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- OfF - SEFEI O SYERGE 235§ 5 TE-031DERKR AR ET

[T S A 21! S| S RVARR 7
R E-NEBET - ERET
RSB A ORI 5 — a0

FlLowvso74 FRIGAEWE TE-031 % O -

SURGHEDLIIFNIA L, Z03R % BARORES

BESOMEM TN RHEIEERARITL VISR 12X )% LAsER, 361, A6
Bl, WA OBILENARAERL, EAEEBHETIIED 6B, HHEH, ©oAMS 6l WO

BIEEMEIL% TH -7,

%5 #IZD W\ Ti3400 mg/day DULEMEDHELE S 7z,
M, AAICEALEBEDLIDEIERBLUOREREBI D57,

TE-0314d, HLABESNIT IO 1 FRIAAY
BT, TDAXRY b7 LITEMIZEML, S aureus, S.
pyogenes, S. pneumoniae, E. faecalis, M. luteus, C.dipht-
erige, B. subtilis 2 & DT 7 LEGEHIFRERE, N. gonorr-
hoeae 7% &0 5 5 LIEMIFEE B & O P. acnes, P. gra-
nulosum, C. botilinum, C. tetani, B. fragilis 72 & DR
BREZEZADTDHY, »OFOHRIZEMELOCE
3h, FEIOH LEEMNS (EOKS L )&t
BRENGONDE, HEBITHEIEBO TE C EM OKE
BEBRHETHHE, RAJFMAIFEFEICRIFLI &L
IZEDYHREERDFENE (, L72d5-> THRRS A
FLTH), BREIZRREBRERISILIIDID
W - 5 ORSVRHRROBREE ISR SV L%
b,

EEOIARRN L BiEEBRE AL, FEFICRHLEHE
Br-oTHET S,

I. B5HRELVHZE

HE5ARIIEFI614E 6 A L 9 A T TITHRILE KT
OBNEE—#E F N/ M AOBRREEESTOA,
KIGRERT T THOMEMEDIXE % % £ DIHRDFL
HonbL0, 2 s U714 FRIAEWMRIABEDBLE
DHLLD, FBIUBFLREIIEENDHL LD, EEL
ERRBEDH DL VIEBEDNH S LD, Hid, BiLFEH S
WIITIRF CTH L AREM D H B IRAN, EHEVPFEERD
MRPELTABREHB L DEBRANLZ1BITH S
(Table 1),
INOIRGEFOERIL, FEMII20E L D73 THM
4B F11337 .15, M5 BIDFIGIE54 .25 & BHED
FDE L SRDFEII341 68 ThH o720 TAEEICDON
TIERIEAS kg &V BE79 kg T THFHI60.8kg TH b

B4 T564.4 kg, HETF3950.8 kg T - 7z(Table 2),
BExGE LREE, HESE ICTRETAE L
(G-1): EEMABRT 2 bLWEMEE L O EE iR
REIZREDERDH DL LD SFI, % 28(G-2): L
BEERT 2 bbBEF 2 F R L )RR BRKEA
*RLSGVWTHEEREMAD 4 6], F3F(G-3): Kk
ThHOLLRIEODERIEEBL O ZDELIZH D H D10
BIDEF19BI T2 - 72(Table 3),

RS EB L UIRAEKIEG, EIRIZE U TERA200 me,
300mg £7:13400mg * 1 HE & L 2 ENIHE LARR S
w7, 701 @EEAH100 mg DIFEIZERIZ, 200 mg D
HAEGERIIRAT OEEAE L7,

BESMRMIZERE LTHM3 B %S L, LREK
G U THEBE L7227 BRI R REE L L 72,

HRAZDOWTIE, tOMEWE S L UIEAIIE2 S,
B EMbT—WiThi b7,

TRIER, A7 04 FRIELIRG 230, SHmA
LRURETRETARIEAL L, RUEHLZD
MBS eETAZ L E LT,

YBdH B VIIRERE R EIZLBEIIE U THITL,
DFMErFAERIEATHAILE LT,

MERE S, PSRE LV EEFARIIZL VBN
THIKE TCS R— 7 —IZH AR, R0 IIHERGER
Rt v ¥ — IR L, ARTICBVTHRE, #BRM%
HoNE, FEH LU MIC DHIE* ER L7

