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Table 1 Institutesiparticipating in the study

The Department of Dermatology, National Defense Medical College

The Department of Dermatology, Teikyo University, School of Medicine
The Department of Dermatology, The Kanto Teishin Hospital

The Department of Dermatology, Hokkaido University School of Medicine
The Department of Dermatology, Faculty of Medicine, University of Tokyo
The Department of Dermatology, School of Medicine, Toho University
The Department of Dermatology, Japansse Red Cross Medical Center

The Department of Dermatology, Kanto-Rosai Hospital

The Department of Dermatology, Kansai Medical University

The Department of Dermatology, Okayama University, Medical School

The Department of Dermatology, Kawasaki Hospital, Kawasaki Medical School
The Department of Dermatology, National Okayama Hospital

The Department of Dermatology, Okayama City Hospital

The Department of Dermatology, Okayama Saiseikai General Hospital

The Department of Dermatology, Kochi Medical School

The Department of Dermatology, Faculty of Medicine, Kyushu University

Fig.1 Dosage schedule

Dosage design from the 2nd day of treatment

After After After

breakfast lunch supper
AT-2266 group ® 0O o [ ) ]
L-CEX group o = (@) (@) | |

On the first day, however, patients can not take the drug after breakfast,
so, the dosage design is revised as follows on the first day.
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Table 2 Patients studied

Total No. of cases

No. of cases excluded

No. of cases excluded
from all evaluation

AT-2266 115 AT-2266 > 1] aT-2266 2
L-CEX m L-CEX 0 L-CEX 1
Total 226 Total 2 Total 3

No. of cases dropped

No. of cases excluded

out from clinical effects
AT-2266 12 | | AT-2266 12
L-CEX 8 L-CEX 7
Total 20 Total 19

No. of cases evaluated

for clinical effects

No. of cases evaluated

for adverse reaction

—

AT-2266 101 AT-2266 113
L-CEX 103 L-CEX 110
Total 204 Total 223
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3%, Wincoxon DMELRRE (28R LAVTHEW,
FHCRTEROES THERL,
N.S. : H®#ELL
+ : P<0.05
**: P<0,01
I B & & &

1) SHRIEFIOMEL

ARRICHEAANDRITERX 226 B (AT-2266 &
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BEREIhic 14 (AT-2266 #) DFt 2 AXBRIL, ¥
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D3t 20 4] (AT-2266 Bf 12 6, L-CEX B8 41) %
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LicdiaT, Th B0 22 fild By 7o 204 6 (AT-
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i, R oW TR HRUERANSRAC, B
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% Tabled, 5 CRLI, WREFLELTIE & £8.
ABE - SR, RIEE, BFRGM, KER ASHE 68
X, SPHOAR, KESAAEAY, RENAER, 85
R X CREBCOVTRN LIcA, WFhoHRE
FokwTh, ARMCERERBED bR o,

¥R EBABJDIER AT OV T ik Table 6 IR L7
N, MRMCERZRIRD bhithotco

3) HHRHE

O BRBHE

HRHTIES 204 IO THERSESL RN LI £
B4 Table7 iR,

AT-2266 Zfid 101 fish “YafE” »% 50 ), “EL LK
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Table 3 List of cases excluded and dropped out

Drug Case No. Reason

232 Overlap administration

Excluded i AT-2266 630 Antibiotics before treatment
142
201
209
234 Shortage of duration.
240
406

AT-2266 410

420 No successive visit
534

Dropped 601 Shortage of duration

out 640
650
125
251
320 ‘+-Shortage of duration
413

L-CEX 415

523 ‘No successive visit
620 . } Shortage of duration
645 )
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Table 4 Background of general characteristics
AT-2266 L-CEX Statistical analysiy -
Male 63 57
Sex Female 38 46 N.S.
16~19 11 13
20~29 27 27
30~39 24 23
40~49 11 9
Ao 50~59 14 10 N.S.
60~69 8 11
70~79 6 6
80~83 0 4
Inpatients 8 7
Inoutpatients Outpatients 92 96 N.S.
Inpatient—Outpatient 1 0
Sever 19 18
Severity Moderate 61 72 N.S.
Mild 21 13
Within 3 days 40 25
4~7 days 24 33
~2 weeks 11 19
Days after onset ~1 month 11 12 N.S.
~6 months 10 8
~1 year 1 1
More than 1 year 4 H]
1st group 26 25
2nd group 18 25
3rd group 6 4
T i N.S.
ype of disease 4th group 10 10
S5th group 26 21
6th group 15 18
U Complication I::s :: ;g N.S.
Other drugs No 73 70 NS
combined Yes 28 33 i
Surgical No n 3
ure Puncture 9 13 N.S.
treatment A
Incision 21 17
. Remarkably aggravating 16 12
Status of disease .
at the beginning Aegravating 64 63 N.S.
Stationary 21 28
of treatment
Antibiotics No 86 90 NS
before treatment Yes 15 13 ’
Within 4 days 6 3
5~ 8 days 35 29
D .
mt, | s o | o
' 12~13 days 6 17
14 days 38 37
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Table 5 Background of the causative organism

Organism AT-2266 L-CEX Statistical analysis
S. aureus 37 37
S. epidermidis 26 16
S. sunguis-II 1
Corynebacterium sp. 1
Monomicrobial K. pneumoniae 1
infection P. vulgaris 1
E. aerogenes’ 1 N.S.
P. aeruginosa 1 1
P. acnes 2 3
P. magnus 1
Subtotal 68 61
S. aureus+ S. agalactiae 3
S. aureus+ S. pyogenes 2
S. aureus+ S. agalactiae+
K. pneumoniae+ A. calcoaceticus 1
S. epidermidis+ Corynebacterium sp. 1
Polymicrobial S. epidermidis+ E. coli 1
infection S. epidermidis+ A. calcoaceticus 1 N.S.
S. faecalis+ E.coli 1
S. faecalis+ P. vulgaris 1
S. faecalis+ P. aeruginosa 1
K. pneumoniae+ P. aeruginosa 1
Subtotal 7 6
Total 75 67

CEX i1 103 Bl “¥afE” »% 50§, “FEL S HE” »*
26 B, “brinh BkE” A 12 f], X KE A8,
TE” 5 H, “HE” A 28ITH D, EHHRI2T3.8%,
BRI 85.4% Thotco ANMICEREZIZEDLHR
ot

Q@ BERLE

RLEMFMES] 223 Flic oW THERLEX R LI
#R% Table8 KiRL7co BIfFFRBGIL AT-2266 7
1211 41, L-CEX B 4 ITH o 1o BEIRREBEREH
AL 267 0BD ORI ED 5 bR E 5T
JEBIiX L-CEX #D 1MICH-Tco BERCREAEIL,
EfFFRBACERREREAD 5 bhEAE L TR
MLt LictioT, AT-2266 Bix 11 @), 9.7%, L-
CEX BHEIfFRARE 4 i BERREBERET L5 F1k
1 BRIk 1o 5 BT 4.5% ki hhs, MRMCHEEZE
BRED LRI 5T

AREE

HREEES 204 flicovT HRELRI L BE
% Table9 1Z5RL7zo AT-2266 %% 101 ik “BHT
HR" 55 B, “HB” 20 4, “LXEM" 15 M, “HA
ERBbhv" 84, “FEL LW 3HITHY, “E

BHTHRA” KXV “BR” 2E5becEHARX WTF,. &
F®) 1% 74.3% Thotco —F, L-CEX P2 103 4]
th “EDTHA” 62 §l, “HA” 26 4, “°PHFMA" 10
B, “BREEBbi 56THY, FEKIL 85.4%
ThHolco MBHICERZIEDbhith o1,

4) BABHRHUE

BRIk Ry, & ER ABZ - SR EIEE, B
M, KB A0HE SHHXE ABOAE, HERBRE
7%, RERHNER, H50H REESIUERET
R LiciEE% Tablel10 LR L,

WTFhORFCR\WTh, AT-2266 B¢ L-CEX #
LOMBEREEZIZD LI o7,

5) E¥fi B A& RBEE

£ B B B EEY KT LI KEL Tablell
TR Lo H%Ei23 H BT, AT-2266 # 61.4% (51/
83), L-CEX ¥ 59.2% (45/76), THE T  th £ h
75.0% (75/100), 77.0% (77/100), 10 H HCREh %
h 79.2% (80/100), 83.3% (85/102), 14 H B Tixth
Zhn 87.1% (88/101), 85.4% (88/103), THH, ¥
RATRMCHEEZIZD bhith ol

