voL. 36 S—3

CHEMOTHERAPY

1005

NEHEIRIC BT B2 - BEHBERE IS S A H~ o074 Kk
FEOBAEYE TE-031 DR AR T

1l —
BARZEEFHE=SNHFERE

RS - JIFEAE -0 &
BFRRZEEFRRERL ¥ ¥ —HEFER

EE=
PRERIESV R

Vi RULLETY
HAE o R SRS

FEEN L
ZH RS

G
HEA o Rm S ER

LB - EOHK - £iRET
I B KZBRER TR A W KRG

FRO<705 4 FRIAEYE TE-03LIZDWT, BW - SREFELEUREE 12 L CERRMRE 31T
o7, MBEBIIETRE, BREMHE, EH BER & SMERBIRE, WEERE, Vo E
KU EiRk, NER, LFEERE, (UREILRRE, LRETRE, BErmetsRks, L
HEER, BLUELZLEOKRBIERTH S, FHEHEIZ L SRR IE, 110EFIHER136,
AHBTSBI, LB, EHIOBFTHY, FHFE0.0%TH-7 —F, H—HEXEIILILE
W - R RE DBRRZD R IS 1105EBI T, Exh34BI, 516, LLAZ136), EHI2BITH Y,
AERIT.3% T 72, MBEFHRETTIE, BEMREIGICEITHHEOHEKEIZI0% %R, —
FHiRAEL3ABITIZI. 1% DEERFEER Lo RITRERIIT UESDES I 5 FH OBEKRRIZ14
BIR10BIICHEUEDOREERL, T1.4%DHEMETH -7z, AERIZE L T, 110804 2 Fli2#
B, 181c%E, 18I/AES, 1BILESEIEZOONIARETH -2, BRREBREIZH
LTHBHICERFERZOONL D o7z, BRRME L 0 58 S 723458988k 2D T MIC 45T L 7-48

RIBHEF 698K (70.4% ) 1ZAHI D313 ug/ml LT CTHIES I e,

TE-031idfF L RO~ 2s 054 FRIAEWETH Y,
KEREXSHHFFEHTIC BV T Erythromycin & ) 4
RLUIHR 7051 FRIEMETH B, {L¥H%
L, Erythromycin @ 6 (i DKEEZEY A M F LR TEIR
L7 ¥4 ® Erythromycin ¥4 Tdh 5 (Fig. 1 )o

FHOBIE, fEROVI OS54 FERREWRICHE
LT, ZOBENHERE VB L TBROTEETH S
ORI ABIFTH 5o

R AI2200 mg ZHB&EORS L7234 Erythro-
mycin % Josamycin D) 3BV EEMEFFRELRL,
M ERH(T2) 138360 TH 512, ZHE D
THRRFTH ) ERKS THOEREIZD O TV
ISEX'S

AH OHFE S Erythromycin & (2IZRE%TH 0, 4F
ST 7 LAGHE, BHEEO—, &AHE, Campylo-
bacter, Mycoplasma, Chlamydia, Ureaplasma B & U Legi-
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onella 72 VB ARY MVEFT 5199,

FHARORETHY, BVidiZLA LR (KIS
V, BEMICELTIE, 200Kk AIlBTRTL,
I—FN, I¥ =, 2% —=MIETFIZLL, KIS
BEALBITRV,

AE TE-03LCBLTEE LT, EM - KEBEMRR
AT A BERYE, Kets LUHERMIC OV TRE
FTHERIL, TNODEBI N FHISN-EREOFE
BIUREHRBRIZOVWTHRET L

ARB I HARFEFBE=NBERE, BEKRFERE
e sRT LYy —AEFEE, KERRNE, BIE
hRR AR, ERRENH, o IRk B
L NGB RFEFHM BRI R LR & DIHFE
Thhb,

I.XRF &

BEFI614E 5 A & 0 BRFI614E12 A $ TIoLF & L URIE
ABBMEYZZ LM - REEARRAELORII LT
TE-031% %5 LEEIRRET £ 1T o 720 HRRBIIETR
B, BRI, BH, %ER B SMBREER, W
BEIRL, ) NER ) v5EE, TNER, ILFEHE
g, TLmMEILIRE, 1LURMETIRE, Btttk
%, {LIRtEE®E, £, 2 EOEATHY, FLLTE

Fig. 1 Chemical structure of TE-031

1) Chemical name :
(=)-(3R4S5S6RTRIRIIRI12R13S14R)-4-[ (2,
6-dideoxy-3- C-methyl-3- O-methyl-a- L~ ribo-hexo-

pyranosyl) oxy] -14 - ethyl-12, 13- dihydroxy-7-meth-

oxy-3,5,7,9,11,13-hexamethyl-6-[[34,6-trideoxy- 3-
(dimethylamino) - 8- v - xylo-hexopyranosyl] oxy]
oxacyclotetradecane-2,10-dione