MERE R &1, GBS & 358 TRHICRMERE
meFEE, ~< bz ME, AMmERE, @
W, S-GOT, S-GPT, Al-P, LDH, #%&H, BUN,
JLT7F=r, EYNLE L, Na K, Cl, CRPFHiIDW
THEL, HSRICERELTHIDOONIHERIFTTIC
EBHREERITTAI L E LT,
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I.R$8%E

BRBRDOHIE X, BAOBNEELDREMEHR
HEEEIZL EOCEBRM L ARE, 25 PILERBED
EREBDEBHIFMIZ S ESHEEILE W ITo7
AEDOMBHEE L, MEPBKERINLTZOE
EECGLTED LN SKRICLY, SEFDRSH
DEFERD EBOM & x5 BtE% 3 BB O SKROF %K
B, FOA0.3UT2ER), 0.7 %8R, ZoOM%
AL HET HHETHAH(Table 4, 5),

BEOEBEIZ L 2 EBHHEEE, ERIEFEH»D
BECKELASDEES, HOoNIKELLOOEEA
B, AEHLVIIEOEEERLZODELLHR, X
EDTDHONL N o72bDHLVIIHEFEEEZRLLD

DEEY, BLUHEREEARHLE L

T, TRODHTEEREBER B X OBRRIRZA R #t
HERERL, AROBRKMEREXLEMIZFML T,
FEICHE, @R, LRME, i, FEIIRFHD S K
FEETHIE L7,

m. BS B Bk %
HEHEEIC L 2BRF L, ED3I6 16%, AR
1661 84%, #%h0BITIH o 7-(Table 6),
FHEEIIL 2 EBEMHEETIE, W66 32%, &
8B 42%, RRHES B 26%, EHOBITH 5 7:
(Table 7)o
HFRM, FEICHELG 58%, RS 26%, %

Table 2 Background

Age Body weight
Male Female Total Male Female Total
(y.0.) (kg)
=70 1 1 =75 3 3
=60 1 1 270 1 1
250 3 1 4 =65 2 2
=40 3 2 5 =60 3 3
230 4 4 =55 2 1 3
220 4 4 =50 1 2 3
=10 =45 2 2 4
Mean(y.o.) 37.1 54.2 41.6 Mean(kg) 64.4 50.8 60.8
No. of cases 14 5 19 No. of cases 14 5 19
Table 3 Classification by diagnosis
Total No. Phase Dose _ Symptom point
Diagnosis of cases (mg/day) Initial day Day 3 Ratio
(%) No. of cases No. of Mean No.of | Mean Mean @/D)
(%) cases cases @ ®
Periodontitis r ! 200 3 =12 2
5 ( 26) 2 300 2 240 13~17 3 13.0 5.80 0.45
group 3 400 =18
o 1 1 200 <12 | 2
Pericoronitis | (1) | o 30 | 3 | 325 [13~17| 1 | 13.8 | .50 0.47
group 3 | 3 400 | 1 218
N 1 4 200 <12
Oteomyelitis | 1) (g3 | 2 | 5 300 | 2 | 380 |13~17| 4 | 18.7 | 8.70 0.46
group 3 1 400 | 8 218 | 6
1 9 ( 47) 200 3 =12 4
Total 19 (100) 2 6 ( 32) 300 7 332 13~17| 8 16.2 7.47 0.46
3 4 (21) 400 9 =18 7

#1 : Aggressive 2 . Stationary

3 . Tendency to remission
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Table

4 Standardization of evaluation of clinical symptoms

(By Japanese Society of Oral and Maxillo- Facial Surgeons)

. Body temperature

. Fatigue

. Anorexia

a. Intraoral

b. Extraoral

. Swelling

a. Intraoral

b. Extraoral

. Induration

. Pain

a. Spontaneous pain

b. Swallowing pain

c. Oppressive pain

. Lymph-node findings

0

W DN

o =

. Redness (Local hyperaemia)
0:
2:

4

N = O

SN

N~ O w DN

N = O N - O

0
1
2:
0:
1
0
1

Less than 37C
37C~37.5C
37.6C~37.9C
More than 38°C

None
Existent

None
Existent

None

Gingival redness around one or two teeth

Gingival redness around more than three teeth or including
neighboring tissue (Buccal mucosa, Mouth floor, etc)

