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Chemical structure of TE-031

Fig. 1.
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Table 1. Participating institutions

Department of Dermatology, School of Medicine, Hokkaido University
Department of Dermatology, Nippon Steel Corporation Muroran Works Hospital
Department of Dermatology, School of Medicine, Teikyo University

Department of Dermatology, Kanto Teishin Hospital

Department of Dermatology. Tokyo Teishin Hospital

Department of Dermatology, Facully of Medicine, University of Tokyo
Department of Dermatology, School of Medicine, Toho University Ohashi Hospital
Department of Dermatology, Kanto Rosai Hospital

Department of Dermatology, National Defense Medical College

Department of Dermatology, Kyoto Prefectural University of Medicine
Department of Dermatology, Kansai Medical University

Department of Dermatology, Okayama University Medical School

Department of Dermatology, Okayama City Hospital

Department of Dermatology, Kochi Medical School

Department of Dermatology, Faculty of Medicine, Tokushima University
Department of Dermatology, Faculty of Medicine, Kyushu University
Department of Dermatology, Faculty of Medicine, Kagoshima University
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Table 2. Number of patients included in each analysis

Total no. of cases
TE @131
EM : 134
Total : 265

Safety 4] ( Usefulness J

Clinical efficacy J ‘

Exclusion + Dropout Exclusion - Dropout Exclusion - Dropout

TE :21 TE ' 14 TE : 20
EM:19 EM: 6 EM:15
Total : 40 Total : 20 Total - 35

Analyzed cases
TE : 110
EM : 115

Total : 225

Analyzed cases
TE 117
EM : 128

Total : 245

Analyzed cases
TE : 111
EM 119

Total © 230

Table 3. Reasons for exclusion and dropout

Reason

No. of cases

TE EM

Under 16 or over 70 years old

4

Exclusion

Unclear on other antibiotics and their effects before treatment

Did not visit hospital after initial treatment

Duration of administration less than 3 day

NN =

Dropout

Concomitant use of other antibiotics

Deviation from administration schedule

Discontinued due to side effect

>N N

Total

21 19
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Table 4. Background characteristics of patients
Characteristic TE EM Statlstufal
analysis
Male 68 73
Sex

Female 42 42 NS
16~19 5 11
20~29 40 35
30~39 28 21

Age 40~49 14 12 NS
50~59 9 20
60~69 14 16
in 1 4

In-, out-patient out 108 110 NS
out—in 1 1
severe 12 11

Severity moderate 81 81 NS
mild 17 23
within 3 days 46 37
~7 days 32 44

Days after onset ~1 month 29 29 NS
~6 months 4
more than 6 months 1 1
Group I 23 20
GrouplI 18 21
. Grouplll 9 13

Type of disease GrouplV 17 19 NS
GroupV 28 27
GroupVI 15 15

Underlying disease no 86 85 NS
Complication yes 24 30
100 107

Concurrent drug ne NS
yes 10 8
no 77 86
t 21 19

Surgical treatment punc are NS

incision 11

puncture * incision 1 1
Status of disease at stationary 10 6

the beginning of aggravated 76 90 NS
treatment remarkably aggravated 24 19
Antibiotics before no 103 107

NS
treatment yes 7 8
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Table 5. Isolated organisms

Isolated organism

Statistical

TE-031 EM .
analysis

Staphylococcus sp.*
S. aureus

S. pyogenes
Streptococcus group F
E. faecalis
Micrococcus sp.
B. cereus

P. acnes

P. aeruginosa

E. coli

K. pneumoniae

P. mirabilis

S. marcescens

C. diversus

Monomicrobial
infection

33 25
24 24
1 3
1
1

NS

—_ W =

subtotal

62 62

Staphylococcus sp.” +S. bovis
Staphylococcus sp.* +E. durans

Staphylococcus sp.* + K. pneumoniae
Staphylococcus sp.* + E. acrogenes
S. aureus+S. pyogenes

S. aureus+ S. agalactiae

S. aureus+ S. sanguis

S. aureus+ A. calcoaceticus

S. aureus+ E. coli

S. aureus + K. pneumoniae

S. pyogenes + K. oxytoca

E. faecium+ P. aeruginosa

E. coli+ E. gergoviae

Polymicrobial
infection

S. aureus+ S. pyogenes + E. cloacae

S. aureus+ S. agalactiae + A. calcoaceticus
S. aureus+ E. faecalis+ C. freundii

S. agalactiae + E. faecalis+ K. oxytoca

S. agalactiae + E. faecalis + E. cloacae

Staphylococcus sp.* + Corynebaclerium sp.

Staphylococcus sp.” + Streptococcus group G+ P. aeruginosa 1

S. aureus + Streptococcus group G+ P. aeruginosa+ S. marcescens 1

N D = = e

NS

I e e e 5 T e o B 7% I SN

subtotal

13 18

Total

75 80

* . coagulase negative
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Table 6. Distribution of diseases

Statistical
Group Disease TE EM aus lc.a
analysis
folliculitis 22 15
Group I sycosis vulgaris 1 5 NS
subtotal 23 20
furuncle 13 18
furunculosis 4 3
GrouplI carbuncle NS
subtotal 18 21
Grouplll impetigo contagiosa 9 13 —
phlegmon 4 4
erysipelas 1
GrouplV lymphadenitis 6 4 NS
acute paronychia (including whitlow) 6 11
subtotal 17 19
subcutaneous abscess 2 5
hidradenitis suppurativa 4 1
GroupV infected atheroma 22 21 NS
subtotal 28 27
GroupVI secondary infections 15 15 —
Total 110 115

Table 7. Clinical efficacy

.. . Effi
Clinical efficacy 1caocy Statistical analysis
rate (%
Drug Total
2.
H + + O X =+ Wilcoxon A test
(=z+)
TE 110 41 50 13 4 2 82.7
NS NS
EM 115 60 31 10 11 3 79.1