2) Chemical structure
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3) Molecular formula : CsHaNOw
4) Molecular weight : 747.96

S L FREMEORM - REARERETH D, 4
BEREFOHRHATIENENOBMOH FLE (T
ERHTE) B & U —HI 8 2o (BT MR ER AR e ) 4o &

07:0

I. BEIMEDOEEE MIC DRIE

BRERMTEHI T R — & — IR L, ey
EERMFREAMEERERICEMTL, SEROREL
MIC DHIE 4T > 726

[F%E {2 B L Tid Bergey's manual of systematic bacteo-
logy (¥ThR) & U Manual of clinical microbiology (ASM)
FEIISEL LTHITL, MIC DHE A R{bgE
FREHERED I 5 720 BB LABENORE L K-
EREEIZILZHRACICHL T, PILI—Fe LHF—F
LD EBL,

. B 5 4% 5

BER SRR A BIET AICH 2, BTN L S I2EH
EHYED,

1. »g

BRFN614E 5 A 2 HERM614E12A ¥ TORM I LETHER
PEZ LA ASK BT ETABEYENRET
5,

HREZEOLEMFIIEAE L TERIGRULEORALT
BA, ROBEBIZFHYT 2 BEIBRAT 2,

1) MO TEELRER

2) BENDEB L UHREEZDH 2 EH

3) R EMHRL TV ATEMEDSH BIFA

4) BILFOBA

5) 20, EEEFEFOEE R EY LKL

fEB

BAIE LT, HEICELLEREICARBROEELH
AL, AE*B-LTHRET S,

2. ERBIURSHE

FH & LTI TE-031 148100 mg(h ) % AT %,

&5 A%, #%E 1 HE200~400 mg %453 2 (S THHAI
gOkE L+ 5, HSHMIERE LT5~THEET 5,
BL, KBOEEFEICL Wik5&, HSHEMEREN
RETE S,

PERIEERICH L CIRRI & L THbn BRI of AT
b, TBak, HAEER, Fo-FROHRY
FRHIE LTiTbiv, 28, BEOKEBIZLYLUEE
THrOBF 28 L7401, EHxE, #5E K5
R E R REET 5o

3. BREAE

1) ®EtHE
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1) B - MERBTR Bk, &S, B fk B
& HRO6HBICO>WTHMZHE(0AE), 38H, 5
AEBLU7THEBICBER21TH), TNOHDEE IH, +,
+, —D 4 BBIZEEMET B,

i) SAEELE : DIRRHER 2 &S DONEIRYALE % HETT
LIBE, TORBELTRET 5,

i) MEFHRE HBEOSE, FEH LU MIC
NHIE % TE-031XERIZIZIT 0

iv) BBIRRRE - TE-0314X 5 RTR I HIfTS %,

v) BIER  ABRHBPICRE L Z 2 ONHER,
REEFRRELIBA R, 0K, BE, ZEHHMH,
RBB LB, BRELORRMELHEL, KAK
S5qb#%b TELMYEFEICET ST TBET 5,

2) METRE

MZH(0HE), TE-031#%53HHE, SHEBL
THEIAT ).
4. H5OHIE
255, BIERARER 2L, THREISKS#EELTE
LLHETLHEE, FHORSG £, PIEBRCET
EORE%X1T,
5. BRHE
1) FEEHE
NEMLENEE, BRKEROKES, BOHELED

b, BEBEIEL, A%, LLHY, EHO 4 BRI
HES 5,

2) H—H%E

1) MEENHRYE

REFHOMBEENREIZL Y, HE, BY, BXK,

AL, FHRICHET 5, &8, B5HICREVSER SR
bR oo BHTH - 1258, HHVIIRSENICEIR
HENESRIHREH 5120 b b6F, RENSER
SRS ISFEETHL T 5, 7, REFIZHEIR
Hah, BEHICHRELEDD, REVEBTE 2
SISBEIRTEREHET B

i) BAWE

EBRERIC, FOREICGLUTH 34, #:24,

tilg, —:0HDFE%52T0HE, 388, 5H
BOBBEREIFALEEL, TROLHIZFDFEHS
DEBN»LEL, AR, LLER, EHO 4 BREIHE
T2, COBR3IHADHRILZVEAIZIZ4HES, 5
HEDRRNZWIGEIZIZ6 BENDHRYRATAZ &
EL7,
HERHEREICHT - Tit, UTFTO&EICEEL:, T
kb, JEEHECRAZHFILOBREIESLE
&, MPEEED3/4, 1/28 L P14 L8R, B X
U3/4LLEHABRIED 4 BBBSICX S L7z, $7-5 HBHIE