KRBT 25 L, Tablel2 @Rd X5 FAHFD
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Table 6 Distribution of disease
AT-2266 L-CEX Statistion]
analysis
1st Folliculitis 17 13
group Acno pustulosa 9 12 NS.
Subtotal 26 25
ond Furuncle 13 14
rou Furunculosis 1 8
group Carbuncle 1 3 NS.
Subtotal 18 25
3d Impetigo contaginosa 0 0
group Eczema impetiginosu 6 4 N.S.
Subtotal 6 4
Phlegmon 3 6
4th Erysipelas 3 2
group Superficial lymphangitis 3 1 N.S.
Thrombophlebitis 1 2
Subtotal 10 10
Abscess 3 2
5th Acne conglobata 3 2
rou Hidradenitis suppurativa 0 2
group Inflammatory atheroma 20 14 NS.
Perifolliculitis 0 1
Subtotal 26 21
burn 1 4
Secondary infectious tum‘m A 6 7
6th surgical operation 4 4
. ulcer e
group radiation 2 0 N.S.
others 2 1
Decubitus 0 2
Subtotal 15 18
Total 101 103
Table 7 Clinical effect
Clinical effect Effective rate(%) Statistical amalysis
Fisuer
Drug Total x
|| HF]+ O] x |xx - | 24| =+ Wmcoml_'_z*z_'_
AT-2266 | 50 | 22 | 16 6 5 1 1 101 49.5]|71.3] 87.1 NS. Ns. | Ns. | Ns.
L-CEX 50 | 26 | 12 8 5 2 103 + +148.5( 73.8| 85.4 L

—Hf: Cured, 4 : Remarkably improved, 4 : Moderately improved, + : Slightly improved,

O : Unchanged, X : Aggravated, X X : Remarkably aggravated.

146 B X4 ®iz AT-2266 ¥ 77. 8% (14/18), L-CEX SEREINOH - RFTEOJWEY Table13 KR
B 1009 (25/25) T b, Fisues RBC#\ T L-CEX Lo BIRKCKS Bk 3 HHO WKL AT
EAERC (P<0.05) MhT\io FOMOKBRIC 2266 B 28.6% (4/14), L-CEX I 0% (012D THh
DTk, ARECERZRBDLIRAED 270 AT-2266 BE2HEIC (P<0.05) Sh Tl io £0H0

6) FHEHBIE « MR ROSHE

B EFRECoLTE, REMCHERZIRD pHhix
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Table 8 Overall safety rating
No adverse | Administration | Treatments | Administration Incidence of Statistical
Drug ; p . . : Total adverse atistica
reaction continued required discontinued reaction(%) analysis
AT-2266 102 3 1 7 113 9.7 NS
L-CEX 105 1 4° 110 4.5 -
* Including one case with discontinuation due to ‘abnormal laboratory findings
Table 9 Global utility rating
Global utility rating Utility rate(%) Statistical analysis
Drug Total x?% FisHer
H# 4+ + (e} X H# 2+ WiLcoxon
# =t
AT-2266 55 20 15 8 3 54.5 74.3
.S. .S. N.S.
L-CEX 62 26 10 5 60,2 85.4 N.§ NS

4 : Remarkably useful, 4 : Moderately useful, + : Fairly useful, O : Not useful,

hotie

) MEFRRE

BEBEAT BREE LT SRS 157 dhoxd
% AT-2266 > CEX @ MIC (#8EEi# 108 cells/ml) 4
#i%x Fig.2 IWR Lo AT-2266 H¥ 51D AT-2266
MIC 4%+ L-CEX #4580 AT-2266 » MIC 445,
#$10 L-CEX #5 8 CEX © MIC &+ #i & AT-
2266 ¥ 52D CEX 0 MIC L ORI EREEIED
Y (373 0% o

RICHMBED Bhr 7= S. aureus k. S. epidermidis
x5 AT-2266 3 XUt CEX o MIC ##i% Fig.3,
4 ’RLT,

S. aureus %3+ % MIC © ¥ — 7 (3 AT-2266 »%
0.78 ug/ml TH - F=Dieif L, CEX i3 3.13 pg/ml TH
b, AT-2266 DHt 2 BHEWh T\ ioo %70 S. epidermi-
dis k3% MIC © v — 72 AT-2266 A% 0.39 pg/ml
TholD iz %t L CEX % 1.56 pug/ml THbH, AT-
2266 DA 2 WEN TV oo

¥h, HEEMBELEIRE Ih: 142 ] (AT-
2266 B 75 4, L-CEX B 67 ) ie o\ COME¥H
#B% Tableld iITRLo

MBS RL R 5 L 18 7= 105 I (AT-2266 7 57
fl. L-CEX 2 48 fl) ToOiE({LIRiz, AT-2266 7
73.7% (42/57), L-CEX Tf 85.4% (41/48) TH b, @
HMCERZIBED bhitd o Tco

8) EifeA

R&MIEIER 223 FO 55 15 i L bh-EIfEA
¥ Table15 Ic—9gL =5 AT-2266 Bhi% 113 G 11 4
FEERSRB L. £DOAEIL, HRER 68 (Bl

X : Undesirable

24, BEEMARE24, FH14, TH1I4), RE2
#, FoMa4tk (FEROLGh 14, WA 14, EEL
#, EANRE—ETE14) OF 12 Choteo —FH,
L-CEX F¥i3 110 fich 4 U EIfEARER LI £D A
&ir, BRERSH (Bo24, BH14, FHFNERL
#, BRI, RE14, Tofl 14 (O O
TH#THoto