4 : excellent + : good + : fair O : poor X : aggravated
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Table 8-1. Stratified analysis of clinical cfficacy as function of background
’ Efficacy | . . .
Clinical efficacy (0, | Statistical analysis
rate( %)
Characteristic Drug | Total o . v wicuson X2-test
Al ~ (V]
A if + (24)
- 80.9 .
male TE 68 23 32 10 1 2 NS NS
EM 73 39 15 8 8 3 74.0
Sex - 3 18 3 3 85.7
female TE 2 ! NS NS
EM 42 21 16 2 3 88.1
TE 5 4 1 100
16~19 7 NS -
EM 11 9 2 100
‘B 75.0
90~29 TE 40 18 12 8 1 1 NS NS
EM 35 18 9 3 4 1 77.1
\ 85.7
oz | TE | | 0 | u 1 2 1 NS NS
EM 21 12 5 3 1 81.0
Age £ 7 3 78.6
T 14 4
- NS NS
40~49 EM 12 4 5 2 1 75.0
TE 9 1 8 100
-~ NS TE>EM®
50~59 EM 20 10 2 3 4 1 60.0
TE 14 4 8 1 1 85.7
60~69 NS NS
EM 16 7 8 1 93.8
EM 4 1 2 1 75.0
TE 108 40 49 1 4 2 82.4
In-, out-patients | out 3 NS NS
EM 110 58 29 9 11 3 79.1
) TE 1 1 100 .
out—in NS -
EM 1 1 100
TE 12 3 7 1 1 83.3 . .
severe EM | 1 3 3 2 2 1 54.5 NS NS
TE 81 28 39 10 3 1 82.7
Severit: derat N
everity moderate EM 81 2 a1 8 8 9 77.8 NS NS
. TE 17 10 4 3 82.4
1d N
m EM | 23 | 15 7 1 9.7 NS NS
within TE 46 21 18 6 1 84.8
NS NS
3 days EM 37 25 6 2 4 83.8
~7 TE 32 13 12 4 2 1 78.1
NS NS
days EM 44 22 17 1 3 1 88.6
~1 TE 29 7 17 3 1 1 82.8
D ft t
avs alter NS jonth | EM | 20 | 12 5 6 4 2 58.6 NS NS
~6 TE 2 2 100
. NS NS
months EM 4 1 2 1 75.0
more than | TE 1 1 100
6 months| EM 1 1 100 - -
H# : excellent + : good + : fair O : poor . aggravated
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Table 8-2. Stratified analysis of clinical efficacy as function of background

Effi .
Clinical efficacy lcacy Statistical analysis
- rate(%)
Characteristic Drug | Total
it ¥ F O x =+ |wil *test
- 2 i xon
ilcoxo (z4)
TE 23 10 8 3 1 78.3
Group I NS NS
PR EM | 20 | 1 4 2 3 75.0
TE 18 6 11 1 94.4
Gr 11 NS TE>EM"
T EM | a 8 6 4 2 1 66.7
TE 9 3 3 2 1 66.7
G il EM>TE* NS
PPELEM | 13| 10 3 100 !
Type of disease
TE 17 6 8 3 82.4
G v NS NS
PRTL EM | 1w | 10 5 2 2 78.9
TE 28 9 12 4 3 75.0
G v NS
PV EM |27 | 13 7 1 4 2 74.1 NS
TE 7
GroupVI 15 | 8 100 NS NS
EM 15 8 6 1 93.3
TE 86 31 40 12 3 82.6
. N NS NS
Underlying ° EM | 8 | 4 | 21 7 8 3 78.8
disease - -
Complication Yes TE 24 10 10 1 1 2 83.3 NS NS
EM 30 14 i 10 3 3 80.0
TE 100 41 42 12 4 1 83.0
N NS NS
° EM | 107 | 56 | 20 | 10 9 3 79.4
Concurrent drug
TE 10 8 1 80.0
Yes 1 NS NS
EM 8 4 2 2 75.0
TE 7 33 2 8 84.4
No 7 3 - NS NS
EM 86 48 19 7 9 3 77.9
TE 21 4 12 3 2 76.2
Puncture NS NS
Surgical EM 19 7 7 3 2 73.7
treatment . TE 11 3 6 2 81.8
Incision EM 9 4 5 100 NS NS
Puncture TE 1 1 100
Incision EM 1 1 100
TE 10 3 7 100
Stationary EM 6 3 2 1 83.3 NS NS
Status of .
i ) 76 26 36 11 3 81.6
disease .at ' Aggravated TE NS NS
the beginning EM 90 42 27 10 8 3 76.7
of treatment | porarkably| TE | 24 | 12 7 2 1 2 M2 | o NS
aggravated EM 19 15 2 2 89.5
¥ 4 1 4 2 83.5
No TE 103 4(—) 6 1 NS NS
Antibiotic EM 107 57 29 9 10 2 80.4
before treatment N 4 2 71.4
Yes TE 7 ! NS NS
EM 8 3 2 1 1 1 62.5

1 © excellent 4 : good + : fair O : poor X : aggravated
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Table 9 1, Global improvement rate classified by type of discase

Global improvement rate | Improvement r:m;;%) Statistical analysis
Evaluation I B 2.
e | Totz x2-test
Group day Drug | Total bl w ]+ 1ol x m 24 Wilcoxon — =
TE | 17 | 2| sl |a]slr]| 1.8 52.9 N
S NS NS
Srdday | gy g | 2| 3| 7|3]3] | 1w 66.7
TE | 20 | sl 7|44l 1] 150 70.0 .
NS NS NS
5th day EM 19 ol 6l 7113 10.5 78.9
Group 1 e
roup ; TE | 23 | 9| 5{3|4|1]1 3.1 73.9 NS NS NS
7thday | gyl o0 | 6| 5|51 s 0.0 80.0
TE | 23 |11| 6|3|1]1]|1]| 47.8 K7.0 B
NS NS NS
W0thday | |9 |11] 3| 2]1]3 5.0 80.0
TE | 14 | 2| z{8]|z2 14.3 K5.7 ..
TE>EM NS |TE>EM*
3rd day EM | 17 41209 2 0 5.3
TE | 16 | 3| 6|61 18.8 93.8
NS NS NS
Sthday | o | 99 | 2| 7|55 1| 100 70.0
Groupll TE | 18 | 6] 7|32 33.3 88.9
: : NS NS NS
Tthday | eyl oo | 5| 7|2]4a]2|1]| 238 66.7
TE | 18 | 7] 9|11 38.9 94.4 .
NS NS NS
Wthday \ gy | o1 | 7] 7] 2]2]2]1| 333 76.2
TE | 8 1|24 1 0 37.5 . .
NS NS NS
Srdday | ol 10 | 1] 2|52 10.0 80.0
TE | 9 2042 1 0 66.7 ]
>TE* NS NS
Sthiday | oyl 1 | 3| 3|4 30.0 00 |PM
Groupll TE | 9 | 1] 4|12 1] 11 66.7
: : M>TE**|EM>TE**| NS
7th day EM 13 lwol 3 76.9 100 EM>TE**{EM>TE
TE | 9 | 4| 2|2 1| 444 88.9 )
- . > : ] ‘\S
10th day | oo | || ] o3 oo |[EM>TE® [EM>TE
TE | 14 | 1| 2|5|5]1 7.1 57.1
3rd 1 N
rdday | em |17 | 2] 3|64 11.8 64.7 NS NS NS
TE | 15 | 4| 5|33 26.7 80.0 .
Sthday | gyl 19 | 4] 4| 7|22 21.1 78.9 NS NS NS
GrouplV TE | 17 | 5| 8|22 29 88.2
4 . )
Tthday | el 19 | 7] 5| 4|12 36.8 84.2 NS Ns | NS
TE | 17 | 6| 8|21 35.3 94.1 ]
W0thday | gyl g9 | ol 502]1]2 47.4 84.2 NS NS NS
TE | 22 | 1| 5[50 2 4.5 50.0
Srdday |\ eyl oo | 2| 57|34 9.5 66.7 NS NS NS
TE | 25 | 1| 5[8|7[1]3 4.0 56.0
Sthday | gyl 95 | 4| 7|5|3|5|2| 154 61.5 NS NS NS
TE | 27 | 5| 6/8[5|1]|2| 185 70.4
GrowpV | 7thday | gyl o7 | gl 7] a|1]a|2| 333 74.1 NS NS NS
TE | 27 | 6| 9|6|4|1]|1]| 222 77.8
Wthday | o | o7 |12] 4| a|1|al2] a4 74.1 NS NS NS
TE | 28 | 7|134l2]{1]|1] 2.0 85.7
Uthday |\ eyl o7 l12] 5|31 |al2| a4 74.1 NS NS NS