TRFLORFUERDEE)ICES B S, BRELKE
ROBEHFAMO0(5EiE), 1~34, 4~684, 7T~98B L
P10 LD SEREICXSL, 3BBESHEHEE Y.
HAEDbETHE L, 72, HRHEIIEL THEY
WEOHRIIEROBREIIS X 2HEBIKENVEEZ
bhb7-0, NEHLEB*HRA L2 b o7358 & ki
Rl L7
a) NERBEHA L2 VBE

3 3 HEHECHZHILDI/ AU LHERL, =
LIZS HEHEDFEHAHIEUTOLD, 8LU3AHE
HETY2LL EAEBRL, S HEHHETIIEAGES0)
L72b D,

A% :3 BEHETHZRESD/ 2L L8R, &
LIS HEHEDFRAAN6 AUTOLD, BLXU3HAE
HECTUAL EABERL, SHEHETEEGEES0)L
AL XOR

RRLF%h:3 HEHE CHBRFEIDL/ 2L EABRL
7%, SHEHEDFANT~IEBRAETLILD, BLY
SHEHETI/4U L BERYT 2D, 5 HAEHUETD
FREP1I~-3ARETH L0,

#3): LERUSND L0,

b) NBHRELGHLBE

%3 HBHETHZHFLAOI/ALErSHRL, &
LIS BHHHAETEERGFFE0)LZb D,

A%h:3 HBHETHZHELADI/ALU EABRL, &
LIZS BHEHETOFANI~3ERETLHLD, BLY
SHEHETHZHIFLADL/ 2L EHMEHRL, 6125
BEHETOFAMNIEUTO LD,

RREL:3 HHHE THZHIFLNL/ 2L LAERY
5370, 5SHEHETOFEII~6ERETLIID, B
JUIHEHETI/ALUEXERTZ20D, SABHE
TOFEAIFLUTDOL D,

&3 RIS D LD,

28, EMEBEAGEERETCOREDHENS & BHREK
DERBLILTLI-H LAV XD o0, MY
BIZIRIIBZEICL LD TREHRIZET 2 45E0FK—H
FBIIZHEWE o7,

M. & %

1. BEOER

RBFINRITE TRELTS, REMDEL66), EHIS
B, BERIBI, 1260, SHERAIRE126), HitkalmK
6B, U NER ) NVERIB, MEX3IF, T
FIEBRIRSE 3 61, 1LIBMEFLRR %K 361, 1Lt 2 5,
BEMMBERIRE 26, (LIREEBEA 16, BLUE
1 B DE1108TdH % (Table 1),
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MR BH605I(54.5% ), LHES081(45.5%)TH N 5B - 72(Table 3),

THIZ6:5Thb, ERIZIB~T8EIZFTHLTEHF BE5AKII3IBLIYVERIIAMTHY, EH5.78¢
HERI1237.95 T - 72 (Table 2), Holze

B EKRE L OBFKIE, B TIX608 3661 &5 BB EBRDR & DBIRII3~4BE(308)) DA%
(60.0%)1260~69 kg =53 # L, KV>T50~59 kg 1216 . #93.3%, 5~6HBE(3461)1391.2%, 7~8HBE(4260)i1t
B1(26.7%), 70~79kg = 3BI(5.0%)DIEF T - 7=, 64.3%, 9 BLLLEBE(451)id50.0% DAEZIERYR L1
—%, LB TIE50~59 kg 250801 25%1(50.0% ) A% (Table 4),
AL, RVT40~49 kg (21861(36.0%), 60~69 kg 2 1 B#5-813100 mg X 2B AS11081513361(30.0% ),

4 B1(8.0%)DIEFETH o720 FIYKEIL6.8kg TH 200 mg X 2[E B AS7761(70.0% ) T3 - 7=(Table 5),

Table 2 Distribution of sex and age

Sex Male Female Total (%)
Age

~ 15 3 1 4 3.6)
16 ~ 19 5 4 9 8.2)
20 ~ 29 17 ) 10 27 4.5)
30 ~ 39 13 11 24 (21 8)
40 ~ 49 8 15 23 (20.9)
50 ~ 59 5 8 13 (11.8)
60 ~ 69 5 0 5 (4.5)
70 ~ 4 1 5 (4.5)

Total 60 50 110

Table 3 Distribution of sex and weight
. Sex Male (%) Female (%) Total (%)
Weight (kg)

30 ~ 39 2 (3.3) 2 (1.8
40 ~ 49 2 (3.3) 18  (36.0) 20 (18.2)
50 ~ 59 16 (26.7) 25 (50.0) 41  (37.3)
60 ~ 69 36 (60.0) 4 (8.0) 40 (36.4)
70 ~ 79 3 (5.0) 3 (6.0) 6 (5.5)
80 ~ 1 (17 1 (0.9)

