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1. in vitro HUE 7 : Chlamydia trachomatis(LLF C. trachomatis & B3 )IEdERL D #k(23+4 5 TE-031
D MIC, MLC i3 £ #h0.006 ng/ml, 0.025 .g/ml, F¥RIZH$ AMIC, MLC (2% £10.006 g/
ml, 0.1ug/ml THoto T/, BRKSBEIMIZI T D TE-0310 MIC 1 £#£4%0.006 g/ ml T,
MLC 130.025~0.1 pg/ml I25#6 L, HEEHID Erythromycin(EM), Josamycin(JM), Tetracycline
(TC), Minocycline( MINOIZH~SEWRE N ER L7

2. PEPRELHL: IREMRE X106, FERBEERERMBF(ZDHI B T 3T 7H226), FREHSF
HHRERS BUIAH % 1 300 mg 52,3~ 14 BMI%S Lo EHEEHEIZ L DAEDEISHREMERE £
20.0%(2/10), FEMEMRERTI.4%(27/34), TDIHIH 2 53T 7HT7.3%(17/22), FelkiE - Ik~
7 IV T7H83.3%(10/12), FFMBEMFEEERIN%(5/5), CDIHIH 2T I I T7H100%(4/4), IE
WE -2 7 ITVTHI%(1/1)Th o7z RERIZBITHHRENOHEEEI$20.0%(2/10), 753
T DIHKEIR5.0%(19/20), FERERICBIILZ 7 I TOHEKFILT5.0%(3/4)Th -7z, Hit
ROBMERB L VBRREORELH I 1HIOBOO L h 572,

BEXY, TE-03L 2 I IV T7REICIPBFRER, FEFER ML THRALEREEZS
(WA

TE-QBUEKRIERETHESINZFLOEO< 05 X2, 75377, FAE)THEIEHEEL, £0
1T FRAEMETHY, =Y 20212 2 (EM)D 61 MEANTEM LRA%E DL L IIETME. T72, FENIHRE
DKEEE X P+ HCEBRLIEESR Y7051 K% KOO 4 FEIAEMRIHNEBICBOTEET
REMETH D, ZOHERILFig. LIZRTEBY T HNROKG L VBOMFREDSZON, ZO3EH Y
Hbo KEIIERD< 7 0T 4 FRIAEWE & BRI, 133.5~4 9/ L FEEEA T, FRAP BRI 1424050
77 LM, HEANE, 1375 X=, ILTTT T TITH40~50% & BiFTH Y, EM IZHMaileEg
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#2, RPEUEIIHIEL VDR TV DY,
SEFKA L, T0L) R EET S TE-0310 C.
trachomatis \ 23T % invitn BN BETH L L I,
BFRERB LUVFERERIIHT HEERDR 2 O U
TEMIZOERFT L2DOTHRET %,

1. ¥RELUVFHE

1. C. trachomatis {23t 5 in vitro SNE N

C. trachomatis D #%(D/UW-3/Cx)$ £ ' F ¥k (F/UW-
6/Cx)D 2 Bk E1ZHRRE L, T DIREEOMIZERKME D
5B SN MBRDEBETIOHIIIT T HIRE N & E L7,
EEMAL & L Tid McCoy Mifa & AV, A DHBIE L
FTTIIHRE L-HE? I LU TIT o 726 4X10° cells/
well ? McCoy #2121 X 10" IFU DC. trachomatis {Hk%
B K D4, AL/ TE-031, EM, Josamy-
cin(JM), Tetracyline(TC), Minocycline(MINO)® 5 #&
R =& 7- DMEM # R 2 MZ, CO. 1 ¥ ¥ &
N—% —%HWT3ISCTTHEEL, RET20MEEZDOH ALK
DR & WIS 5 & FEH O /g % MIC(minimal in-
hibitory concentration) & L7z, ¥ 7= 5l D B gdifa Tix
IRTORER R D ER 2 R bR E L, HEBRERIZE T2V
DMEM Hf i (2 & # L T48BFHARA L 7= f&12, a9
1458 L 72 elementary body (EB)DTEE % #aT L, ZEHFIR
FHIZBWTY EB DML ELIZMAE L2 EH O/
2R % MLC(minimal lethal concentration) & L7z,