9 BRKE

ERREYEBLIEAD 5 b, 5L HREELR
L7-fEMI% Table 16 =iz L1,

AT-2266 BT, HRMRE, ~Es/wEy, ~< b7
Yy FOMIMLI 1A, FEBEROMMLI16, 3206
1z, L-CEX #Tit, S-GOT, S-GPT o ERL* 14
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Table 10-1 Stratified analysis by characteristios (Clinical effsct)
Clinical effeoct Effective rate (%) Statistical anslysis
Items Drug Total 23, Fisuge
#i#|H|+]0 X X # | a# | 34 | Witcoxon -
# a4 a2+
AT-2266| 32 | 14| 0 | 3| 3 1| 63 | s0.8] 73.0]°s7.3
S Male | cex [26|1s|7[5]4 67 | 4s.6| ca.4| so.7| N5 |NS[NEINs,
oxX
AT-2266| 18| 8| 7| 3| 2 38 47.4| 68.4| 86.8
Female L-ceX | 2¢| 13| 5 3 1 % 52.2| 80.4| 91.3 N.S. [NS.INS.|INS.
AT-2266| & 1|6 1 1 1 27.3) 54.5| 81.8
16~19 L-CEX 6| 213 1 1 13 w.2] 61.5! 8.6 N.S. |NS.INS.INS.
AT-2266( 13| 6| 4 2 2 27 48.1| 70.4| 8.2
2~ "ol ol 7l s s |4 2 | 3| s3] szs| NS |NS NSNS,
AT-2266( 15| 5| 3 1 U | 62.5| 83.3] 9.8
~ 39 . 9. LS. | N.S. 3
30=391 ) cex |13 6] 23 | s6.5| s2.6]100 | N5 [N NSNS
AT-2266 | 4 2] 3 1 1 11 36,4 S4.5| 81.8
. TIETCY Dol g el I o | ssisl 78l sse| NS [NS|Ns|xs
Re
AT-2266| 8 2|1 1 1 14 57.1| 71.4| 78.6
so~s9 | "o | S| 5l 0 | s00l sool so0| N5 Ms[nsxs.
N AT-2266| 4 3 1 8 50.0| 87.5| 87.5 i
so~69 | " 20 ol X 1 | sesl sl soo| N5 [Ns[Ns|xs
AT-2266| 3 3 6 50.0 | 100 100
70~ .S. |N.S.|NS.|NS.
0T cEx | 4] 2 6 | 66.7]100 |100 N.S. |N.S.INS.NS
AT-2266 0 - - -
80~83 1) cex | 2 2 (100 [100 |100 -
Table 10-2 Stratified analysis by characteristics (Clinical effect)
Clinical effect Effective rate (%) Statistical analysis
Items Drug wlwlel+lo Total " + x%, Fisuer
X X S+ | &
Wircoxon| ¥ | 2#| 2+
Inpati- | AT-2266| 3 1 3 1 8 37.5| 50.0] 50.0
.S. .S.| NS N.S.
ents L-CEX 31 1| 2]1 7 | 429} 57.1] 8.7 ns N.S
In-Out | Outpat- | AT-2266| 47 | 21| 16| 3 | 3 1| s [staf mefersf oo | oliolys
patients | ients | L-CEX | 47|25 10| 7 | 5 % | 49.0| 75.0| 85.4
Inpati- | AT-2266 1 1
ent— N B
Outpat- | L-CEX 0 - - -
ient
AT-2266| 6| 6] 3| 2| 1 19 | 31.6 | 63.2| 78.9 .
%.S. N.S.| N.S.|N.S.
Sever 1 cex | 3| 6| 4|32 18 | 167 s0.0f 722 N3
Severi- | Moder- | AT-2266| 30 [ 14 [ 10| 3 | 3 1] &1 |40z 72 ss| 0 | liolys
ty ate L-CEX | 36 | 20 8| 3 3 72 50.0 | 77.8| 88.9
wia | AT-2268[ 14| 2| 311 2 (667 76.2) 05| o |y olxs|ns.
L-CEX | 11 2 13 84.6| 84.6| 84.6
Within | AT-2266 | 27 7 5 1 40 67.5| 85.0| 97.5 NSS. NS NS Ns.
3days L-CEX | 15| 5 3 1 25 60.0 | 80.0] 92.0
4~7 AT-2266 | 13 4 41 2 1 24 54.2 | 70.8| 87.5 NSS. N.S.| N.s.| NS,
days L-CEX | 21 5 4| 3 33 63.6 | 78.8] 90.9
Days
afer |2 | AT266) 4 7 111364110 110 1 yg  |NS.[NS|NS.
weeks L-CEX 71 7 4 1 19 | 36.8| 73.7| 9%4.7
onset —
~1 AT-2266| 2 3 3( 2 1 11 18.2 | 45.5| 72.7 NS. N.S.| N.s.[NS.
month L-CEX 4 3 1| 2 1 12 33.3 | 58.3| 66.7 I
~6 AT-2266| 4] 1| 2| 1|1 10 [40.0] 50.0[ 70.0f o |ys|ns|ns.
months | L-CEX 3 3 .2 8 37.5] 75.0| 75.0 |
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Table 10-3 Stratified analysis by characteristics (Clinical effect)
Clinical effect Effective rate (%) Statistical analysis
" Items Drug ! Total x?, FisHer
#HiH{H+|[+]0 X X # | 24 | =4 [ Wicoxon
# | 24| =4
~1 AT-2266 1 1 100
year | L-CEX ) . w0 oo | NS |NS. NSNS,
More i
oy | AT-2266 112 4 2.0 !
an L-CEX 2 1] 2 5 40.0] 40.0 N.S. [N.S.[N.S.[N.S
[ year '
1st AT-2266| 15| 1| 6| 1| 3 26 | 57.7 | 61.5| 84.6
group L-CEX |10| 5] 31 3| 3 25 | 40.0 | 60.0] 72.0 N.S. N.S.|N.S.|N.S.
2nd AT-2266| 8| 6| 3 18 | 44.4 | 77.8| 94.4
J
group L-CEX 16 8 1 25 64.0 96.0 | 100 N.S. "N.S. N.S.|N.S.
3rd AT-2266 | ¢ 171 6 66.7 | 66.7| 83.3 .
Tfype‘ grow | L-CEX | 2| 2 ¢ Lsoolio |10 | NS [NS|NS|Ns.
0.
. 4th AT-2266 | 8 1 1 10 80.0 | 90.0| 90.0
disease
group |L-CEX | 7| 1| 2 10 | 70.0 | 80.0] 100 N.S. NSNS IN.S.
Sth AT-2266 | 8| 12 4| 2 26 30.8| 76.9| 92.3
group |L-CEX | 9| 51 3| 2| 2 21 |42.9| 66.7| 81.0 NS | NSNS N.S.
6th AT-2266 | 7 2 212 1 1 15 46.7 | 60.0] 73.3
J
group L-CEX 6 5 3|3 18 33.3 | 61.1| 77.8]. N.S. N.S.|N.S.| N.S.
AT-2266| 33 | 18|11 | 3 3 1 69 47.8 | 73.9| 89.9
N. .S.| N.S.|N.S.
Compli- No L-CEX |32]|19| 9|6 |3 70 |45.7 | 72.9| 85.7 S. | NSNS, NS
cation AT-2266 | 17 4 51 3 2 32 53.1 | 65.6| 81.2
N.S. .S.| N.S.|N.S.
Yes o i cEx |18| 7| 3|22 33 [54.5| 75.8| 84.8 SN
Table 10-4 Stratified analysis by characteristice (Clinical effect)
Clinical effect Effective rate (%) Statistical analysis
Items Drug Total X2, FisHER
wWlH|l#H]+]|o X X #H | =4 | =24 | WiLcoxon -
H | =t |z+
- 7.9 . .
Other | , |AT-2266[35(17 125 |3 73 |4 e
drugs L-CEX |34 |20| 9|4 ]2 70 | 48.6 | 77.1| 90.0
com- AT-2266 | 15 5 4 1 2 1 28 53.6 | 71.4 | 85.7
. N.S. N.S.| N.S.| N.S.
bined | Y ) cpx 16| 6| 3|43 33 | 48.5|66.7 | 75.8
No AT-2266| 37 | 10| 12| 6 5 1 71 52.1 | 66.2 | 83.1 N.S. Ns. | Ns. | ns.
Surgi- L-CEX 38 | 16 8| 7 3 73 52.1 | 74.0 | 8.9
cal AT-2266 7 1 1 9 77.8 | 88.9 | 100
N.S. N.S. [ N.S.|N.S.
treat- [P0 L cEx | 7| 4| 1 1 13 | 53.8|84.6| 92.3
ment — . .0 | 95.
Incision AT-2266| 6 | 11 3 21 | 28.6 | 81.0 2 N.S N.S.| N.S.|N.S.
) L-CEX 5 6 3 1 1 17 29.4 | 64.7 | 82.4
Status | Remark- 5.0 93.7
of ably [AT-2266(10 | 2| 3 16 :(2”5) 62'7 7| NS [NS|NS|NS.
disease :E%lr:g L-CEX 6 2 3 1 12 . . .
at the
begin- Aggra- | AT-2266| 29 [ 16 | 12 | 3 3 1 64 45.3 1 70.3 | 89.1 NS ns. | ns [ ns.
ning of vating L-CEX 34|16 6| 4 1 63 54.0 | 79.4 | 88.9
treat. |Station- | AT-2266 | 11| 4| 1| 3 | 2 21 | 5421704 | 6.2 oINS |NS.|NS.
ment ary L-CEX | 10 8 3| 4 3 28 35.7 | 64.3 | 75.0
Antibi- _ . .
'_" No |AT2266|46|19 |14 4 2 1| 8 |83.5]7.6| 919 o |uclns|ns.
otics LCEX |47 |25|10| 2 |5 90 |52.2|80.0]| 91.1
before 46.7 | 60.0
weat- | yes |AT2266| 4| 3| 2(2|3 15 | 26.7 | 46. o s |nslnsIns.
- L-CEX 3 1 216 13 23.1 | 30.8 | 46.2
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Table 10-8 Stratified anslysjas by characteristics (Clinical effect)
Clinioal effect Effective rate (%) Statistics] anslysfs
Items Drug Total 22 F
wl#Hl#]+]0 X X # | & [ 34 | Wiccoxow r—
# | a#| 24
Within | AT-2266| 5| 1 6 | 83.3[100 |100
aya L-CEX 2| 1 3 |6.7(10 |100 N.8. |N.S.|INS.INS.
5~8 AT-2266| 23 | 5| 3 2 1 35 | 65.7 | 80.0| 88.6
Du- days L-CEX |20 | 6| 3 [1 29 | 69.0 | 86.2] 96.6 N.5. |NS.|NS. N3
raon o [AT2268| 9] 4| 2 | 1 16 | s6.2| s1.2[ 3.7
admin- ’ ’ ’ LS. .8.|N.
o |daye |L-cEX |12] 2 2 17 706 s2.4| s2.4] NS [NE|NS NS,
tion 12~13 |AT-2286| 1| 1| 3|1 6 |16.7] 33.3| 8.3
days [L-CEX | 3| 8| 1[4 17 | 17.6] ea.7| 20.6[ NS NS NSNS
14 AT-2266| 12 | 11| 8 | 4 3 38 | 31.3| 60.5| 81.6
days L-CEX |13|10( 8| 3| 3 37 | 35.1| 62.2 83.8 NS§. [N.5.INS.NS.
Follic- | AT-2266 | 12 11 2 2 17 70.6 | 76.5] 88.2
ulitis |L-CEX | 9| 2] 1|1 13 | 69.2| 84.6] 92.3 N§. [N.S.INS.INS.
Acne AT-2266| 3 4 1 1 9 33.3| 33.3] 77.8
pustulosa| L-CEX | 1| 3| 2| 2| 3 12 8.3 33.3| 50.0 NS. |NS.INS.INS.
. AT-2266| 8| 3| 2 13 | 61.5| 84.6| 100 .
DIAF- Furuncld L-CEX ol o] 1 1 |63l e2.9]100 N.S. |N.S.|NS.|N.S.
nosis
Inflam-
AT-2266| 7| 10| 2 1 20 35.0| 85.0] 95.0
meerY Iy cex | 8| 2| 2|1 |1 W | 5.1 | 7| ss7| NSNS NSNS
atheroma
AT-2266 | 20 8] 6 4 2 1 42 47.6 | 66.7] 81.0 . -
Other 1, cEx 2315|641 50 | 46.0 | 76.0] ss.o| NS NS NSNS
Table 10-6 Stratified analysis by characteristics (Clinical effect)
Clinical effect Effective rate (%) Statistical analysis
Items Drug wlwl+l+lo Total # | 28| 24w x?, Fiser
XX ILCOXON
# | 28|24+
AT-2266 | 24 6] 4 2 37 64.9| 81.1] 91.9
. .S. | N.S.|N.S.|NS.
Saureusd | cex [ 19| 14| 4 7 | s14] 92|10 | NS
S.epid- | AT-2266 | 10 8|5 2 1 26 38.5| 69.2]| 88.5 NS. ns.|ns.|ns.
ermidis | L-CEX 8 21 2 1 3 16 50.0] 62.5]| 75.0
AT-2266| 2 2 |100 100 |100
X .S. .S.| N.S.| N.S.
Pacnes || cex 1 1 3 13| 3] VSN
S.aureus] AT-2266| 1 1 1 3 33.3| 66.7| 66.7 NS. n.s. | N.s.|NS.
4+ Other | L-CEX 1 1|1 3 33.3| 66.7]100
S.epid-
. | AT-2266] 1 1 2 50.0] 50.0| S0.0 . .
Organ- | ermidis L-CEX 1 1 100|100 N.S. |N.S.|NS.|NS.
isms +Other
Other
monomi-
_ . .3
crobial AT-2266 ! z 3 33.3) 33 N.S. |N.S.|N.S.|NS.
. ' L-CEX 1 1] 2 1 5 20.0{ 40.0| 80.0
infec-
tion '
Other
polymi - .
crobial | AT 22 2 2 100|100 N.S. [N.S.[N.S.|N.S.
< . —|L-CEX 1 1 2 50.0| 50.0
infec-
tion
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Table 11 Global improvement rating