Total (%) 60 (54.5) 50 (45.5) 110

Mean : 56.8 kg

Table 4 Clinical efficacy of TE-031 classified by duration of administration

Duration No. of Clinical efficacy Efficacy

(days) cases (%) Excellent Good Fair Poor rate (%)

3 ~ 4 30 (27.3) 5 23 2 28/30 (93.3)
5 ~ 6 34 (30.9) 4 27 2 1 31/34 (91.2)
7 ~ 8 42 (38.2) 4 23 8 7 27/42 (64.3)
9 ~ 4 (3.6) 2 2 2/4  (50.0)
Total 110 13 75 12 10 88/110 (80.0)
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RBR5RI30.6g £ N3.6g I TTHY, FH1.92g T

bholzo

HERERNIB L TEIEFI LA DI EH D0 B3 HE1T L
TwhnI & ¥HELL,

2. REHR

1) EREHEIC L HBEERHF 2110605, %1361,
HYT56, RRLA%2E, BEHIOBTHY, HHHR(E
H+H%)1280.0% T - 7=
ERHIASEIIETREL7851361(76.5% ), B
MiE1681h1361(81.3% ), EIHISBIF1061(66.7%), ¥
ER14BIP1361(92.9% ), #12BUP1051(83.3%), HME
BRI L1260 R 1161 (91.7% ), HrkAImY: 6 Fid 4 )
(66.7%), V) w NEidk - ) v NE S 3 BId 3 51(100.0
%), MBEE 3B+ 361(100.0%), ALFIEFEBEE 3 fI+
341(100.0% ), 1LBRMEIUAR% 3 B 2 41(66.7%), 1L
BTS2 B 151(50.0% ), RESM MBIk % 2
A 161(50.0%)Th b, {LEUEEL 1 GUIAES, B
SUBLBIIRRENORETH - 7,
ARMLBOFEIC L 5EMFIIH Y |TIZ736%54
$1(74.0%), [7% LJTi2376h34651(91.9% ) AAERLL L
DB TaH o 7:(Table 6),

2) H—HEEEIZ L DR IR - SER R

BeAE11060ch, EXH34BI, FZNS1HI, LR AHR136), &
1281 TdHh ) HEFT7.3% Th -7,

REBEFIADRICBLTiE, ETIRES2.4%, Bt
#62.5%, HIH80.0%, BB K64.3%, #91.7%, B
TREIRY58.3%, WikAIKF100.0%, V) > /38ik Y
YNERI00.0%, MEAZ100.0%, ALP9/EEIMeHE66.7%,
EBRYEFLAR 22100.0%, {LARMITAR%100.0%, EgtEm
BRUEIR%50.0%, 1LRHEEER100.0%, BL 8
100.0% DR TH o 720

NEBLEDFEIC L BEMHRII S 1) JT132736%56
BU(76.7%), [7% L JTi3376152961(78.4% ) &Ll L
DB TH - 7-(Table 7).

3) TE-03VR S-ATIMEDIEHIIC & 2 {LEHECE
BEHE S N/U4BIZDOWT TE-031DZNE KT L7
£ DR Cefaclor (CCL) X)) 4 HIh 2 #1(50.0% )24
%), Cephalexin(CEX) %% 3 #ldh 3 £1(100.0% )24
HDOEBEHFETHY, 146, E316(7.1%), Hih
9 B1(64.3%), K% 3 H(21.5%), ®% 16
(7.1%)T&Y, TE-031DRFIESHBI T BB
1454108 T71.4% DRk % 7~ L7z (Table 8),

3. MEFHHE

RBNMEFENOZIRIZ, 11080, HE76, FE1

Table 5 Clinical efficacy of TE-031 classified by daily dose

) . No. of Clinical efficacy rate
Diagnosis Total (%)
cases 200 mg/day 400 mg/day

Subcutaneous abscess 17 1/2 12/15 13/17  (76.5)
Infected atheroma 16 7/8 6/8 13/16  (81.3)
Felon 15 4/7 6/8 10/15  (66.7)
Phlegmon 14 2/3 11/11 13/14  (92.9)
Furuncle 12 2/2 8/10 10/12  (83.3)
Traumatic wound infection 12 3/3 8/9 11/12  (91.7)
Postoperative wound infection 6 1/2 3/4 4/6 (66.7)
Lymphangitis, Lymphadenitis 3 3/3 3/3
Parorychia 3 1/1 2/2 3/3
Periproctal abscess 3 1/1 2/2 3/3
Suppurative mastitis 3 1/2 1/1 2/3
Suppurative hydradenitis 2 1/2 1/2
Infectious thrombophlebitis 2 1/1 0/1 1/2
Folliculitis 1 1/1 1/1
Carbuncle 1 0/1 0/1