None

Redness or local hyperaemia of extraoral area

Redness with local hyperaemia of extraoral area

None

Gingival swelling around one or two teeth

Gingival swelling around more than three teeth or including
neighboring tissue (Buccal mucosa, Mouth floor, etc)

None

Swelling of extraoral area

Swelling of more than hen's egg size of extraoral area

None
Induration on touching face
Induration with increased skin tonus

None
Moderate pain
Severe pain
None

Existent

None

Existent

. Trismus ( Limitation of jaw movement)

0:

More than 30 mm
20mm~29mm
10mm~19mm
Less than 10mm

No finding or swelling without tenderness
Movable swelling with tenderness
Fixed swelling with tenderness
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(Devised by Japanese Society of Oral and Maxillo-Facial Surgeons)

Table 5 Case card for this trial

D D
Treatment date ay Day Day it
0 1 3 5
Body temperature 0123 0123 0123 0123
General condition Fatigue 12 12 12 12
Anorexia 12 12 12 12
Intraoral 0214 024 024 024
Redness
Extraoral 012 012 012 012
) Intraoral 024 024 024 024
Swelling
Extraoral 012 012 012 012
. Induration 012 012 012 012
Local findings
Spontaneous 012 012 012 012
Pain Swallowing 01 01 01 01
Oppressive 01 01 01 01
Trismus 0123 0123 0123 0123
Lymph-node findings 01 01 012 012
Total points
Table 6 Clinical point method
Total No. Diagnosis Dose (mg/day)
Clinical effi f Periodontiti Peri iti Ost liti
inical efficacy of cases eriodontitis ericoronitis steomyelitis 200 300 400
(%) group group group
Excellent
xeeen 3 ( 16) 1 1 1 1 1 1
<0.3
Good
% 16 ( 84) 4 3 9 2 6 8
0.3~0.7
Failure
0
20.7
Total 19 (100) 5 4 10 3 7 9
Efficacy ratio =Symptom points on Day 3/Initial day
Table 7 Doctor's subjective judgement
Total No. Diagnosis Dose (mg/day)
Clinical effi f Periodontiti Peri iti Ost liti
efficacy of cases eriodontitis ericoronitis steomyelitis 200 300 400
(%) group group group
Excellent 6 ( 32) 3 1 2 1 4 1
Good 8 ( 42) 1 1 6 1 1 6
Fair 5 ( 26) 1 2 2 1 2 2
Poor 0
Unknown 0
Total 19 (100) 5 4 10 3 7 9
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RiERE 3P 16%, FiEOB, FFIIARHOBTH 72
(Table 8),

KRICHIERELERIE, SHIDBASHMBRE X h &L H
THERLAFINIELROT, EHERE 16, 21
BRY 46, 3SBWARE2HTH -7, FAEWETIE,
a~Streptococcus 5 BRD A 2 BRI &, S. intermedius 2
BRDOW 1 Bkt EE, P. asaccharolyticus 2 ¥k, K. pneumo-
nige M 1 BR DM, S. pneumoniae, Staphylococcus sp.

(coagulase negative), B.melaninogenicus, B. asaccharoly-
ticus, F.nucleatum D% 1 BRETISHRE TBEL 720 14, &
N H15%kDM, AH|-EM-JM-ABPCHRPEE 1 #, ##l-
EM-IM-TiH 45 3 #k % 228 7:(Table 9),