i : cured H : remarkably improved 4 : moderately improved + :slightly improved O :unchanged X : aggravated



VOL. 37 NO. 2 TE-031 & EM o TR # Lbie Ak 183
Table 9-2. Global improvement rate classified by type of disease
. Global improvement rate | Improvement rate(“,) Statistical analysis
Evaluation
Group Drug | Total x%-test
day |+ +]O| % itk = Wilcoxon
Hik = 1t
TE 13 31214131 23.1 69.2
3rd day : 3
EM | 14 11418 1 0 35.7 NS NS NS
TE 14 4151221 28.6 78.6
5th da '
YIEm | 15 | 1]7]3]4 6.7 73.3 NS NS NS
GroupVl
TE 15 6 11 46.7 86.7
7th day g
EM 15 41714 26.7 100 NS NS NS
TE 15 10| 5 66.7 100
10th day :
EM 15 8| 4] 3 53.3 100 NS NS NS
ht > cured HF : remarkably improved + :moderately improved + : slightly improved O : unchanged X : aggravated
Table 10. Efficacy on symptom in each group
(Group 1)
Efficacy Efficacy rate Statistical analysis
Evaluati X
Symptom valuation Drug | Total (%) x*-test
day + + @) X Wilcoxon
+ | z+ + =+
TE 17 1 11 4 1 5.9 70.6
; \ J N
Srdday | gyl 3| 10 5 6.7 | 2.2 N NS S
TE 20 4 11 4 1 20.0 75.0
, N J J
Sthday | g | 1 4 | 1 4 21.1 | 78.9 S NS NS
Redness TE 23 8 10 4 1 34.8 78.3
og. (8. .
Tthday | gy | g 7 | 10 3 5.0 | 8.0 | NS NS
TE 23 10 10 2 1 43.5 87.0
r J
W0thday | gy |50 | 1 6 | 3 55.0 | 8.0 | NS NS
TE 17 2 10 3 2 11.8 70.6
;. J
Srdday ) gy | g 2 | 12 4 i | e | N NS NS
TE 20 4 12 3 20.0 80.0
7 J J
Sthday | g | 1 2 | 14 3 05 | sz | N NS NS
Fapule TE 23 12 8 2 52.2 87.0
- : N N \
Tthday | gy | g 7 | 10 3 35.0 | 85.0 5 S NS
TE 23 14 7 1 1 60.9 91.3
N N V
W0thday | gy |9 | 11 6 3 55.0 | 85.0 S 5 NS
TE 16 5 8 2 1 31.3 81.3
N N
Srdday | gy | gg 5 9 | 3 29.4 | 82.4 5 s NS
TE 19 10 7 1 52.6 | 89.5
N N J
Sthday | ey |18 | 10 5 | 3 55.6 | 83.3 5 5 NS
Fustule TE 22 13 7 1 59.1 | 90.9
7 . .
N ! \
Tthday | gy | 19 | 11 5 | 3 57.9 | 84.2 5 NS NS
TE 22 16 4 1 72.7 90.9
N N \
Wothday | gy | 19 | 12 4 | 3 63.2 | 84.2 5 5 NS
+ : resolved + : improved O : unchanged X . aggravated
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Table 11-1. Efficacy on symptom in each group
“« ;I'UUDHJ
- Lfficacy Ifficacy rate Statistical analysis
Symptom Evaduation Drugz | Total . (%) . X test
day 4 4+ O X Wilcoxon
b =+ + z+
TE | 14 1 11 2 7.1 BT s il NS NS
Srdday 1 g | 8 1 0 47.1 -
TE 16 3 12 1 18.8 | 3.8, nge . v
PO TESEMT] NS NS
Sthday | by | o 1| 13| s 1] a0 w0
Redness Tl;m 7 " j'“ s 1100
sl 18 . S
NS NS [ TEZEM*
Tthiday || o 6 9 5 1 | 286 | 71.4
TE | 18 9 9 500 | 100 ” » .
h ds 0 NS NS NS
Wthday |\ gy |y 7 | 1 2 1l ms | | ]
TE | 14 3 9 2 2.4 | 8.7 1 o
TE-EM® NS NS
Srdday | oy |y 9 7 1 0 5290 7N
TE | 16 6 9 1 375 | 93.8|. . i
TE>EM' TE-EM'| NS
Sthday | oy | g 1 14 4 1 50| .0] " g
Swelling TE | 18 | 1 7 61.1 | 100
’ . TEZEM*| NS NS
Tthday | oy |y 6 | 12 2 1 | 286 8.7 7
TE | 18 | 11 7 61.1 | 100 .
N N
W0thday | gy | ooy 9 | 10 1 1 | 429 9.5 5 s NS
TE | 12 1| 10 1 8.3 | 91.7
TE>EM'| NS |TE>EM
Srdday | gy | g 1 8 7 1 5.9 | 52.9
TE | 14 3 | 11 21.4 | 100
& N NS SEM®
Sthiday | gy |9 5 8 5 1 | 26.3 | 68.4 S S |TE>EM
Induration TE 5
s | 1 7 9 43.8 | 100
7th d N < .
Y1 e | 20 6 8 5 1| 300 700] ~° NS | TE>EM
TE | 16 9 7 56.3 | 100
10th d N < <
YIEm | 20 | 7| 9| 3 1 |30 80| ] >
TE | 14 6 8 42.9 | 100 |
3 d d . . .
day i em | 17 5 8 | 3 1| 294 | 5] O | NS NS
TE | 16 13 3 81.3 | 100 |
5th day N Lo~ N
Spontaneous EM 20 1 7 2 55.0 | 90.0 S ‘ S S
pain TE 18 17 1 94.4 | 100
7th d : : :
Y9I EM | 21 | 15 4 2 74| 905| N NS NS
TE | 18 | 17 1 94.4 | 100
10th d N . :
YU EM | a2 | 17 2 2 8.0 | 90.5| ° NS NS
TE | 14 2 | 12 14.3 | 100
3rd da \ - .
Y1 em | 17 2 | 12 | 2 1 | s wa| NS XS NS
TE | 16 7 9 43.8 | 100
5th day : . :
EM | 20 | 6 | u | 3 200 | gso| o | N | M
Tenderness TE .
1 12 6 66.7 | 100
7th day
EM | 21 | 10 8 3 w6 | 87| O NS NS
TE | 18 | 15 3 83.3 | 100
10th day
EM | 21 | 1 4 3 6.7 | 85.7| O NS NS