Total 110 24/33 (72.7) | 64/77 (83.1) 88/110  (80.0)

t

N.S.
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Table 6 Clinical efficacy of TE-031 (Physician's assessment)

No. of Clinical efficacy Efficacy rate (%)
. . 0. 0 :
Diagnosis cases Excellent Good Fair Poor §urglcal )rocedu:te Total
Without With
Subcutaneous abscess 17 3 10 2 2 3/3 10/14 (71.4) | 13/17 (76.5)
Infected atheroma 16 1 12 1 13/16 (81.3) | 13/16 (81.3)
Felon 15 2 8 5 2/4 8/11 (72.7) | 10/15 (66.7)
Phlegmon 14 4 9 1 8/8 (100) 5/6 (83.3) | 13/14 (92.9)
Furuncle 12 1 9 1 1 4/4 6/8 (75.0) | 10/12 (83.3)
Traumatic wound infection 12 11 1 9/9 (100) 2/3 11/12 (91.7)
Postoperative wound infection 6 4 1 1 3/3 1/3 4/6 (66.7)
Lymphangitis, Lymphadenitis 3 3 1/1 2/2 3/3
Paronychia 3 3 1/1 2/2 3/3
Periproctal abscess 3 3 3/3 3/3
Suppurative mastitis 3 2 1 11 1/2 2/3
Suppurative hydradenitis 2 1 1 1/2 1/2
Infectious thrombophlebitis 2 1 1 1/2 1/2
Folliculitis 1 1 1/1 1/1
Carbuncle 1 1 0/1 0/1
Total 110 13 75 12 10 34/37 (91.9) | 54/73 (74.0) | 88/110(80.0)
Table 7 Clinical efficacy of TE-031 (Attending comittee's assessment)
No. of Clinical efficacy Efficacy rate (%)
0. 0
i i Surgical d
Diagnosis cases Excellent Good Fair Poor - rglea’ proce ur.e Total
Without With
Subcutaneous abscess 17 4 10 1 2 3/3 11/14 (78.6) | 14/17 (82.4)
Infected atheroma 16 1 9 5 1 10/16 (62.5) | 10/16 (62.5)
Felon 15 8 4 1 2 2/4 10/11 (90.9) | 12/15 (80.0)
Phlegmon 14 6 3 2 3 6/8 (75.0) 3/6 (50.0) 9/14 (64.3)
Furuncle 12 4 7 1 4/4 7/8 (87.5)| 11/12 (91.7)
Traumatic wound infection 12 5 2 2 3 6/9 (66.7) 1/3 7/12 (58.3)
Postoperative wound infection 6 1 5 3/3 3/3 6/6 (100 )
Lymphangitis. Lymphadenitis 3 1 2 1/1 2/2 3/3
Paronychia 3 2 1 1/1 2/2 3/3
Periproctal abscess 3 2 1 2/3 2/3
Suppurative mastitis 3 1 2 1/1 2/2 3/3
Suppurative hydradenitis 2 2 2/2 2/2
Infectious thrombophlebitis 2 1 1 1/2 1/2
Folliculitis 1 1 1/1 1/1
Carbuncle 1 1 1/1 1/1
Total 110 34 51 13 12 29/37 (78.4) | 56/73 (76.7) | 85/110(77.3)
Table 8 Clinical effect of TE-031 against cases pretreated with other antibiotics
Drug of No. of Clinical efficacy Efficacy
pretreatment cases Excellent Good Fair Poor rate (%)
TAPC 1 1 1/1
CBPZ 1 1 1/1
CEX 3 3 3/3 (100 )
CDX 1 1 1/1
CCL 4 2 2 2/4  (50.0)
LCM 1 1 1/1
OFLX 3 1 1 1 1/3  (33.3)
Total 14 1 9 3 1 10/14 (71.4)
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B, R, THEITEITH Y, HEELTIH G726
%, 98.6%Tdh o7

AR EDEEIZ L ZRETTIE, [Hh I TiE596)F
SREUASIHE L, THRFEIB.3% TH o720 [ L Tid144)
hEBIAEL L, H5%K%100.0% T3 - 7-(Table 9),

N0ERIF, MBI SN EFNIITIEF TH 5,
g BAREEIC L DRETTIE, HMBE396] 438
Bk, 10BN TH Y, HERIIIGIHLFIHEE
L, 100.0%TH o7z F7-BEEY34HTI2iH L334,
AE1BITHY, HERIT34FPIFIAERL, 97.1%

D&% 7~ L7z(Table 10, 11),

SEEN TITEMELIC BV TSNS BEE OB
S. aureus TI1X15BkF148kTH K, 1 HREXKTH Y, #H
%%100.0% TdH 5 720 S. epidermidis 8 RT3 &BIH %
L, H%%E100.0%TdH -7