BEFDFFIRGA & RS RTROMBE—, miE
#, K, BLUEDMOREERATRIEE(LEZZDS
DX % Hh 5 7-(Fig. 1 ),

FENC L BEEZONBEWERIZ 1 BB %A1,

Table 8 Usefulness

Total No. Diagnosis Dose (mg/day)
Usefulness of cases Periodontitis | Pericoronitis | Osteomyelitis Term
. 200 300 400 (days)
(%) group group group
Remarkably
. 1
satisfactory 1(58) 3 2 6 1 4 6 4.6
Satisfactory 5 ( 26) 2 3 2 1 2 4.6
Slightly
. 3 (16 2 1
satisfactory (16) 2 1 3.7
Unsatisfaction 0
Remarkable
. 0
unsatisfactory
Total 19 (100) 5 4 10 3 7 9 4.5
Table 9 Relation between clinical effects and MIC of against isolated organisms
MIC : x g/ml
c Effect TE-031 EM M ABPC
s
ase by Isolated organism (cfu/ml) (cfu/ml) (cfu/ml) (cfu/ml) Remarks
No. hd 8 6 8 6 8 6 8 6
C.P.M. 10 10 10 10 10 10 10 10
Cultured
3 Excellent
but no growth
5 Good Klebsiella pneumoniae 100 50 100 50 >100 >100 >100 50
o0 Bacteroides melaninogenicus 0.025| 0.025| 0.05 0.025| 0.1 0.1 0.2 0.1
10 G a -Streptococcus 0.2 0.2 0.2 0.2 0.78 | 0.39 [ 0.025| 0.025
ood Peptostreptococcus asaccharolyticus 0.1 0.05 0.05 0.05 0.2 0.2 €0.025 | €0.025
11 Good a -Streptococcus 0.2 0.1 0.2 0.1 0.39 0.39 0.05 0.05
Streptococcus pneumoniae 0.2 0.1 0.2 0.1 0.39 0.39 | 0.025 ]| <0.025
13 Good Streptococcus intermedius >100 >100 >100 >100 | >100 >100 0.1 0.05
Fusobacterium nucleatum 0.05 0.025| 0.05 0.025( 0.2 0.1 0.39 0.2
a -Streptococcus >100 >100 >100 >100 >100 >100 0.05 0.025
Staphylococcus sp.
15 Excellent (coagulase negative) 0.05 0.05 0.05 0.05 0.2 0.2 1.56 0.39
Bacteroides asaccharolyticus 0.05 0.025| 0.05 0.025| 0.2 0.1 0.2 0.1
16 Good a -Streptococcus 0.2 0.2 0.2 0.2 0.78 0.78 | 0.05 0.025
o0 Peptostreptococcus asaccharolyticus 0.1 0.05 | 0.05 | 0.05 | 0.39 | 0.2 0.05 | 0.05
7 Good a -Streptococcus >100 >100 >100 >100 >100 >100 0.1 0.05
% | Sweptococcus intermedius 0.39 | 0.39 | 0.39 | 0.39 | 1.56 | 1.56 | 0.2 | 0.1

* : Clinical point method of Japanese Society of Oral and Maxillo - Facial Surgeons
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V. % =

B - 3 - OSBRI OBREE R, BOTEEORH
FETHOBMER L ) BREIRILT SRR EVE,
R A BA R IR AE 2 & ORI H 2 F A5 E 1M
T, LabREREICD WP EHEBICFELTY
BHE, REOEFEL LD ONRIEENSVEL LD
HMAMHh, BEFERAINAAENE L PRTETHA
HMERCEER VLTI LD w054 FRAS
BRSNS,
STEHRBROVIFITIIERN L Z EEITVEVY, F
SHFEREHEIC L ) AIHTI0% DREITE FETNE
bDEEZD, 1, FEERHTEDOEMD EHEHI;2%
BVWE, LLARLHESNSFIO 3 BEFALIE
0.58, 0.50, 0.60, 0.68, 0.53Ta ) FAHEHHETIZ
ETHDOHEHEAIZH Y, 5 BEFAITIEIENO.42,
0.50, —, 0.45, 0.26(6HB)TH AT LM LHFEH
WidhI L OTRELERTHE, LI > TEBENE
BOHEIZ L AENR L AEROFT4%IIFEFEICEUL
WVHIETH -7 EVEL,
RICHEGBIZDOWTIE Table 3D Tk £, /NERRE
BTHAHG1BLUG-2TIZ 1 HIRS5ENTHI3278 mg
THHZDHFEN I BEFLL0.42THY), EEHTH
5 G-3Ti3380mg:0.46THHHE, F7:200 mg 5B
3HEFAKIZ0.20550.58F TIi2ofi L2 DFHIL
0.43TH 1, 300 mg x5 B T130.304°50.60F TTF