Global improvement rating Effective rate (%) Statistical analysis
Evaluation Drug Total|Unk ;
otal {Unknown x%, FisHer
day ##|H+]+] O x[xx # | 24 | 24 | WiLcoxon
# | =4 =4
AT-2266| 6| 15| 30 (18| 12| 2 83 18 7.2125.3|61.4
rd da; : :
sdday | eov | olialze 20| 81 3 | 27 | 26l276ls00| NS |NS|NS|NS.
AT-2266 | 27 | 25 | 23 | 12 91 3 1 100 1 27.0|52.0| 75.0
th da. :
Thday |1 ceEx [22|30|25|16| 5|2 00| 3 |220|sz0[7o| VS |NSNSINS.
AT-2266| 36 | 28 | 16 | 10 71 3 1 101 35.6 | 63.4{ 79.2
10th da; .
Y IL-CEX |34 |28|23|12| 3] 2 we| 1 |33leos|sza| NS |NS[NS|NS.
AT-2266 | 49 | 23 | 16 6 511 1 101 48.5(71.3] 87.1
14th d
Y | L-cex |51]27| 10| 8| 5] 2 103 05|77 gsa| NS [NS|NS|NS.
Table 12-1 Global improvement rating classified by type of disease
Global improvement rating Effective rate (%) Statistical analysis
Evaluation
Group Drug Total [Unknown x?, FisHER
day #H |4+ +]0 | x[xx M | =4 | =4 [Wicoxon
# | =4 =+
AT-2266| 3 3|6 2 5 1 20 6 15.0 | 30.0] 60.0
Srdday) ) cex | 1| afs|3]z2 15 | 10 | 6.7]33.3| 67| NS NS NSNS
" AT-22661 10 11614 5 26 38.5 | 42.3| 65.4
th da; N.S. N.S.|N.S.[N.S.
1st 4 y L-CEX 5 6|5 7 1 1 25 20.0 | 44.0( 64.0 NS
group AT-2266 | 12 51441 26 46.2 | 46.2| 65.4
.S.  |N.S.|N.S.|N.S.
0thday | cex | 8| 4|62/ 25 2.0 4s.0| 72.0] N S
AT-2266] 15 11613 26 57.7 | 61.5| 84.6
N.S. N.S.{N.S.|N.S.
14th day L-CEX 10| 5| 3 3 3 1 25 40.0 | 60.0( 72.0
i AT-2266| 2 6|4 2 14 4 14.3 | 14.3] 57.1
N.S. N.S.|N.S.|N.S.
Seddayl) cpx 694 2 21 4 28.6| 71.4
- . .7 3.3
7th day AT-2266| 5| 73 |2 ! 18 27.8 | 66 8 N.S. |N.S.|N.S.|N.S.
2nd L-CEX 7112 5 1 25 28.0| 76.0| 96.0
group - . .2| 83.
10th day AT-2266| 7 61212 1 18 38.9 | 72 3 N.S. N.S.|{N.S.|N.S.
L-CEX |11 |12 | 2 25 44.0 | 90.0(100
- i 7.8| 9. *
14th day AT-2266) 8| 6} 3 1 18 44.41 778 4 N.S. [N.S.|(Fi- |N.S.
L-CEX 16| 9 25 64.0 [100 |100 sher)
AT-2266 213 1 6 33.3| 83.3
N.S. N.S.[N.S.|N.S.
Srdday|) cEx 1|2 3 1 33.3
AT-2266( 1| 3 1 1 6 16.7 | 66.7| 66.7
N.S. N.S.|N.S.|N.S.
3d | TR cEx 3|1 4 75.0
group - 7| 66.7
10th day | AT2266| 1) 3 ! 1 6 16.71 66.7| 86.7 5 |ns.[N.S.|NS.
L-CEX 1 1 2 4 25.0 | 50.0{100
- . .71 83.
14th day AT-2266| 3| 11 1 6 50.0) €6 83.3 N.S. |N.S.|N.S.|N.S.
L-CEX 1] 3 4 25.0 | 100 100
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Table 12 2 Global improvement rating classified by type of disesse