2. ERKM9RET

BFI614E 1 A H HERFI614F 9 A  TIZHIMKEEFER
WIRAH B X UBERRR DI R % %2 L7 FIRE %44
B, FERERS B, S4B TE-031 % EH L7,
FHIIBFTIE20EA 5528 T THA L, F1931.25%,
TFTH2UED 44K T THM L, F530.8%TH Y,
3EAEDPHEMEBIORBEA 2207% W\ LKA TH - 72,
%5 HEEAAK % 1m150mg 1 B 2@E - ¥ &/ICA

Fig. 1 Chemical structure of TE-031
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HE ORI, REITRBFEFEIUIDOY T 11
BTEHHEMIR(PMN)NIZ Y 7 ABRMBERE 4 2L,
S 523 % trans grow, Thayer-Martin, Microcu.
t-GC R LD/ THEEL, BFHETHIE - AEtT-
Too E£72, 2020V Z—D—ERFIEWRA DRI
AN+ R L%, —20C THEERT LEELAEK
BEXy 7y —IZE ML, Ay ¥ —CTHRAEL,

C. trachomatis DI, FRE F 7213 FEHEIZ swab
FWAL, BCOEITHELE 2 IBAFEL, g
#i & (Micro Trak )38 L MR RESITH)ZLEE
Bl&E L7,

BEERAEIEREHETFICSBEULDEB 22051
ErEt, 1~4EOHEIIERYE, £{EIrOOLALL
WEEEMLE Lz, B, SHEOKRE TIXERMLBYE
& LS L7, MERERERIEIL, $REUL 728K % 2SP-tra-
nsport medium (2 AN, —80CIZHERER, KEBEKX
MAEMFERZIZESM L, McCoy MIBZ BT o7,
SOV T IR, —fHEICOWT S &R T
BERRYRFEL,

RHEIBRITRE EFHRE L, FEENSEH(EX
cellent), A #(Good), *XH#(Fair), #EZXh(Poor)D
4ERPETHIEL, SHIRERICELTIE, UTIHE
SH—HEARRICERL THE—HESITo 7. H—HTE
BERMEYOHKDEE, FTUHOEDS L UNRPE
724% smear D PMN DB 2 IEEL L THEL .
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4: 230/hpf
3:29~10/hpf
2:9~5/hpf
1:4~1/hpf
0:0/hpf
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I, & ®
1. C. trachomatis (2339 % in vitro ILE S
TE-031, EM, JM, TC, MINO O C. trachomatis ¥ i
#(D BB & OFF BR) 123§ 5 MIC, MLC % Table 212
FL7%o TE-0310 D #2344 % MIC, MLC I3 ZhZh
0.006 zg/ml, 0.025 pg/ml THROBVAEDZRL,
B & e~ MIC 133~5%, MLC id4~6EFENTW
t:o ¥75, FHRICA T 5 MIC, MLC & £ £10.006
pg/ml, 0.1,g/ml THROBNAENERL, EAMO
KBTIk DBk IIIRBEOBEM AR L7z RICERK D
B1ICH$ A MIC, MLC 4% % Fig.2, 3IZ/R L7
KH 0 MIC 12 &#4%0.006 g/ml, MLC 130.025~0.1
pg/ml A L, BEPR ST BERR I3 L C b IR EERR RIS
HBEH & A~NBCIEN AR L,