+ : resolved + ! improved O : unchanged X ! aggravated
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Table 11-2. Efficacy on symptom in each group

[Groupll)

Efficacy Efficacy rate Statistical analysis
Evaluati j -
Symptom valuation Drug | Total (%) X %-test
day 4+ - O Pd Wilcoxon
b =+ + >
TE | 1 ! 5 1 | 36.4 | 81.8
3rd d 'S NS NS
B I 5V S T 4 7 1 2 | 286 | 86| N
TE | 13 9 3 1 69.2 | 92.3
5th da s 5 NS
PR M | 15 8 4 1 5 |s3a | so0| O NS
Pus
TE | 15 | 12 3 80.0 | 100
7th d r s | Ns
Y EM | 16 | 1 2 2 1| ess | sa| NS NS
TE | 15 | 14 1 93.3 | 100
10th d 5 NS NS
TR EM | 16 | 14 1 1 | 875 | srs| MO

+ : resolved + : improved

HoE R KRD 5 B CFRE L1,

1 :EB»TER
:EBR
R EA
TEALREbhw
TFE LSV
. HIEEE LW X HEHE

HEAL IO 2v =5 - THRTIHEZERST
Ih, RoOEHIZOWT, HERTE -1

1) BERYE
FIBEHIE & R 5 B THE Lico

2) MEFHIBHR
ME¥IREBRCESE,
1:BEHEL
2 —IE%k
3 HEER
4
5

N oosow N

RO 5 B TRF L7co

VY
N/
Tt L, BERTE, HMEEWREYERL TRV
FERTH-Th, koL MEM L] & L
i) BEDED
i) £ 1FCIEEN 0Tt DS
i) I, NV, VETHHEN 0L ES
V) EMEETKAAE, UHAMIKIZ0ITIL TS
v) #BVETREE BEMEN0 Lit-TED
vi) B CHIEREN (B wio-ER
8. EGIOE iR\, BARE X UM
ARBRTHHUEERSTHME L, BRI LOHEE
BIOBRE, MW FERECOVLWTHRAL, avir—3
— O RETESINEROREZEILDE VDD LK

O @ unchanged X :aggravated

HHBDHREX T VWT — 2 ZETE LIH, 2v e —
S5 —1zX b key code HBAEL7co

fels, MINHEEE, 7— 2 O UT WILCOXON
DIRFCFMRTE, x® BEH B\ % FISHER DOEEFERLT
Bk, BEKEY 5% ERIKRE) & L, &£F
ITILFEEDEE TR Lico

N.S.: BEzERLL

*: p<0.05

** . p<0.01

II. & B B #&

1. RS
BEHEGIOPIFRIL Table 2 IKiRkT &% 0 THH, Rk
FEH O 5EH 265 ) (TE B¢ 131 #l, EM ¥
134 ) Thotoo ZHBEDIERD D B, FinER (16
Bk, 70 BRLAE) 9 B, ERTOERIIER DAL E
IUBRERH 1 Aot 10 4] (TE #6061, EM ¥4
@) wERSFL, #1328 LSRR Ui~ 1z 11 0, #5
38 (94) ki Gl MoER%ME L34, B
EHVBRELDFELIEK Lc26, BIFFAHBC I &
53H (94) FiithilLics ozt 30 # (TE #¥
15 @7, EM B 15 {i) %Bi%{# & Lic (Table 3), f¢-
T, ZhbD 40 FlEE\ e 225 ¢ (TE £ 110 i,
EM B 115 ) %EERIBFEHABOMITAR E L,
SR LB O\WTL, REREIES 265 flX b, F12
B URESRRE Lo »7c 11 ), &5 38 (9@) K9
FDE 20 FIEER<, 245 41 (TE § 117 i, EM ##
128 f) wETRGE Lic,