OCT. 1984

4 : Resulved, + : Improved, O : Unchanged, X . Aggravated

Global improvement rating Effactive rate (%) Statistical mw:“
Evaluation .
Group Drug Total |Unk 3 F, L
dy || 1]o]x]«x B 2| 24 | Wicoron—are
. W 28]t
AT 2260 5| 1|3 9] 1 5.6 66.7
i DR o 32 9| 1 “4|mg| N8 [NSINSINS.
AT 2266] 3 | 8 2 10 2.0] 0.0 0.0
? 8. |N8.|Ns.
an | Ccex | o] 8] s 10 «0.0[70.0(|100 | N5 [NS|NS|NS
roup AT 2266 6 | 3 1 10 6.0 9.0] 9.0
0 .S, LS.|N.
1h duy )y cex |8 | 3| 2 10 50.0| m0.0 |10 | N5 [NS{NEINS.
AT 2288] 8 | 1 1 10 #.0][9.0] 0.0
th .8, .8.{N.S.IN.S.
Whdw) Ceex [ s | 1| 10 ©0.0[%.0]10 | M8 [NSINSINS
) AT 2266 AR 0 | o 15.0] 6.0 -
Addyl x| | 2] 2|7 2] 8| & | 67|20 2a N5 [NS|NSINS.
AT 2266] 8 | 7| |1 |21 25| 1 |12.0[«.0]so0
an 7MY ek [ s ] 8| 4] 0| 2 w | 3 167 esr| N |NSIKS|NS.
Kroup AT 2206 6 | 13| 6] 1 | 1 2 19.2]69.2] 24
10th d LS. .S. .{N.S.
hdwyl Ccex s | 8| 5|4 2| 1 |250]s0.0] 750 N5 [NS|NSINS
AT 2266| 8 | 12 412 26 30.8|7%.9]| 923
1 8. |vs.txs|ns.
hdayi ) cux | o] sf 3] 2|2 21 w2.9|66.7| sof N8 [V NSNS
AT 2266 1| 2| 4|3 3|1 w | 1 [ ra]ara] 00 N
sdday || ozl e a1l sl N5 [NS|vs|Ns.
AT-2266] 5 | 2| 3| 2] 2 B 33.3[46.7 | 66.7
Tth d ? NS, |V.S.NS.[NS.
en | I L cEx (3] 4] s|af2 8 16.7| 389 e.7] 5 [V |NSNS.
&ruup AT 2266] 5 | 3] 3] 2 | 1 1| 15 n.3]s3.3] 733
10:h d . |xs.xs.|ns.
PEYILcex | 4] 3] 6]« 1 18 22| 19| 72.2] N5 |NS NSNS
AT-2266| 7 | 2| 2| 2| 1 1| s 46.7]60.0] 73.3
L4tk
thdayly cex | 7] 4| 3]s 1 18 39| 61| | NS NSNS NS
Table 13 1 Efficacy on symptom in each growp
"1st group)
Efficacy Effective rate (%)|  Statistical analysis
Evaluation
Symptoms Drug Total Unknown x*. Fisex
day +|+]0] x + | 2+ | Wicoxox —
+ | 2+
AT- 2266 3 6| 8 1 18 5 16.7 | 50.0
3 .S. | NS. | NS.
ddy | cex | 3| 48 15 0 |200|467] NS
AT-2266 | 9| 7] 7 2 2.1 69.6 .
.s. | xs.| s
Mhyy | cex | 7]10] 8 25 w0|eso| V5 |NS
Papule T
2266 | 10| 6| 7 23 43.5 | 69.6
' xs. | Ns.|ns.
lothday: |} cex [nl os 2 uo|mo| S
AT-2266 | 13| 6| 4 2 56.5 | 82.6
NS, | NS Ns.
Wthday | cEx |10]{n]4 2 40.0 | 81.0 S
AT-2266 | 6| 7|3 (2| 18 6 |33 72 .
Ns. | ks |Ks.
ddday | ) cex | 6| 7] 2 15 10 |ewol|esr| VS
AT-2266 | 12| 7] 5 2 50.0 | 79. .
NS, | NS | NS
Thiey | cex |z{ula|1]| s 8.0 | 92.0
Pustule T238
AT- 12] 65 1] 2 50.0 | 75.0 NN
Oth da xs. | xS | NS
lohdy ) cEx |18]0|1 |1 ]| 2 52.0 | 92.0
AT-2266 | 15| 4 5 24 62.5 | 79.2 .
s. | NS | NS
Whday | cex |6| s|3]1]| = so0|so| NS
AT-2266 5 4 8 17 6 29.4 | 52.9
3rd NS. | Ns.|Ns.
ddy | cex | 2| 75 14 9 14.3 | 62.3
Thaey | ATZ8 | 9f 5[0 23 wifes] o [xs |ns
Indura- L-CEX |10]| 8|5 23 43.5 | 78.3
tion AT-2266 [ 12| 3| 7|1 23 52.2 | 65.2 .
NS. | Ns.| NS
ohdsy | cex |12 s|s|1]| 2 52.2 | 73.9
AT-2266 | 14| 6] 2| 1| 23 60.9 | 87.0| . NN
N.S. N.S. | NS
Whday | cex |1a3| s|a|1]| 2 56.5 | 8.3
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Table 13-2 Efficacy on symptom in each group