4. EIEA

FHBESICL D R oN-BIFERIZ110614 5 61(4.5%)
Thoto ZOPRIIKE 26, IEFS 16, BE 16
BLOLBEELFATHE, WTFNOEFbHEHRD S
WIS IR ICEER IR L 7,

Table 9 Bacteriological efficacy of TE-031 calssified by diagnosis

No. of Bacteriological efficacy Eradication rate (%)
Diagnosis cases Eradicated | Decreased | Persisted | Replaced | Unknown .Surglcal procedt»nre Total
Without With
Subcutaneous abscess 17 13 4 1/1 12/12(100 ) |13/13 (100 )
Infected atheroma 16 13 3 13/13(100 ) |13/13 (100 )
Felon 15 10 4 1/1 9/10(90.0) |10/11 (90.9)
Phlegmon 14 6 8 4/4 2/2 6/6 (100 )
Furuncle 12 10 2 2/2 8/8 (100 ) |10/10 (100 )
Traumatic wound infection 12 4 8 3/3 1/1 4/4
Postoperative wound infection 6 4 2 2/2 2/2 4/4
Lymphangitis, Lymphadenitis 3 1 2 1/1 1/1
Paronychia 3 3 1/1 2/2 3/3
Periproctal abscess 3 3 3/3 3/3
Suppurative mastitis 3 1 1 1 2/2 2/2
Suppurative hydradenitis 2 2 2/2 2/2
Infectious thrombophlebitis 2 2
Folliculitis 1 1
Carbuncle 1 1 1/1 1/1
Total 110 71 0 1 37 14/14(100) | 58/59 (98.3) | 72/73 (98.6)

Table 10 Bacteriological efficacy of TE-031 classified by clinical isolates

Clinical isolate No. of Bacteriological efficacy Eradication
(Monomicrobial) cases | Eradicated | Decreased Persisted Replaced Unknown rate (%)
S. aureus 15 14 1 15/15 (100)
S. epidermidis 8 8 8/8 (100)
S. hominis 1 1 1/1
Streptococcus sp. 3 3 3/3
P. cepacia 3 3 3/3
P. aeruginosa 1 1 1/1
K. oxytoca 1 1 1/1
P. mirabilis 1 1 1/1
P. magnus 2 2 2/2
P. micros 1 1 1/1
S. milleri 1 1 1/1
Yeast 2 2 2/2
Total 39 38 0 0 1 0 39/39 (100)
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Table 11 Bacteriological efficacy of TE-031 classified by clinical isolates

Clinical isolate No. of Bacteriological efficacy Eradication
(Polymicrobial) cases | Eradicated | Decreased | Persisted Replaced Unknown rate (%)
S. aureus+ Staphylococcus sp. 3 3 3/3
S. aureus+S. warneri 1 1 0/1
S. aureus+S. agalactiae 1 1 1/1
S. aureus+ K. pneumoniae 1 1 1/1
S. aureus+S. marcescens 1 1 1/1
S. aureus+G.P.R. 1 1 1/1
S. aureus+ Yeast 1 1 1/1
Staphylococcus sp.+ P. aeruginosa 1 1 1/1
Streptococcus sp.+G.P.R. 1 1 1/1
Enterococcus sp.+ Yeast 1 1 1/1
P. aeruginosa+ Achr bacter group VD 1 1 1/1
A. lwoffi + P. mirabilis 1 1 1/1
Kluyvera sp.+G.P.R. 1 1 1/1
P. granulosum+ P. micros 1 1 1/1
P. asaccharolyticus + P. magnus 1 1 1/1
P. magnus+G.P.R. 1 1 1/1
S. aureus+S. epidermidis + Staphylococcus sp. 1 1 1/1
S. aureus+ Staphylococcus sp.+ P. acnes 1 1 11
S. aureus+S. epidermidis+ P. cepacia 1 1 1/1
S. aureus+S. pyogenes+E. faecalis 1 1 1/1
§. aureus+ P. cepacia+ Propionibacterium sp. 1 1 1/1
Staphylococcus sp.+ P. granulosum+ P. cepacia 1 1 1/1
S. sanguis+ Streptococcus sp.+ Bacteroides sp. 1 1 1/1
E. faecalis+ K. oxytoca+C. freundii 1 1 1/1
E. coli+ K. pneumoniae+G.P.R. 1 1 1/1
S. aureus+S. epidermidis + Streptococcus sp.+G.P.R. 1 1 1/1
S. aureus+S. agalactiae+ K. pneumoniae+ E. cloacae 1 1 1/1
S. epidermidis+ P. acnes + P. asaccharolyticus +G.P.R. 1 1 11
S. hominis+E. faecalis+ K. pneumoniae+ Yeast 1 1 111
S. cohnii+E. faecalis+E. coli+ P. mirabilis 1 1 11
Streptococcus sp.+E. faecalis+ K. pneumoniae+ Yeast 1 1 /1
Enterococcus sp.+E. coli+ P. penneri+ H. alvei 1 1 1/1
Total 34 33 0 1 0 0 33/34 (97.1)
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BRREBOREICH L TIRIESIZDWTHRET L7
HB BICRFELTRTERIIERD S NA A 57 (Table
12)o