Flo, R OWTIE, EBRIRZDEMEN R FlicEl
EFAHRBRIC L v &5 38 (98) Rtk L5 fl%
iz 7c 230 4 (TE % 111 I, EM % 119 ) %247
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Table 12, Lfficacy on symptom in cach group
(Grouplil)
a ifficacy fficacy rate Statistical analysis
Evaluation - B (%) 7 2
, rug | Total 0 X -test
Symptom day Drug oli + L o) % Wilcoxon
4 EE + z+
, e | 8 7 I 0 H7.5 _
drd day EM 10 4 1 0 40.0 NS NS
RS s s |1 0 | 89| . .
. NS NS N
5th day EM 10 9 8 20.0 | 100 S
Redness
TE 9 2 6 1 2.2 8.9 . . .
- EM.TE N
tthday | oo b | | gz 100 |7 NS >
TE 9 5 3 1 55.6 | 88.9 N ]
NS NS NS
Wthday | pe | 13 | 10 | 3 76.9 | 100
TE 5 1 3 1 20.0 | 80.0
NS NS N
Srdday | gy | g 1 5 16.7 | 100 S
TE 6 4 1 1 66,7 | H1.3 0
5 NS | NS
Sthday | pyi | 4 | 2 66.7 | 100 ! -
Blister TE 6 5 1 83.3| 83.3 ‘
: : NS NS
Tthday | gyl g 7 100 | 100 NS
TE 6 5 1 83.3| 83.3
N N
10th day | oo ; ; 00 | 100 S S NS
TE 8 1 6 1 12.5| 87.5
NS NS N
drdday | ey |10 4 4 2 40.0| 80.0 > > 5
TE 9 1 7 1 1.1 =9
th M>TE* | EM>TE®
- sthday | oo | o - 3 0.0 | 100 |EMPTE" |EM>TE' | NS
Erosion TE 5 5 -
2 1 2| 55.9
7th d M>TE™ | EM>TE™) X
Myl em | 13| 12 1 o2.3| 100 |BMPTET|BM>TE 5
TE 9 5 3 1 55.6 | 88.9
10th d MSTE' | NS N
YVl Em | 13| 12 1 2.3 100 |BPTE S S
TE 8 3 4 1 37.5| 87.5
3rd d N
e Em | 9 7 2 77.8 | 100 NS NS NS
TE 9 4 4 1 41.4| 88.9
5th da NS N
New YIeM | o9 7 | 2 77.8 | 100 > NS NS
eruption TE 9 5 3 1 55.6 | 88.9
7th d . : y
Y9I EM | 12 | 1 1 91.7 | 100 NS NS NS
TE 9 7 1 1 77.8 | 88.9
10th d .
YV e | 12| 1 1 91.7 | 100 NS NS NS
1 : resolved + limproved O ! unchanged X @ aggravated

AR E LI

2. HREF

FRIRBRMTxI& 225 4] (TE # 110 §, EM #
115 B1) ©2oWTDBEEOEERF% Table 4, 5 iR
Lico HRETFIOWTIL, %, E#), AR -4k B
fEEE, TRIAR, BN, EBKA - A0HE BSHZE
AROLE, BREBMNRS, BRETNERS IO00H
BIOWTRA LILER, WThoBERTFrEWTh

TIEFAIBEMIR b XRDbhith -1,

¥, HEBHOKESML, Table 6 IRTERY
THEERBLICE Y ZRD SRk >,

3. BRRZE

225 Flico\THREY & h A BEIR %S % Table 7 iR L
7zo TE Bk 110 flh3E%h 41 4, &% 50 §l, ©°H
%13 0, WH4G, ME201TH HAEHE CHHY
1) 82.7% Thot,
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Table 13-1. Efficacy on symptom in each group
(GroupV)
Efficacy Efficacy rate Statistical analysis
Evaluati ,
Symptom | oM prug | Total (%) 2o Lest
day I -+ O Wilcoxon
| =+ i =+
TE | 12 1 9 2 8.3 | 83.3
g & NS Q NS
Srdday | gy |gg 4| 10 3 23.5 | 82.4 5 NS
TE | 13 5 7 1 38.5 | 92.3
5th day NS NS NS
Y4 EM | 19 8 8 3 42.1 | 84.2 S
Redness o
s | 15 6 8 1 0.0 | 93.3
h NS ; NS
Tthday | gy 19 | 5 3 57.9 | 84.2 5 NS
TE | 15 | 10 5 66.7 | 100
10th day S NS
Y EM | 19 | 13 3 3 684 | st2| N NS
TE | 14 2 | 10 2 14.3 | 8.7
. . N
Srdday | by g6 3 | 11 2 188 | srs| N NS S
TE | 15 5 9 1 33.3 | 93.3
=4 N a <
Sthiday |y | g 5 12 1 27.8 | 94.4 S NS NS
Swelling P o1
R 17 7 9 1 41.2 .
fthday | oo | 7 | 10 1 389 | or.a| O NS NS
TE | 17 | 10 6 1 58.8 | 94.1
10th day EM 18 10 8 55.6 | 100 NS NS NS
TE | 12 1 7 4 8.3 | 66.7
N J
Srdday | |y 2 3 6 16.7 | 41.7 S NS NS
, TE | 13 3 8 2 23.1 | 84.6
Sthiday | g | g 3 4 6 231 | s3.8| MO NS NS
Induration P, 5
15 6 6 3 40.0 | 80.0 ]
Tthday | ey g3 6 3 4 62 | 602 N NS NS
TE | 15 7 6 2 46.7 | 86.7
t N
W0th day | gy |3 9 1 3 6.2 | 76.9| N° NS S
TE | 14 6 7 1 2.9 | 92.9
& J
drdday | gy | s 5 7 2 3.3 | 80.0| O NS NS
TE | 15 9 6 60.0 | 100
5t NS NS NS
Spontancous | T L EM | 17 | 6 | 8 | 2 %.3 | 2.4
pain TE 17 13 4 76.5 | 100
7 N
fthday | gl o7 | o1 4 1 64.7 | 88.2 S NS NS
TE | 17 | 14 3 82.4 | 100
, N N
Wthday |y 17 | 11 4| 1 64.7 | 83.2 S S NS
TE | 14 1] 12 1 7.1 | 92.9
3 N J J
rdday | e | ogg 3 10 4 17.6 | 76.5 S NS NS
TE | 15 4 | 1 26.7 | 100 ]
Sthday | gyl g9 5 | 11 | 3 %3 | saz| N° NS NS
Tenderness TE | 17 7 9 1 4.2 | %.1
' : NS N
Tthday | pylqg 7 9 | 3 36.8 | 84.2 S NS
TE | 17 9 8 52.9 | 100 ) Y T
0th day | pp |19 9 8 | 2 7.4 | s95| O NS NS

1  resolved

+ : improved

O : unchanged

X [ aggravated
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Table 13-2. Efficacy on symptom in cach group
(GrouplV)
Efficacy Lfficacy rate Statistical analysis
Symptom Evaluation Drug | Total (%) , x*-test
day A + (@) X Wilcoxon
+ | =+ 4 z+
TE 8 6 1 1 75.0 | 87.5 . .
NS NS NS
Srdday | pvi | 10 | s 3 1 1 | 50.0 | 80.0
TE 8 . 7 1 87.5 | 100
R NS NS N
Sthdw | ey | 12 | 6 4 1 1 | 500 | 83.3 §
fus TE | o9 | 8 1 88.9 | 8.9
2 . ’ : NS NS NS
Thday | v |1 |7 4 1 | 583 91.7] °
TE 9 8 1 88.9 88.9
N NS N
W0thday | my | 12 | 8 3 1 66.7 | 91.7 5 NS
+ : resolved + ! improved O : unchanged X . aggravated