2. BRREIRET

WREMERE X106, FEMRBEHIRERMGB L OFEE
ERSBIDIEF—H%E, FNENTable 3~5(I/R L7,

1) EREEHE

FEREHEIC & 2RAF OREERE RGN 3$ 58
RABIIAED2H, LRHED1F, EBH7HTHDE
20.0% T o720 IEMREMEIRIE R34BI 3§ 5 BRR A
ITERI6HI, ARG, LRHMSH, EHH2HITHL
#£79.4% Th 720 FENRBEHEFEHEERSOIH T HE
RERIED4BI, A 1B THEDEI0% TH - 7:
(Table 6)o & HUIZFEMRBEMEIRBERIZ BV T RIMAE
WMANZEEREEZRET Lz, 75 3 ¥ 73412261
(64.7% ) TR LE <, ZOBKMPILEMNIORN, H%H7
B, *LHER4HF, EE1G, TEHEIT.I%TH-7,
FTIEME - Y 7 IV THIRIEIS Y, FOERKHR
IET 6B, A4, RLREWLE, EHLIGTEHD
F(383.3% T - 7=(Table 7), % BIEHHLF = HEE
RSBUIBWTIE, 75 3ITT7H4B), FEHE - FE2 7
IVTHILBIT, BHRITE HIZI0%TH 72,

Table 1 The committee's criteria for evaluating clinical efficacy in male urethritis

Bacteriological response Eradicated Persisted
Clinical efficacy Excellent Moderate Fair Poor
Organism — - _ T
Urethral discharge Macroscopic — - ha *or =

Microscopic * 0 or — + + +

*  Polymorphonuclear leucocytes (PMN) in urethral smear or first voided urine

PMN 0 - +
Urethral smear
0 1~4/hpf =5/hpf
(X1000)
First voided urine 0 1~ 4/hpf >5/hpf
(X 400)
Table 2 Antimicrobial activity of TE-031 against C. trachomatis
Antibiotics Type D Type F
MIC ( pg/ml) MLC ( ug/ml) MIC ( «g/ml) MLC ( ug/ml)
TE-031 0. 006 0.025 0. 006 0.1
EM 0.2 0.39 0.1 1. 56
M 0.1 0.78 0.1 1.56
TC 0.2 1. 56 0.1 3.13
MINO 0.05 0.39 0.025 0.78

Inoculum size  1X10* IFU/4 X10* cells
Test strain

Host cell : McCoy cell

: D/UW-3/Cx strain and F/UW-6/Cx strain



858 CHEMOTHERAPY
Fig. 2 Distribution and cumulative curve of MIC of TE-031 against clinically
isolated C. trachomatis (14 strains)
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Fig. 3 Distribution and cumulative curve of ML.C of TE-031 against clinically
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2) H—HE

UTI RS —HEARICL DEFMUTETH - 72
ERREXIZI060T, 3 BBHEC L DBRBRIIER
15, A% 161, EXH8BITHREALFT20.0%Th 72
(Table 8)o FEMKHEMEIRE RO —HIEIEB KNSV
y5 IV THRERIZOVTR L, FETRERES 217
gc, 7HBHEICLABERHRISEIILE, HH 16,
ol 2B, B 2HTREFNEICS%TH 7
(Table 9)o

3) MEHFHIHR

3ABHEIC L AHEOHETIZIOKRD 2 BREEL,
20.0% T o720 C. trachomatis D EMFHITNRIZD
WTHIBERES T DR TO R WEFIZ BV T, Mic-

ro Trak EDHER KA L7 MBREEOKERES—FL
Lo fERITIE, EHo—HDORETHETHIUL
C. trachomatis Bt & L THEFH L 7zo LLEDER, K&
RBE X DR SN C. trachomatis D ) HIEWFH)
HEDVFMAGETH 72 b DL, KEEHE 1 #(No. 9)
*ED%DHY, THEHESINIZLDILIBKT, £0
HERIZISRFI6FRIHE L, 88.9% ThH -7, £7/-3H
H#%E(No. 32), 14H B¥I%E(No. 18,27,30) S 7zb D
A, FNENLIK, 3HkHHHEFIZIEHIZI00%TH
5720 MBS DT BHEIZ L HIHEEIL204kF 198%H
%L, 95.0%TH o726 E£72, U. urealyticum O 7 B B
HEICLAHEFI2HRP 2HRERLIONSTH 512
(Table 10)e —H 27 7 IVTHFERERIIBITART