5. ERRSTREBR DR

BRMERRD D B MIC % Jl%E L 1§ 7- B bk 12 347898k
Thho TORKRIBHEFO6I#K(70.4% ) D MIC 1£3.13
pg/ml LFIZ5%5 L 72 (Table 13),

BICOHEAEOLENE S, aureus 30K T, 108
cells/ml DEFEHE & T133.13 pg/ml LUF @ MIC 122748
(90.0% ) %5534 L, 108 cells/ml DEEEE T b FAEIC
27#(90.0% ) A*MIC 3.13 pg/ml LTIZHH L, wih
bEM, IM BLUCCL & hEN/-B %R L7 (Fig. 2,
3)e

. % E 3

Table 13 MICs

EMIZEERE, RVBIEHSNALENERHTH S
A, BOKSOHAERIIL HHE LTI, {bFHEL
lacton 6 L X S 1 ketalization & VI B R * 4 U lac-
ton BOBAR T 5, ZD/-d MIBITAMEDBER
BTV, EM 200 mg ¥ ZBRFICE MRS L TH,
ZOBRBMEFIREIX0.38 ug/ml LT TH B, EMDA
BRI BT HRHRELHEHT B L2 ERAT
Hb,

1LFHEELEM6 LD KEERE %Y A P ETERL
FERD EMFBEAETH 5,

FEIOFBUL, RO T 514 FRIEWEICHE
LT, ZOEMENFHL VB L TBRODTEETHS
12 ORNABIFTH %,

BB A I12200 mg ZHBEE OS5 L 72358 Erythro-
mycin % Josamycin D 3FE/V-REMETRELRL,

of TE-031 against clinical isolates (10° cells/ml)

Clinical isolate <0.025 |0.05| 0.1| 0.2]0.39

0.78

1.56 [3.13]6.25|12.5| 25 50 100 | >100 Total

S. aureus 2 3 7015
S. epidermidis 1 2 2
S. hominis 1 1
S. cohnii
S. warneri 1
Staphylococcus sp. 2 2 1
S. agalactiae 2
§. pyogenes 1
S. sanguis 1
Streptococcus sp. 2 4
E. faecalis 1
Enterococcus sp. 1 1
K. oxytoca

K. pneumoniae

P. mirabilis

P. penneri

P. aeruginosa

P. cepacia

E. coli

E. cloacae

Enterobacter sp.
Achromobacter group VD
A. lwoffi

S. marcescens

C. freundii

Kluyvera sp.

P. magnus 1
P. asaccharolyticus 1
P. micros
P. acnes 2
P. granulosum 2
Propionibacterium sp. 1
S. milleri
Bacteroides sp. 1

w
<

1 1 1

—
[ G T T S~ U U N S I S ST S R Y R S - NP S S SN

Total 7 4 11 22 17

©
oo
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Fig. 2 Susceptibility of S. aureus to TE-031 (108cells/ml)

(%)
100- M _
_______________ S e
TE‘031 ,r ’___/// /
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2 60
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=

s

S 40

£

3
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20

T T T T T T T T T T T T T T
MIC(ug/ml) |<0.0%5 0.05 0.1 0.2 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 100<| Total

TE-031 2 3 7 15 1 1 1 30
EM 1 3 7 15 1 1 1 1 30
M 2 1 8 18 1 30
CCL 2 1 1 11 9 4 1 1 30

Fig. 3 Susceptibility of S. aureus to TE-031 (10%cells/ml)

(%)
100+ M
e Ll il bt ¥
TE 031 ; ///
80
=
(5]
£ 604
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[
2
g
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2 40
3
Q
20
T l“/| T T T T T T T T T T T
MIC(ug/ml) |<0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 100<| Total
TE-031 2 2 13 10 1 2 30
EM 1 2 12 10 2 3 30
M 1 1 2 8 17 1 30
CCL 1 1 1 9 5 7 2 1 1 1 30
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MR (Tv2) 13493, 686 & & <, 81T b BET
Thho FHEAOBITHIIRTFTH ) EFZSTHLE
BEHEED LN TV,