(2nd group)
Efficacy Effective rate (%) Statistical analysis
Sympts Evaluation Drug Total | Unk -
ymptoms ota nown X5 ISHER
day +|+]0 4+ | 2+ | WiLcoxon
+ =+
AT-2266 | 8| 3| 2 14 3 57.1 | 78.6
3rdd - ,
Yl Lcex |10 8 20 + lsoolega| NS | NS |Ns.
AT-2266 (13| 3| 1 17 76.5 | 9.1
Tth day .S. .S. .S.
Spontane- ‘ L-CEX |19 4 24 79.2 [ o5.8 | NS | NSNS
ouspain AT-2266 14| 2| 1 17 82.4 | 9%.1
10th d : . s. | N.s.
| L-cEx |21 2 23 1 0.3 | 100 | NS | NSNS
AT-2266 | 15| 1| 1 17 88.2 | 94.1
14th d S. .S | N.s.
A&y | 1-cEx |23 23 1 100 | 100 | NS | NSNS
AT-2266 | 4| 7| 2 14 3 28.6 | 78.6
3rdd N. s. | N.s.
oV LcEx | 3|14 2 21 4 14.3 | s10| NS | NSNS
AT-2266 | 10| 6| 1 17 58.8 | 94.1
7th d N.S. .S. .S.
Tender- eyl pcex [13|nl1 25 52.0 | g6.0 | S | NSNS
ness AT-2266 | 11| 5| 1 17 64.7 | 94.1
10th d S. s. | N.S.
| L-cex |18] 7 25 72.0 | 100 | NS | NSNS
AT-2266 | 15| 1| 1 17 88.2 | 94.1
14th d .S, 5. | N.S.
e | 1-cEX |23] 2 25 0.0 100 | WS | NSNS
AT-2266 | 2| 8] 3 14 4 14.3 | 71.4
3rdd NS. | N.s. | NS
¥ | L-cex | 1]|15] 3 21 4 4.8 76.2 S S| NS
AT-2266 | 6| 9| 3 18 33.3 | 83.3
7 N.S. | N.S. | N.S.
thday 1) cex | 9|15 1 25 36.0 | 96.0 !
Redness T2%6
AT-2266 | 7| 8] 3 18 38.9 | 83.3
1 NS. | N.S. | NS
Othday |} cEx |14]10] 1 25 56.0 | 96.0
AT-2266 | 8| 9| 1 18 44.4 | 94.4
NS. | NS. | NS
Mthday |\ cex 16| 8| 1 25 64.0 | 96.0 :
AT-2266 6| 3 14 4 28.6 | 71.4
NS. | Ns.| NS,
Srdday || cEx 13 2 21 4 14.3| 76.2| °
AT-2266 | 10| 7| 1 18 55.6 | 94.4
NS. | N.S. | N.S.
Tthday | cEx | 9|13] 2 25 36.0 | 88.0 |
Swelling p
AT-2266 | 11| 6| 1 18 1.1 | 94.4
N.S. | N.S. | NS,
0thday |} cex |12|12] 1 25 48.0 | 9.0| °
AT-2266 | 14| 3| 1 18 77.8 | 94.4 .
N.S. | N.S. | N.S.
Mthday | cex |19 5|1 25 76.0 | 96.0 |
AT-2266 | 4| 7| 3 14 4 28.6 | 78.6 ]
N.S. | N.S. | N.S.
Sdday | cEx 14| 6 21 4 66.7
nhday | AT | 8| 713 18 a4 (83 o | o | s
Indurs- L-CEX | 5|15/ 4 25 20.0 | 80.0
tion . .4 | 88.9
l0th day | AT2266 | 8) 8] 2 18 4.4 N.S. | NS.| N.S.
L-CEX |10|12] 3 25 40.0 | 88.0
AT-2266 | 8| 9| 1 18 44.4 | 94.4
14th day NS. | N.S. | N.s.
L-CEX |12|11] 2 25 48.0 | 92.0
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Table 13-8 Efficacy on symptom in each group
(3rd group)
Efficacy Effective rea (%)|  Statiatical analyeis
Evaluation T - —_—
Symptoms Drug Total | Unknown 1
day +(+|© ' ¥ | 2+ | Wicoron jo—
+ |24
AT2266 | 1 1 2 50.0 | 50.0 ; T
Srddy || cex 2 2 1 100 | NS [ NSNS
AT-2266 | 1 1 2 50.0 | 50.0
7th day L-CEX 1| 2 3 3.3 100 N.S. NS. J};\s?
Bulla AT-2266 | 1 1 2 50.0 | 50.0 T
-2 . g Beie
10th day L-CEX 3 3 100 | 100 N.S. N.S. | NS.
AT-2266 | 1 1 2 50.0 | 50.0
Whdey | b | g 3 0 | 100 | M8 | NS xS
AT-2266 | 2 | 2|1 5 40.0 | 80.0
Srdday | ooy 3 2 . 0o | NS | NSNS
AT-2266 | 4 1 5 80.0 | 80.0
7th day L-CEX 1 3 ‘ 25.0 | 100 N.S. N.S. N.S.y
Erosion AT-2266 1 5 80.0 | 80.0
- 4 ) .
10th day L-CEX 4 4 100 100 N.S. N.S. | NS.
AT-2266 | 4 1 5 80.0 | 80.0
14th day L-CEX ‘ 4 100 100 N.S. N.S. | NS.
AT-2266 2| 4 6 8.3
.S. | NS. | NS.
Sdday | CcEX 3 3 1 w | N
AT2266 | 1| 2] 3 6 16.7 | 50.0
NS. | NS.|Ns.
aud Thdy | CcEX 3|1 4 75.0
AT2266 | 1| 3| 2 6 16.7 | 66.7
s. | NS.|NS.
10th dsy | ) _cpx 4 ‘ wo | NS
AT-2266 | 3| 2|1 6 50.0 | 8.3
S. | NS.|NS.
Wthday || ey 4 4 wo | NS
AT2266 | 1|11 3 3.3 | 66.7
NS. | NS NS
Sdday | cex |12 3 1 33.3] 100
AT2266 | 2 | 1 3 66.7 | 100
NS. | NS.|NS.
New Thwy | cEx | 2] 2 ‘ 50.0 | 100 .
eruption AT-2266 | 2 | 1 3 66.7 | 100
NS. | NS.|NS.
hday | pcex |30 4 75.0 | 100
AT2266 | 2 | 1 3 66.7 | 100
.S. | NS.| NS
Mhday | cex | 4 4 00 | w0 | N
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Table 13-4 Efficacy on symptom in each group
(4th group)
Efficacy Effective rate (%)| Statistical analysis
Svmpt Evaluation Drug Total Unk ;
ymptoms ota nknown , F1sHER
day +]+]|0O| x 4+ | &+ | Wircoxon Jf"_ -~
AT-2265 | 5 | 4 9 1 55.6 | 100
3rd d .
oy | cex |e | , . 7| 10| NS |NS.|Ns.
AT-2266 | 9 | 1 10 9.0 [ 100
7th da ) . .S. .S.
. .Spontane- Yl Lcex |7 |1 8 7.5 | 10| NS |NS NS
ouspain AT-2266 | 9 1 10 90.0 | 90.0
4 ) .
Wthdey | ) cex |71 8 7.5 | 10| NS |NS|NS.
AT-2266 | 9 1 10 90.0 | 90.0
uthdy | S . 00| 100 | NS | NS |Ns.
AT-2266 | 3 | 6 9 1 33.3 | 100
3rd d S. .S. | N.s.
® lL-cEX | 3|42 9 1 8.3|mg| WS |NS|NS
AT-2266 | 7 | 3 10 70.0 | 100
7th d S. .s. | N.s.
Tender- ney L Lcex |64 10 60.0 | 10| NS |NS- NS
ness AT-2265 | 7 | 2 1 10 70.0 [ 90.0 |
10th dayr L-CEX 713 10 70.0 100 N.S. N.S. | N.S.
AT-2266 | 8 | 1 1 10 80.0 | 90.0
uthdey | O] 1 0ol 10| NS NS [N
AT-2266 | 3 | 6 9 1 33.3| 100
3rd day L-CEX 9 9 1 100 N.S. N.S. | N.S.
AT-2266 | 6 | 4 10 60.0 | 100
Thdsy | 00 ” wol 10| NS |NS|Ns.
R A
AT-2266 | 7 [ 2 | 1 10 70.0 | 90.0
.s. |N.s.|N.s.
lothday |, ceEx |5]s 10 50.0| 10| N
AT-2266 | 8 | 1 | 1 10 80.0 | 90.0
N.S. |N.s.|N.s.
Mthdey | ) cex |8 |2 10 80.0 | 100
AT-2266 | 2 | 5 | 1 8 1 25.0 | 87.5
N.S. |N.s.|N.s.
Sdday | cex 2|5 |2 9 1 22.2 | 71.8
AT-2266 | 5 | 3 | 1 9 55.6 | 88.9
N.S. |N.s.|N.s.
N Tthday |y cex |6 |4 10 60.0 | 100
Smelling 9 66.7 | 88.9
AT-2266 | 6 | 2 | 1 . .
N.S. |N.s.|N.s.
W0thdey | cex | 7|3 10 70.0 | 100
AT-2266 | 6 | 2 | 1 9 66.7 | 88.9
: N.S. |N.s.|N.s.
Mthday | cex | 9|1 10 90.0 | 100
AT-2266 | 1 | 3 | 2 6 1 16.7 | 66.7
Srdday | cEx |22 |2 6 1 3.3 | 667 | NS | NSNS
AT-2266 | 5 | 1 | 1 7 71.4 | 85.7
7th day 28.6 | 85.7 N.S. N.S. | N.S.
Indura- . L-CEX 2 4 1 7 . .
tion 10th d AT-2266 | 5 | 2 7 na 87| Lol vs s
¥l L-cex |2 |41 7 28.6 | 85.7
14th d AT-2266 | 5 2 7 71'% 1.7 N.S. N.S. | N.S.
¥ | L-cEx |4 ]|z2|1 7 57.1 | 85.7
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Table 13-6 Efficacy on symptom in each group
(5th group)