39130.41, 400 mg % 5B Ti130.25550.68F TTEHY
130,46 TH L BREDD, EXPHARETH A G-,
G2THEERELATI00 mg DHENEE L L i x
N7z, $7:G-3Tid 3 BBEFALH0.5LL EDEHIZ10
Bl 3Bl ), TNHEFNETI0 mg Z5ETH 2
ZEH O BHEIRDEAERIZ13300 mg & 0 400 mg AH
RINDEHM LI, TOHIL Table 101IRTTE (,
MZEFEIE W RE6I% 3BICHTELBIC b 1240
T 1 HFHES 13250 mg, 13~178 8 Ti3325 mg, 18
BUERTIZ386 mg & SBHEMICIE U THRERBIZESH
BIHIBT T ISR L T,

KERIES & ) TBESNA-BEDA, a-Streptococcus 5
R 2 ¥R, S. intermedius 2 Bk 1 BRICAHITEATRD &
h, FRIVEVEETH- 7, TIhb2fltd
EM, IM IZIHETH I Mlivr 05 1 FEFEDMIZKR
DéHHZEIFHEESINT,

KH| OGS ET LR GHICBITAREIR Fig. 1 12881
55001, Mm/EE, 7o bos¥ B/, LDH,
Y-GTP, 7 —AABILURBREXT oD VTFIRLE
EEBHAATH 72,

V. & E ]
- 3R - OBSNEER O B REAE195IC TE-031%
BEOKS LROB#E B2,
1. 20U EEETIIENIF 16%, FHHh6hl 84%,

Table 10 Classification by initial score for symptoms
Symptom Total No. Diagnosis Phase ( ng;;:y ) ;[:;;n)
point of coases No. of cases No. of cases No. of
(%) (%) (%) cases Mean Mean
1" 2 * |1 200 2
=12 4 (21) 2 2 2 1 300 2 250 4.0
3 3 2 400
1 3 1 6 200
13~17 8 (42) 2 1 2 1 300 4 325 4.3
3 4 3 1 400
1 1 2 200
=218 7 (37) 2 1 2 4 300 1 386 4.4
3 6 3 1 400 6
1 5 ( 26) 1 9 (47) 200 3
Total 19 (100) 2 4 (21) 2 6 ( 32) 300 7 332 4.3
3 10 ( 53) 3 4 (21) 400 9
*]1 : Periodontitis group #]1 . Aggressive

2 Pericoronitis group
3 . Osteomyelitis group

2 . Stationary
3 : Tendency to remission
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EHOBTH o7, X 213

2. SEGEHMEIEIC L 28 BAHE TIRIERICHERM 1) B# & AFHEH, & B, K4AKE:E
58%, WS BI 26%, % RiHE 3B 16%, Aifis LN HREAEIN T HMEDEOMEHELEIZON
FEIAMOBD 572, T, BREEWAEE 1:120~160, 1982

3. FEREGICL BEIER 2 6 IIREBREIIED 2) SE35H HAEEREFRBER, TEIVEI YL,
b o7, TE-031, B, 1987

4. 5 EILG-1B LV G-2 Tix300 mg/day, G-3T
{3400 mg/day DY F LW L HIE SN,

B

TE-031(A-56268)IN ACUTE INFECTIONS IN THE FIELD OF ORAL SURGERY

HirosHr TAKAIL, KATSUYOSHI IKESHIMA, Fukasui ApacHi, HirosHr KisHiro, Fusako Koya and KEIKo SHiGA
First Department of Oro-Maxillo-Facial Surgery, Tohoku Dental University, Fukushima

TE-031(A-56268), a new macrolide antibiotic, was administered to 19 cases of infection diagnosed in the field of oro-
maxillo-facial surgery. The clinical efficacy of the drug was evaluated in accordance with the Criteria for Evaluation of
Clinical Efficacy of Antibiotics drawn up by the Japan Society of Oral and Maxillo-Facial Surgeons’ Committee. The re-
sults were very good : 3 excellent cases, 16 good cases and no failure case. On the other hand, when efficacy was evalu-
ated by the investigators, the results were : excellent 6, good 8, fair 5 and no poor case, giving a clinical efficacy rate of
74%.

We suggest that the necessary daily dose of TE-031 is 400 mg. There were no side-effect or laboratory test abnormali-
ties attributable to the administration of TE-031.



