER @ BB RRGE
3 % AR ES. Chemotherapy, 26 : 324—327,
1978,

9 BHE—, BB A, fib RESEERYLE N
3 % Norfloxacin (AM-715) o £ F &% 5.
Chemotherapy, 31 :277—299, 1983,

100 BHEE—, &% XA, i RESCEERECS
35 AT-22660 0 Fi#28. Chemotherapy, 32(S-
3) 1 1001—1037, 1984,

11D FeH BB & B — M B RE & A Y s,
P H AR ER, 43 : 559—565, 1981,

12) UARRAE, FEHKER, ff @ AR %135 DL-
8280 HHBEM, FRIKAIHES. Chemotherapy, 32(S-
1 :997—1000, 1984,

Comparative Clinical Study of DL-8280 and Cefaclor for Suppurative
Skin and Soft Tissue Infections by a Double-Blind Method
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The effectiveness, safety and utility of DL-8280, a pyridonecarboxylic acid derivative, in the field of
suppurative skin and soft tissue infections were compared with those of Cefaclor (CCL) by a double-blind
method.

DL-8280 was orally administered in daily dose of 600 mg and CCL was orally administered in daily
dose of 750 mg. Each group was treated for 14 days. The results were as follows:

1) Final global improvement rate of DL-8280 was evaluated in 121 patients and out of them
“Cured”” was marked in 67, “Remarkably improved” in 28, ‘‘Moderately improved’ in 12, ““Slightly
improved” in 8, “Unchanged” in 2 and ‘“‘Aggravated” in 4. The percentage of ‘“‘Cured” and
“Remarkably improved’’ was 78.5%, and increased to 88.4% when ‘‘Moderately improved’’ was in-
cluded. “Aggravated” and ‘““‘Remarkably aggravated’’ shared 3.3%.

For the global improvement rate of CCL, ‘““‘Cured’’ was noted in 56, “‘Remarkably improved’’ in 27,
“Moderately improved’’ in 23, ‘‘Slightly improved” in 5, “Unchanged” in 7, ‘““Aggravated” in 1 and
“Remarkably aggravated” in 1 out of 120 patients. The percentage of “Cured’” and ‘‘Remarkably im-
proved’’ was 69.2%, increased to 88.3% by addition of “Moderately improved”’, whereas ‘“‘Aggravated”’
and ‘‘Remarkably aggravated’ rated 1.7%.

No significant difference was shown between two drug groups.

2) Side effect was noted in 2.3% of 129 patients treated with DL-8280 and 5.4% of 130 patients
treated with CCL, showing no statistically significant difference between two drug groups.

3) In regard to global utility rate of DL-8280, ‘“‘Remarkably useful” was noted in 65 cases,
“Useful” in 39, “Slightly useful” in 11, “Not useful” in 6 out of 121 patients. “Remarkably useful’
shared 53.7% and the total of “‘Remarkably useful”’ and ‘“Useful”’ shared 86.0%.

In the CCL group, ‘“Remarkably useful”” was noted in 55, ‘“Useful” in 41, ““Slightly useful’’ in 14,
“Not useful” in 11, “Harmful” in 1 out of 122 patients. ‘‘Remarkably useful’’ shared 45.1%, and the
total of ‘‘Remarkably useful’” and ‘“Useful”’ shared 78.7%.

No significant difference was shown between two drug groups.

4) In regard to global improvement rate by evaluation day, DL-8280 group was significantly
superior to CCL group on days 3, 10 and 14.

Especially in the group 1, DL-8280 group was significantly superior to CCL group throughout the
study period.

Taking together, DL-8280 has tendency to superior to CCL in treatment of suppurative skin and soft
tissue infections. Because of the result obtained and that no resistant bacteria was observed so far, DL-
8280 can be expected as useful drug for this field.