Efficacy Effective raw (%)|  Statistical analysis
Evaluation " —
Symptoms Drug Total | Unknown 18
day +|+|O| X + | 3+ | Wircoxon X P
+ |2+
AT-2266 | 8| 4| 1 13 4 61.5 ] 92.3
Sddey | cEx | 5| 3|lz|1]| n s |as.s|727| NS |NE|Ns,
AT-2266 (12| 2| 1|1 ]| 18 1 75.0 | 87.5
Spontane. | "9 | L-cEx | 8| 1] 4 13 3 |ets|enz| N5 NSNS
ouspain AT-2266 [ 12| 4| 1 17 70.6 | 94.1
1othdey | ) cex [10] 1] 4 15 1 |es7|73a| NS |NS NS
AT-2266 | 14 | 3 17 82.4 | 100
Mehdey || cex |1s| 1] 2 16 s1.3|ers| NSNS (NS
AT-2266 | 5|10 4 19 6 26.3 | 78.9
3 . S. .
ddey | cex | 2| o) 2|1 14 5 13|me| NS |NS[NS
AT-2266 |12 7|4 [ 1] 2 1 50.0 | 79.2
Tender- Tthdey | cEx | 8| 5|3 16 3 |s00|s3| NS |NS (NS
ness AT-2266 (16| 6| 3 25 64.0 | 88.0
0 . S. .S, X
Wthday 1) cex (10| 6] 2 18 1 s5.6 | ss.9| NS NS (NS
AT-2266 | 19| 4| 2 25 76.0 | 92.0
Mehday |y cex [13] ] 2 19 6.4 |85 | NS [NSINS
AT-2266 | 2| 15| 3 20 6 10.0 | 85.0
Srdday | cex | 2| sls 15 6 13.3 ] e6.7| NS | NSNS
AT-2266 | 7| 14| 3 [ 1| 25 1 28.0 | 84.0
S. .| NS,
Tthdsy | cex | s|n| 2 18 3 278 |ss9| NS NS N
Redness AT-2266 | 9| 13| 4 26
- 34.6 | 84.6
0 .s. | Ns.|NS.
Wthday | ) cex | 6|12 2 20 1 %.0|%.0| ¥ [N
AT-2266 | 13 [ 11 | 2 26 50.0 | 92.3
s. | Ns.|NS
Wthday | ) cex [10] 8] 3 21 a6|ss7| NS
AT-2266 | 1| 14| 4 | 1| 20 5 5.0 | 75.0
s. | Ns.|NS.
Srdday | cex | 2| 7]s |1 15 6 13.3]60.0] NS N
AT-2266 |10 |10 3| 1| 2 1 4.7 8.3
7 .s. | NS | NS
thdey | cex | 4|n|s 18 3 22|s3| NS
Swelling AT-2266 | 14 0
- 9| 2 25 56.0 | 92.
0 s. | NS |NS.
Wthday | cex | 6]12] 2 20 1 20|90 VS
AT-2266 | 18 | 7 25 72.0 | 100
.s. | N.s.|NS.
Wthday | cex |13] 5| 3 21 6.9 |8s.7| NS
AT-2266 | 2| 13| 4 19 5 10.5 | 78.9
N.S. |N.S.|NS.
Srdday | cex | 1| 7|6 |1 15 6 6.7 | 53.3
ey | AT2266 | 6|11 6 23 1 261]7.9( oo [ys|ns
Indura- L-CEX | 3|1/ 4 18 3 16.6 | 77.8
tion —
Joh aay | AT-2266 | 6[15] 3 24 5.0 875 Lo |ns|ns
L-CEX | 6|13 20 1 30.0 | 85.0 L
AT-2266 | 7| 14| 3 2 29.2 | 87.5
N.S. N.S. | N.S.
Wthday | cex |10] 8] 3 21 47.6 | 85.7
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Table 13~6 Efficacy on symptom in each group

(6th group)
Efficacy Effective rate (%)| Statistical analysis
Symptoms Eva:luntion Drug Total Unknown %3, Fisuer
ay +|+|0 + | &4 | WiLcoxon ¥ =7
waw | ooz [T L5 | 3 [So[@e] e [ne s
eI RHARE s[5 s [ ns
I HRRAE sel2l we [ns]ws
we [T sel2T s v ws
3rd day :T;i:z;(ss 3 ; : ig ; %0.0 ;‘gg N.S. |N.S.[N.s.
M -1RRREE B
o [ e st s [vs e
14th day t:;z;{se g :: i i; :;: :;g N.S. |N.S.[N.S.
3rd day t:,z;;e ! : g :2 ; T ﬁ: N.S. |N.S.[N.s.
S IECRE R v
Wthday | 1-cex | 6|74 17 5.3 | 765| WS |[NS|NS
T EIREREE nilae s [ws[ws
v | R 1 [melee ws [as]ws

AT-2266 | 6| 1 | 3 11 54.5 | 63.6
Svetin 7th day i:ﬁf;;s ; » ; ii j;j jjj N.S. |N.S.|[N.s.
W0thday | ) cpx | 7]3 3 13 s3.8 769 WS (NSNS
14th day ﬁ:g{se 1? ; ;; 2‘112 giz N.S. |N.s.|N.s.
waw [z [T 0 | [Ee[] we [ns s
eI HHERE srlie] o s ns
et [ o aay | AT [T [T el o |y o s ns
l4th day éf;éz;és 2 : ; ig gzg :::g N.S. |N.s.|N.s.
IR
_ 42.9 | 71.4

g 7th day ffcgge. : ‘; : i; jj; ij N.S. |N.S.[N.s.
10th day 2?;;2;6 2 : ; 1: ol sal NSNS NS
14th day ’SE?}?S g : i i‘; :Zsla ;Zf N.S. |N.S.|N.S.
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Fig. 4 Sensitivity distribution of clinical isolates

Isolation frequency (%)

S. epidermidis (10%cells/ml)
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<0.1 . Statistical
Drug /\MIC| 15| load hsq o2 25| |ioo] | ™| analysis
1| Atz 17]10 1 28
AT-255 N.S.
11| e 10]5]2 17
| AT 2% 7[13] 3|31 1] 28
B N.S.
V| 2 [10 17

CEPTAHRIEHL LTHEE 2, 30 FyHLE
YBROARAERVHAR I 205557, SEIZDO—
MThs AT-2266 L AFEHCHEAIh, &L OHER
RO MBELLTBRIATWS €7 > LF vV N
(LCEX) to—EEREBRABRY Tk T =E0ES
EOWTRE L, AT-2266 O #HL5EIC O\WTiz1H
300 mg #b- & 600 mg H & wHB LA — 7 v RRD
KEWT 600mg HEBDOHAEHRNEL, EEIF
RRBRC £ otz E#ERLT1 H600mg (&
3) &l

SED AT-2266 D —EERHLERROBRICOWT
2, 3 OMEEML LS ERS,

BIBOERS, IBAKIEED Propionibacteriun ac-
nes L Staphylococcus epidermidis % T ERRXE L T5
KRBT, €Y FvarivBREHFD P. acnes T3t
%5 MIC 2B\ WY Tbtctt, SEORARTIE L-

CEX LRI EITED Lhigh olco P acnes %4y
BELERIC oW T H AETD B0 EERYED TR
EKHDEIZT D s -7 (Table 10), FHKI* ft€ T,

ZORCHT AR TIERYBRI I LRR
HLHEAN DD DIIHRSL DFIOBRTCEES R
TEILZATHHN, THRIIEANDEEANDRED
ML h SEIBOSW L EORBDOR AL BB D4
it

HABORF, X 57 LTt Fisuer RET 14 HHD
EEH AT-2266 CTA 4 EEDOKERX B, ki
BEOEREh o1,

HMBO BT L TIHEARY e, BERR
»HHEXT, TOBOERTIIEFOHRIIEDTRL
BbhdZ ENnBW,

BVEDOFE, BEBALLEOEKEL ILTEAED
Y AR SR IR A B 30 2 R B A RIRRALEE &



Table 14 Bacteriological response
Organism Drug | Eliminated | Replaced | Unchanged | Total | Unknown| Elimination rate (%)| Statistical amalysiy
AT-2266 24 5 29 8 82.8
S. aureus N.§.
L-CEX 26 1 27 10 96.3
AT-2266 14 6 20 6 70.0
S. epidermidis N.S.
[. CEX 12 2 14 2 85.7
AT-2266 2 2 100
P. acnes N.S.
I -CEX 1 1 2 1 50.0
S. aureus + AT-2266 1 1 2 1 50.0 NS
Other L-CEX 1 1 2 100 -
S. epidermidis + AT-2266 1 1 2 50.0 s
Other L-CEX 1 1 0
Other AT-2266 1 1 2 0
monomicrobial N.S.
infection L-CEX 1 1 2 3 50.0
Other AT-2266 1 1 1 (]
polymicrobial N.S.
infection L-CEX 1 1 1 0
AT-2266 42 15 57 18 73.7
Total N.S.
L-CEX 41 7 48 19 85.4
Table 15 Side effect
AT-2266 L-CEX
Symptoms No. of cases Symptoms No. of cases
Nausea 2 Nausea, Vomiting, Palpitation 1
Epigastric discomfort 2 Nausea, Stomachache 1
Stomachache 1 Abdominal pain 1
Diarrhea 1 Eruption 1
Numbness in extremites 1
Hoarseness 1
Eruption 2
Itching, Light—-headed 1
Table 16 Laboratory finding
AT-2266 L-CEX
Abnormal laboratory findings No. of cases Abnormal laboratory findings No. of cases
RBC (440~371) S-GOT  (31-+75) } 1
Hemoglobin (12.6—10.6) 1 S-GPT  (66—172)