—77, EM B3 115 fish3E%h 60 4, By 31 fl, <%
F%h 10 6, Mmx) 11 4, HMEIHTHELHE 79.1%
THEFHECEEZIED bhich ot

t¥k, FRLDHEHERIEKREHELLLA—Th
oﬁ‘.o

4. BIIEEREE

M, s, ABT - Sk, BIEEE, BRI, KEE
HBERE - AOHE, DHEE, ABVLE, HBREARRE
&, BEuNERCN T HERMROBIIEH 2T~
TofEBR % Table 8 TR Lico

D 50~59 EOESICE\ T TE EMNFETE
BHREYR LI

KEBOEIHcS T TE BN AR CEVEDR
wRL, ZNECEVTL EM BXEEicEh T\,
LS DR B CRERAFRICEEZIIRD bhioh
2710

5. FHM A Bl&BSEE

ZEHE A DL HERE OV TR LiciEE % Table
9 KR LT,

FIFCHET3 A0 £i3EE T TE ¥ FE
TER T, BERTRAEZLZ Hbhih-
7o

FNMHCETC5H%, 7TEHF IV 10 HETEM
HrFEER, 7HE, 10 BEOBKERT EM #H
FECERTWIHER (i h3EMLE) TREE
ZR@EDbhich ol LRUNDEBBE TRV THhO
MR ICES T HEFAFMCEEZITD bR h -
7o

6. FHEmBEZIA - ERROKREE

ZEBHOH - TR OKEE % Tables 10~15 1
LT

MO TIL3 A%, 5H%DO REKicks T TE B
BEER, 7A%O WERL TE BHrHELCRDNI-
120

3H#%, 5H#%R IV 7 B%D izl T TE R
NEECEN, 5B8% 0 HEER: TE BrEECE,
st El, 3HBOERKHT TE BrFELE
h, 3%, SABKIVT A% SER: TE Hi
BRERE» -1,

HOHFETIE, 7HEORKF HFT EM FErEELC
BRTOAHBERS IUHERTCIIEEERIZDHLA
Iemoto, ¥, 5H%, 7HER IV 10 HEOTDS
ARFVT EM BXREE EBI T\,

B TIX, 3H%D EH/icsT TE FrFRER
Bh, HBERI3IASK, SHEKLL TE HrEErE
nTWic, ¥, 3H#BOERE .-\ T TE FHrEE
wEh, BERTH TE BEXETCHEL TV,
1o, SHEOBEMAFCE T BEXRT TE BEiEE
ENR T, FOMOBEDNE - HERT Bz oW TRA
RABEMCAEZRRD bhich -1,

7. HEFHHR

BREABRBW BB R 62 155 §) (TE #
75, EM B 80 ) TZ D5 b MIC »JE LIBLHE
B2 194 %k (TE ¥ 92 4%, EM 102 8) THbo =
N O &5 Bk X U BESAEE DB Hs - T Staphylococcus
sp. (coagulase-negative) 64 i (TE £ 39 #, EM #
25 ), S.aureus 68 ¥k (TE B 30 £, EM & 38
B w3 TE X0 EM © MIC o4 (BEE
& 10°CFU/ml) % Fig.3~5 2k L7 TE $5BWiE
EM o MIC ##i% TE L EM & & CHE: LR
T, Wihd BEAREC EEE B bhitho
Too —H, DEEHRCRT5 TE + EM o MIC 4
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Table 14-1. Efficacy on symptom in cach group

(Group V)
Efficacy Efficacy rate Statistical analysis
Symptom Evaluation Drug | Total (%) x-test
day + + @] X Wilcoxon
| =+ 4 z+
oy | el om | s | a | e || NS | NS | s
EHEERRERERERE
AN RDEE
AR RRE
AR RERE
o |y | | s || e | e || | N | s
o | bl | o | u | 7| 1 || en| NS | NS |
Swelling 7th day g\i j;/ 12 13 ; 1 jii g;g NS NS NS
o | 2 B 5] o]t mela] s [ [
woa | oy | | | o | 5| 1 |me|ma| NS | N | s
AR RRE
o | b | o | s || s 67 | soq | NS | NS |
Induration 7th day ;15[ ;; Z ii 12 ;33 328 NS NS NS
ow e | gl |0 | s | e wo | mo| N | NS | s
oo | g | g | a0 | s | s 0o | o | NS | NS | s
N FEEHEREEREEEREE
sthcer | oy | | w | s | 5| o |as|ms| N | NS | NS
e E A REREREERRE
oo | Bl B 0] 2] 3] Bama] e | |
Mndo | o Lo | | o | s | 2 s |me| NS | M|
+ : resolved + . improved QO : unchanged X @ aggravated
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Table 14-2. Kfficacy on symptom in cach group

[GroupV)

Efficacy 7 -]T[;:T:m Statistical analysis

Symptom Eval]t:‘ition Drug | Total + . o « % Wileoxon X2~Lestu
¥+ | =+ n Z+

ardday | 20| 0| i‘; { | :H' DYl oNs | Ns | N

o | B2 10 T B s [
Tenderness 7th day éﬁ ;s iz (95 : i ‘51214 Z(l””f NS NS NS
sy | oy | 5 | | s | 0 |0 | e NS | NS | s
BN RERE

sy |l | o | e | [ | B M| s
AR EERE
SRR ERE
woe | 2 5[] e | |
ooy | oy | o | | o] o | s |ae|es| ML |

+ : resolved + : improved O : unchanged X . aggravated

100
)
2 6
¢
Z 0
3
20
Drug | MIC |{Sys[005(0 (5/0.1/0.2/0.9]0.75 1.56[3.13(6.25/12 5] 25 [ 50 100> T Total Statistical
1] TE 1]8]6]21]30]6]1 1117 2
—— TE —" NS
u | EM 2115|261 2| |20 w02 77
| TE 10677 24]27]1 1| 8] 92
EM NS
v | EM 2] |6lw0]8]21]24]3 2 2 |24] 102 '

Fig.3. Sensitivity distribution of clinical isolates (all strains, 10° CFU/ml)