HEDCE LTI, EMERBELR VL X D IELEWRE
ARZ PWVERL, inviton LB TS EM LRI\ L1
~IEREENTV S, 77 LBHED S L S. aureus, S.
epidermidis, S. pyogenes, S. pneumoniae RLCERAITEE, My-
coplasma, Chlamydia 3 & U Legionella 72 & \2&H| 12 BT
RRENETRT,

FHOBERRET O REBIIE TRE, mEMHRE,
BH, BRRE MW, SMERBIRSE, WEEIRGE, V)8
Mg )y NER, MER, LPMEERE, LRI

%, {URMETFRR R, BEMmeuRe, CREERL,

BIUEBR EDRBIESITH 5,

FHEEHEICL ABRZF 11085, ERIHE, £
#IsE, LRAZNL2E, EIHIOFTH Y, HEES.0%
Tho1

—F, H—HERREIZ L DM - KRS DB
REDEE, 110MEBIFERDAF, HRSIHI, L RAEH13
B, EPL2BITH Y, ARFIT.3%TH o7

BREEERSDECELTIE, 1 BHRSE200 mg &
NE%HET2.7%, 400 mg HEDOENESI.1%DHEETH
NHFFHICEEZIZDON L 572,

MEFMRETTIE, BMERE3BICBIT A HEDHE
RIZ100% %R L, —HREGRE3MBITII7.1% DiEE
EExRL7,

AOIRARME L ) 58 S h 723458988k 12D\ T MIC
YRE LR, 988694k (70.4% )1 A K| D3.13 g/
ml VT CHIE SN,

BRI 3t LERH T d - RN 5 RH| OEEK
HRIL, 14BIFI10BH LA EOBRBEERLTL.4%
DEHEERL,

BITERICBE L Cid, 110807 2 BUICERME, 1B1iCH95,
1GINRSE, 1HNILEBEEARD O NFRIETH
o, BRRAEMREEICHL THFIRFEIROOAL
Polz,

DEoOR# L D, TE-031i3EM - SKERAGRLIE I

L 1 HE200~400 mg DRGIZL W FDhOLELE
REEZOND, ILEIERIZEAL TOHFICHED 2V
EHEEROND,

X 73
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CLINICAL STUDY ON TE-031(A-56268), A NEW MACROLIDE ANTIBIOTIC,
IN SKIN AND SOFT-TISSUE INFECTIONS IN THE FIELD OF SURGERY

[SSEl NAKAYAMA
Third Department of Surgery, School of Medicine, Nihon University, Tokyo

EMiko Yamall, HirosHi KawaMura and HirosHI KAWAGUCHI
Center of Health Science, Microbiological Section, School of Medicine, Nihon University, Tokyo

Yo0z0 AKIEDA
Department of Surgery, Akieda Hospital, Tokyo

TeETSuYA WATANABE
Department of Surgery, Itabashi Chuo Sogo Hospital, Tokyo

TosHIAKI SUZUKI
Department of Surgery, Kanamecho Hospital, Tokyo

Kangi ITokawa
Department of Surgery, Seya Chuo Hospital, Tokyo

Kazue UENo, KuNitoMo WATANABE and TERUKO KANAZAWA
Institute of Anaerobic Bacteriology, Gifu University School of Medicine, Gifu

We carried out a clinical study on TE-031(A-56268), a new oral macrolide antibiotic, in the treatment of surgical skin
and soft tissue infections.

TE-031 was administered to 110 patients with infections including subcutaneous abscess, infected atheroma, felon,
phlegmon, furuncle, post-traumatic and post-operative wound infection, lymphangitis, lymphadenitis, paronychia, perip-
roctal abscess, suppurative mastitis, suppurative hidradenitis, infectious thrombophlebitis, folliculitis and carbuncle.

The results of the evaluation of clinical efficacy by the physicians-in-charge were : excellent 13, good 75, fair 12 and
poor 10. The overall clinical efficacy rate was 80.0%.

On the other hand, when the evaluation was carried out in accordance with a uniform set of evaluation criteria(i.e., the
Committee’s assessment), the results were : excellent cases 34, good 51, fair 13 and poor 12, the overall clinical efficacy
rate being 77.3%.

Bacteriologically, the eradication rate of causative bacteria was 100% in 39 cases of single infection, and 97.1% in 34
cases of mixed infection.

In 14 cases which had not responded to previous antibiotic therapy, good or excellent results were obtained in 10, the
clinical efficacy rate being 71.4%.

With regard to side-effects in the 110 cases, loose stool was noted in 2 cases, and eruption, small papules and epigas-
tric pain in one case each. All these side-effects were mild. No particular abnormalities were observed in laboratory find-
ings.

MICs against 98 strains of 34 clinically isolated organisms revealed that 69 of 98 strains(70.0% ) were inhibited by a
concentration of 3.13 g/ml or less.