Table 3 Clinical summary of gonococcal urethritis treated with TE-031

Treatment C. trachomatis™® Clinical efficacy
Urethral Side-
No. | Age Sex Dose Duration PMN* | N. gonorrhoeae ™ Micro Doctor's Committee’s
discharge™ Culture effects
(mg) (days) Trak judgement | assessment
H# 4 -
1 31 M 300 3 N.T. Poor Poor (=)
H# 4 N.T.
+ 4
Poor
2 20 M 300 8 + + 4 4 + + N.T. N.T. @) Poor (=)
3
(3)* (8)*| (3) (8) | (3) (8)
H# 4 +
3 20 M 300 3 N.T. N.T. Poor Poor (=)
H# 4
H# 4 -
Poor
4 30 M 300 7 N.T. P (=)
* N + N.T. 3) o
(3) (3) (3)
4+ 4 +
Good
51 22 M 300 7 - - 11 - - N.T. N.T. Excellent (=)
(3)
(3) (7) | 3) (7) | 3) (7)
H 4 + -
Poor
6| 4 M 300 7 " 4 + N.T. NT @ Poor (=)
(3) (3) (3) o
H# 4 + +
7 30 M 300 3 N.T. Good Moderate (=)
- 2 - N.T.
+ 4 + - -
81 29 M 300 3 Poor Poor (=)
H# 4 + N.T. N.T.
# 3 + +
Fair
9| 32 M 300 7 - 0 + N.T. @ Poor (=)
(3) (3) (3)
4 4 +
10| M 300 3 N.T. N.T. Poor Poor (=)
+ 3 +

« Before treatment " .
—— - The day of evaluation
After treatment

N.T. : Not tested
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Table 4-1 Clinical summary of non-gonococcal urethritis treated with TE-031
Treatment C. trachomatis* Clinical efficacy
Urethral Isolated Side-
No. Age Sex Dose Duration PMN* Micro Doctor’'s | Committee's
discharge™® organism* | Culture effects
(mg) (days) Trak judgement | assessment
+ 4 - +
11 38 M 300 7 ) N.T. Excellent Excellent (=)
+ 4 - +
12 35 M 300 7 ) N.T. Excellent | Excellent (=)
+ 4 - +
13 36 M 300 7 ) N.T. Excellent Excellent (=)
+ 4 - +
14 24 M 300 7 . N.T. Excellent Excellent (-)
+ 4 - +
15 42 M 300 7 N.T. Excellent Excellent (-)
+ 3 - - +
Excellent
16 35 M 300 14 — - 0 0 - (14) Excellent (=)
(T)* (14)% (7) (14) (7)
+ 4 - +
17 20 M 300 7 5 N.T. Good Excellent (=)
+ 4 - +
Good
18 26 M 300 14 — — 1 1 R N.T. Excellent (=)
M | @ ae (1) (10) e
+ 4 - +
19 23 M 300 7 . N.T. Good Excellent (=)
+ 3 - - +
20 26 M 300 7 Good Excellent (=)
- 0 - N.T. -
+ 4 U. urealyticum +
21 21 M 300 7 0 Excellent | Excellent (=)
+ 4 GPC + +
22 26 M 300 7 Excellent | Excellent (=)
- 0 N.T. - -
+ 4 - + +
23 32 M 300 7 Fair Moderate (=)
-— 4 -— - -
+ 1 - +
24 26 M 300 7 N.T. Fair Fair (=)
+ 0 - -
+ 4 - +
25 44 M 300 7 N.T. Poor Fair (=)
# 4 - -
+ 4 - +
26 48 M 300 7 Fair Poor (=)
P o p— —_—
+ 3 - +
Good )
27 30 M 300 14 + + 4 1 _ _ + - 0o Poor (-
(7) (14)| (7) (14) (7) (7)(14)