HHELTAS &, 278K 3T5 MIC or— 2z Staphylococcus sp. (coagulase-negative) 64 Fric k35
TE 7 0.39 pg/ml (53 $ : 28.4%), EM 23 0.78g/ ~ MIC ©v'— 4%, TE 2 0.2 pgfml (37 #k : 57.8%),
ml (51 #k:26.3%) T TE #1 E@h T\, %, EM 7% 0.39 pg/ml (38 # : 59.4%) T TE 231 &fh
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Table 15-1. Efficacy on symptom in each group

(GroupVL)
Efficacy Efficacy rate Statistical analysis
Evaluati ;
Symptom vaation| n e | Total (%) x%-test
day 4 + O X Wilcoxon
N e n =+
TE | 13 5 6 2 38.5| 84.6
3rd d SSEMY| TESEMY| N
rdday | o] " 5 . o | op4 | TESEM'| TE>EM S
TE | 14 8 1 2 57.1| 8.7
Sth TS LM S
v | el o1s 2 | 13 13.3 | 100 NS | TE>EMY - N
Redness TE "
'E 11 3 1 73.3 | 93.3
7th d NS NS
Y9I EM | 15 5 10 33.3 | 100 S NS
TE | 15 | 13 2 86.7 | 100 i B
0th day |y |ogg 8 7 53.3 | 100 NS NS
TE | 13 ' 7 2 30.8| 84.6
SEM*| TE>EM®
3rdday | oo | 0 ;s . o | 643 | TESEM'| TESEM'| NS
TE | 14 7 6 1 50.0| 92.9
5th
v | o1s 4 9 2 %.7| s67| N° NS NS
Swelling TE 5 73.3| 93.3
1 11 3 1 3] 9.
h
Tthday | gy |15 | 10 5 66.7 | 100 NS NS NS
TE | 15 | 15 100 | 100
. _
Wthday | gy |og5 |3 2 86.7 | 100 NS NS
TE | 10 4 4 2 40.0| 80.0
Srdday | e |gy 2 7 4 1 13| 63| N NS NS
TE | 11 6 3 2 54.5| 81.8
Sth d N NS NS
Spontaneous Y1 EM | 15 9 | =2 2%6.7| 86.7 5 .
pain TE 11 10 1 90.9 | 90.9
J
Tthday | eyl 10 4 1 6.7 93.3| N° NS NS
TE | 11 | 11 100 | 100
N N N
Wthday | gy |5 13 1 1 86.7 | 93.3 S s NS
TE | 12 3 7 2 25.0 | 83.3
Srdday | e | gy 1 7 5 1 71| s7a| NS NS NS
) TE | 13 4 7 2 30.8| 81.6
Sthiday | gy | g5 3| 10| 2 00| s6.7| N° NS NS
Tenderness TE 4 8 4 2 71| 8.7
1 57. .
Tthday | oy logs 7 7 | 1 6.7] 933 N° NS NS
TE | 14 | 12 2 85.7 | 100
, N
W0thday | i |15 | 12 2 1 80.0| 93| N° NS NS
TE 8 3 3 2 37.5| 75.0
N
Srdday | e | g 8 2 1 0 | 72.7 s NS NS
TE 9 5 2 2 55.6 | 77.8
NS |[TE>SEM*| NS
Pseudo- Sthday | gy | | 1| 8| 2 9.1| s1.8] o
membrane TE 10 8 1 1 80.0 | 90.0
N
Tthday | ey 1o 6 3 | 2 s15| sig| MO NS NS
TE | 10 9 1 90.0 | 100
NS \
W0thday | o | 8 2 | 1 2.7 9.9 NS NS
+ : resolved -+ . improved O  unchanged X ! aggravated
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Table 152, Efficacy on symplom in each group
(GroupV )
Lfficacy Efficacy rate Statistical analysis
Evaluati 4 2-
Symptom Ev ldll'lyll(m Drug | Total o y (%) — 2%-test
“ ! " ) 4| = ‘ n z+
TE 9 3 4 2 R 77.8 NS NS NS
Srdday ey |1 1| 9 2 77| 169 |
TE 10 4 4 2 40.0 80.0 . .
5th day I:l Y - 4 NS NS NS
oo EM | 14 3| 9 1 2.4 | 8.
ozing — -
7th day TE 11 6 3 2 54.5 SE.B NS NS NS
EM 14 5 7 1 35.7 85.7
TE 11 6 4 1 54.5 90.9 . e
, NS NS NS
W0thday | oy | | 10 | 2 2 71.4 | 85.7

4 : resolved + @ improved O  unchanged

X . aggravated

100~
S soF
g
5 60
[=3
= 40F
~ 20+
P i T
Drug | MIC |\, ;/05/0.65,0.1/0.2 0.38/0.78/1.5 2 11655 125 25 5
HECE R EREIPIET [T )
| EM 1117 4 $ | 1z
| TE bl 7(a1le) | | s
EM |— ——— ——
v | EM [112017]2 1021
Fig.4. Sensitivity distribution of clinical isolates of Staphylococcus sp.

(coagulase-negative) (108 CFU/ml)

T oo S aureus 68 BRI %45 MIC ov— 7%,
TE 7% 0.39 pg/ml (37 % :54.4%), EM 7% 0.78 ug/
ml (41 £k :60.3%) T TE » 1%&EI T\ i,

155 #) (TE B 75 4, EM ¥ 80 ) oo\ T
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Table 16-2. Bacteriological response

CHEMOTHERAPY
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Eradication rate(%)

(eradicated +replaced)/(eradicated +partly eradicated +replaced+unchanged) X100
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Fig.5. Sensitivity distribution of clinical isolates of S. aureus (108 CFU/ml)

Table 17. List of side effects

Drug Sex Age Symptom Severity
(yrs)
M 33 diarrhea mild
TE M 36 Siorminal inflation moderate
23 gastric discomfort mild
nausea
M 40 headache moderate
malaise
F 26 abdominal pain mild
M 19 diarrhea mild
F 17 i‘a’ﬂge”;i"al pain mild
F 26 gastric discomfort mild
EM M 31 diarrhea mild
M 32 urticaria mild
F 69 constipation mild
F 37 3})3_?_?;231 pain moderate
M 54 diarrhea mild
F 57 diarrhea mild
F 29 diarrhea severe

o BN T ieh bERMBRIIBIIBRA TR 7 MR
CESRETHRETHY, ARBRCHVTLRAEL D
BIBD Dtk o teo R TERERIZOWTIE, ARBO
A CHEME R T 5 DA b FHE S B LS X
50