Hematocrit (41.0—34.5)

Eosinophil (2—7)

Eosinophil (8-13)

hHRIFTHHN, ThITEFTEIRDEI o1,
HVHIDRERBICIZIBFEL L2 AL THBE~NDE
HOBEYHBETAHRTHIY, COFELBHRICE

RDIh o1,

HVHIAEO B THBEILTL I EREILY

IZiTERE

44kL LTAEID 204 f (AT-2266 101 61, L

Cied, MELRDRFTEMLE D LiEnSeiLE
Bbhan, hnbEMEAR2 540K
DHHERITHS & #2 LhBN, SEAORMTERE

\» AT-2266

-CEX
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103 ) B THEACHROEC ARV HRELS
4= (Table7),

HERIEO HBLIZSEO KT AT-2266 9.7%, L-
CEX 4.5% L#EtEEREETILVL, WECS A
Zhih% (Table8),

AT-2266 DEIFARERIZ +— 7 vRR" T, 2.0%
(18 300mg ¥ %5), 3.4% (1A 600mgHE) TH
n, tERHERIC K135 2,516 FIOWHYTIX4.7% TH
oo ChHEDOEBLEX GRS L AT-2266 ORIER
RERITY RSECRI Bh ol b DL EX bR, &
HOBIfEBORERKZ S LB LV,

AT-2266 © BElIfFO B & LTk, BD, BRHFR
B B TFRlECOMERERNETER YLD TE
p, A—7vRRLABRTH oo EMPHRRTEL
157 vA¥—ERIISERSH AT-2266 I 2 6, L-
CEX £ 1fipotehs, Thi Bk 2, 516 floMat
¢ 0.68% DHELBELTILECE V- LIZBbh
o

BEERED > LIFRERYEE L Tk, GOT.GPT
ER#% L-CEX = 1 2%, [FRFRHES 2 AT-2266 =
14, L-CEX © 1% BD T\ %, EYD7 v A ¥—
BORERENC R BRI, DLW THREEL LTH
BTa o LB AT-2266 CTix45E, FORKEZRE
Shird o 'f:.o

HESRH T SREC T MICO €—7 4%
AT-2266 C 0. 39~0. 78 pg/m], CEX -C 1.56~3.13 pg/
ml ot Fie 100 pg/ml L EO@EE S CEX i
X5 Th5 (Fig.2)o 2D LixAFMEFHCDN
X 512 S.aureus 35 X U° S. epidermidis 3§+ % Wtk

BORENRAOID 7z aREHL LM 5 BRTE
PULRF L L THERC L L2 BRB,

LAk, AT-2266 & L-CEX & o—HmERILERRC
3R Xy, L-CEX i2ifmasimir &
VR RBWRELRL, AT-2266 i3fifE®d KX
Pled, L-CEX cHonpREMAGLYI/ETES L
DEIR%E 51,

X LS

1) NAKAMURA, S.: et al.: In vitro antibacterial
properties of AT-2266, a new pyridonecar-
boxylic acid. Antimicrob. Agents Chemother.
23 : 641~648, 1983

2) EBR—  EMBERCSTSHMERREOR
F, EMER»OFMELI-KET ¥ o REORA
M, 24~25, EXOMH, 1983

3) BH RBo:t7 2k USAMERET VY
RE O FRERT 41 EF T 5 K2, Che-
motherapy 31 : 835~841, 1983

4) A& =HEs ®BEeY FYREOAE4AYMHEE
T 5 MRS DOER # B, Chemotherapy 31:
388, 1983

5 WABHES  EE/F/REORAKEH L
phage PR D FERWHEB o MY (1968 £~
1983 ££), Chemotherapy 32 : 46, 1984

6) HHEE—, f(145E®) : Norfloxacin 0 &REKL
IR & BT %3 5 B K F fli—L-Cephalexin % %}
BEL LE_EFREERAR—, Clin. Eval. 11:
133~154, 1983

7) HHE—, fi: REMECRERBC ST 5 AT-
2266 o {# £ %, Chemotherapy 32 (S-3):
1001~1037, 1984

8) #3EMAXRLEREELMRE FEYvy#UY
AT, AT-2266, KEEK, 1983

CLINICAL EVALUATION OF AT-2266 IN THE TREATMENT
OF SUPERFICIAL SUPPURATIVE SKIN AND SOFT
TISSUE INFECTIONS

— A DOUBLE-BLIND STUDY IN COMPARISON WITH CEPHALEXIN
COMPOUND GRANULES (L-KEFLEX®)—

Kencui Funta
Department of Dermatology, National Defense Medical College

Hisasu1 Taxanasur and Manasu HosHino _
Department of Dermatology, Teikyo University, School of Medicine

Encuiro Nonami and Micaio KATsumATA
Department of Dermatology, Kanto Teishin Hospital
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Yuso Miura and Hioemt Yasuba
Department of Dermatology, Hokkaido University, School of Medicine

ATtsusii Kukita and SHiNicHi WaTANABE
Department of Dermatology, Faculty of Medicine, University of Tokyo

MasaTtosur Ito and Kumiko Hosono
Department of Dermatology, School of Medicine, Toho University

Taxasut Anzar, Suozo Sato and Kumiko JiTsuxawa
Department of Dermatology, Japanese Red Cross Medical Center

Taxamort Tomizawa and Junko Yamacucsi
Department of Dermatology, Kanto Rosai Hospital

Yasuo Asapa and Sktsuko Nisutjima
Department of Dermatology, Kansai Medical University

Nozomu NoHArA and Suiceo Umemura
Department of Dermatology, Okayama University, Medical School

Kaoru Mivosui
Department of Dermatology, Kawasaki Hospital, Kawasaki Medical School

Osami NIsHIHARA
Department of Dermatology, National Okayama Hospital

Mariko Yamapa
Department of Dermatology, Okayama City Hospital

Haruko KaTAYAMA
Department of Dermatology, Okayama Saiseikai General Hospital

Jiro ArATA and Yasuo Yamamoro
Department of Dermatology, Kochi Medical School

Haruxunt UraBe, TakamicHi Tokunaca and Tarsurumi Yamano
Department of Dermatology, Faculty of Medicine, Kyushu University

Koicur DecucHr
Laboratory Section, Tokyo Clinical Research Center

Yosuio Iwasaxi
Department of Pharmacy, Tokyo University, Branch Hospital

In order to comfirm the utility of AT-2266, a new synthetic antimicrobial agent, we carried out
a double-blind comparative study with cephalexin compound granules (L-CEX) in the treatment of
superficial suppurative skin and soft tissue infections.

A total of 226 cases are participated in the study and 204 cases were evaluated in the efficacy (o1
for AT-2266 group and 103 for L-CEX group) and 223 cases in safety (113 for AT-2266 group and
110 for L-CEX group).

Results obtained are as follows ; .

1) In the evaluation of clinical efficacy, the efficacy rate covering “cured” and “remarkably ill!l’ro"ed
was 71.3% for AT-2266 group and 73.8% for L-CEX group, and, in addition, the rate including
“moderate improved” was 87.1% and 85.4%, respectively. No significant difference was observed
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between the two groups.

2) As for bacteriological response, no significant difference in the elimination rate was obser.
ved ; 73.7% for AT-2266 group and 85.7% for L-CEX group. The peaks of MICs of AT-2266 and
CEX were 0.78 ug/ml and 3.13 ug/ml against isolated S.aureus, 0.39 ug/ml and 1.56 ug/ml against
isolated S. epidermidis, respectively.

3) As for safety evaluation, adverse reactions were observed in 11 cases treated with AT-2266
and in 4 cases treated with L-CEX, and abnormal laboratory findings were observed in 2 cases each
group (one case in L-CEX group was discontinued). No significant difference was found between
AT-2266 group and L-CEX group.

4) In gloval utility rating, according to the clinical efficacy and safety evaluation, the accepta-
bility rate covering “remarkable useful” and “useful” was 74.3% for AT-2266 group and 85.4% for
L-CEX group. There was no significant difference between the two groups.