—F, BUE (FS) BHEVE BELS) Lidic
BEMCBEEEORENRETHY, ZOFIFLE

WT TE B2 R, SVBECRTh 82.4% LEWE
WRERLIZ &% TE OB Y FHET5 DL 5
AR

fh D BRI TOERKSRICOWTIL, SHM A JI &R
BT HBIFCKWT3HAEO BEET TE BENEE
CENDERY, HOFCK\TE, EM #2i5 5,
THHER LU 10 BETHEECERIBELYRL, i
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Tahle 18. Side cffects
Symptom Incidence | Statistical analysis
Drug | otal none mild moderate | severe (%) Wilcoxon | x*-test
D : 2.6
TE | 71 £ ] TESEM?| TE - EM
EM 128 116 9 2 1 9.4
Table 19. List of abnormal laboratory findings
Age . o
Drug Sex (yrs) Itein and change in abnormal value
(yrs
F 76 Hematocrit(35.5-32.8—35.3)
TE S-GOT(23—43—29) - BUN(15—23-+15)
M 71 S-GOT(19—31) + S-GPT(21—41)
M 23 T-Bilirubin(1.0—1.4)
EM
M 54 S-GPT(25—43)
Table 20. Laboratory findings
N Abnormality Incidence Statistical
Drug Total or .
none present (%) analysis
TE 75 73 2 2.7
NS
EM 82 80 2 2.4
Table 21. Safety rate
Safety
Safety ate ), Statistical analysis
rate (%)
Drug | Total ;
+ O X XX + Wilcoxon st
(+)
TE 117 112 5 95.7
NS NS
EM | 128 115 6 3 4 89.8
+ : safe QO ! nearly safe X © problem in safety X X I not safe
Table 22. Usefulness rate
Useful
Usefulness setd ne/ss Statistical analysis
rate (%)
Drug | Total
2_
H # + O X = Wilcoxon * t?St
(z+)
TE 111 43 47 15 5 1 81.1
NS N
EM | 119 54 37 10 15 3 76.5 S

H# : remarkably useful H 1 useful + : slightly useful O : useless X . undesirable

SHHEBE - MERRO #BICOWTh EEEEIC I AREIhict D0 LBbh, TE BYhkoRVEHE
%, BREVUHCTE#)¥ 3 ABOREE THLAECE DHIE & FT 1,

h, EM o~ TE Bl R csEERARA bR, AT B\ TUL, S. aureus, Staphylococcus sp.
znz tik, TE ofiRER ICHEBEBTHEORI X (coagulase-negative) BEEABOKER Eb B LTI
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BB 68% %= D 2BMTEHD T\ i, &4 MEE DM
B¥HRR R\ WTiL, TE 3 92.2%, EM Jf 93.0%
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LHOBE - DR I RIS,
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BEELE R, EfFROBERS JORARLLLRER
1t TE B 95.7%, EM £ 89.8% & TE HEAEH -1
2, BEZRIFEDOhieh -1,

¥i, BREKoWTL, TE #f 81.1%, EM #if
76.5% L, REMOETEIFFAO M- %K
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LAk, TE GEBAEREDER EICb KIS ERT
®#THBH EM 0 1/3 BH0 1 H 2 BORE CTRZL
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COMPARATIVE DOUBLE-BLIND CLINICAL TRIAL ON
TE-031 (A-56268) AND ERYTHROMYCIN IN
SUPERFICIAL SUPPURATIVE SKIN AND
SOFT TISSUE INFECTIONS
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Department of Dermatology, Okayama University Medical School
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Department of Dermatology, Kochi Medical School

Katsuyukt Takepa and Osamu TaxauasHi

Department of Dermatology, Faculty of Medicine,
Tokushima University

Harukunt Urasg, Tapauiko Matsumoro and Tetsuo Matsupa

Department of Dermatology, Faculty of Medicine,
Kyushu University

Masaakit Tasuiro and Hirorumr HisapoME

Department of Dermatology, Faculty of Medicine,
Kagoshima University

Controller

Nosuva Ocawa

Department of Pharmacology, School of Medicine,
Ehime University

In order to objectively evaluate the efficacy, safety and usefulness of TE-031 (A-56268) (hereinafter
abbreviated as TE), a new oral macrolide antibiotic, in the treatment of superficial suppurative skin
and soft tissue infections, a double-blind comparative clinical trial was conducted using erythromycin
(EM) as the control drug.

The daily dosage was 400 mg (in two divided doses) for TE and 1,200 mg (in four divided doses) for
EM. The administration period was set at 10 consecutive days for Disease Groups I-IV and VI and
14 consecutive days for Disease Group V.

A total of 265 patients (TE Group : 131 ; EM Group : 134) were administered the test articles (TE
and EM), and 225 patients (TE Group: 110 ; EM Group : 115) were evaluated for clinical efficacy,
245 patients (TE Group : 117 ; EM Group : 128) for overall safety and 230 patients (TE Group: 111 ;
EM Group : 119) for usefulness. The following results were obtained.

1. The clinical efficacy rate (good plus excellent) was 82.7% (91/110) in the TE Group and 79.1%
(91/115) in the EM Group, and the difference between the two groups was not statistically significant.
The clinical efficacy evaluated as a function of the Disease Group was significantly higher in the TE
Group for Disease Group II and the EM Group for Disease Group III.

2. The bacteriological efficacy in terms of the eradication rate was 92.2% (59/64) in the TE Group
and 93.0% (66/71) in the EM Group. There was no statistically significant difference between the
two drug groups.

3. Side effects were recorded in 3 of the 117 patients (2.6%) in the TE Group and 12 of the 128
patients (9.4%) in the EM Group. The incidence of side effects was significantly lower in the TE
Group than in the EM Group. Abnormal laboratory test values were seen in 2 of 75 patients (2.7%)
in the TE Group and 2 of 82 patients (2.4%) in the EM Group. None of these differences were
statistically significant. The overall safety rate evaluated on the basis of both side effects and abnormal
laboratory test values was 95.7% (112/117) in the TE Group and 89.8% (115/128) in the EM Group.
No significant difference was present between the two drug groups.

4. The usefulness was evaluated on the basis of overall consideration of clinical efficacy and safety,
and the usefulness rate (useful plus remarkably useful) was 81.1% (90/111) in the TE Group and
76.5% (91/119) in the EM Group. The difference was not statistically significant.

In the final analysis, TE-031 was considered to be an extremely safe, useful drug in the treatment
of superficial suppurative skin and soft tissue infections. Efficacy equal to that of erythromycin can be
expected with TE-031 administered at only one-third the dosage of erythromyecin.