Before treatment

After treatment

# . The day of evaluation

N.T. : Not tested
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Table 4-2 Clinical summary of non-gonococcal urethritis treated with TE-031
Treatment C. trachomatis* Clinical efficacy
Urethral Isolated Side-
No. | Age Sex Dose Duration PMN* Micro Doctor’s | Committee's
discharge* organism* | Culture effects
(mg) (days) Trak judgement | assessment
+ 4 - +
28 48 M 300 5 N.T. Good (=)
+ 1 - N.T.
+ 4 - +
29 49 M 300 2 N.T. Good (=)
+ 2 - N.T.
+ 3 - +
Excellent
30 35 M 300 14 - - 1 0 N.T. - (=)
# # — (14)
(7)" (14) (7) (14) (14)
+ 4 - + -
31 36 M 300 14 Excellent (=)
- 0 - N.T. -
+ 4 GPC + +
32 20 M 300 3 Fair (=)
- 4 N.T. N.T. -
+ 4 U. urealyticum - -
3 31 M 300 7 Excellent Excellent (=)
- 0 - N.T. N.T.
+ 3 GPC - -
k! 32 M 300 3 Fair (=)
- 1 N.T. N.T. -
+ 4 - -
35 24 M 300 7 N.T. Excellent (=)
—_— l p— —_—
+ 4 - - -
36 28 M 300 7 5 Excellent (=)
+ 4 - - -
37 52 M 300 7 Excellent (=)
—_— 0 p— —_ —_
+ 3 - - -
38 20 M 300 7 Excellent (=)
p— l p— — —_—
+ 4 - -
39 42 M 300 7 N.T. Excellent (=)
—_— 1 p— —_—
+ 4 - -
40 24 M 300 14 N.T. Good (=)
p— 1 — —_—
+ 4 - -
41 27 M 300 10 N.T. Good (=)
— 0 — —
+ 0 - -
2| 30 M 300 19 N.T. Good (=)
p— O - —_—
+ 4 - - -
43 26 M 300 14 . Good (=)
+ 4 - -
4 36 M 300 14 N.T. Poor (=)
+ 3 - -

*

Before treatment

After treatment

#  The day of evaluation

N.T. . Not tested
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Table 5 Clinical summary of non-gonococcal cervicitis treated with TE-031
Treatment C. trachomatis*
Isolated Side-
No. Age Sex Dose Duration | Discharge® PMN* Micro Clinical efficacy
organism* | Culture effects
(mg) (days) Trak
+ 4 - -
45 24 F 300 7 ) N.T. Excellent (-)
4 4 - +
46 H F 300 7 ) N.T. Excellent (=)
+ 3 - - +
47 44 F 300 14 5 Excellent (=)
+ 1 - +
48 28 F 300 14 N.T. Excellent (=)
+ 0 - -
+ 4 -
49 24 F 300 7 N.T. Good (—)
- 1 - +
. Before treatment
_— N.T. : Not tested
After treatment
Table 6 Clinical efficacy of TE-031 in urethritis and cervicitis
No. of . Efficacy
Excellent Good Fair Poor
cases rate (%)
Gonococcal urethritis 10 2 1 7 20.0
Non-gonococcal urethritis 34 16 11 5 2 79.4
Non-gonococcal cervicitis 5 4 1 100
Total 49 20 14 6 9 69.4

Table 7 Clinical efficacy of TE-031 in non-gonococcal urethritis
(Doctor's evaluation)
No. of * Efficacy
Isolated organism Excellent Good Fair Poor
cases rate (%)
C. trachomatis 19 8 7 3 1 78.9
C. trachomatis
+ 1 1 100
U. urealyticum
C. trachomatis C. trachomatis
+ 2 1 1 50.0
GPC
Sub-total 22 10 7 4 1 77.3
U. urealyticum 1 1 100
GPC 1 1 0
Others Non-bacterial 10 5 4 1 90.0
Sub-total 12 6 4 1 1 83.3
Total 34 16 11 5 2 79.4
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BHEICL B T I T T OHKEIL 4 %P 3ERIEE L,
75.0% T - 7=(Table 11),

4) &M

REMIZE L TR S SN 749FI2 DV CTRES
LAt BIOEMEIERR 1 BIoBobh kot 3
FEFRREEORELEBIILEAD 1B LN L5
7=(Table 12),

o = =
AEHKA I, Hlweros 4 FRITEMETH S
TE-031D C. trachomatis {2313 5 in vitro SNE N 2 6 U

WBFREXRS LUFERERIITT HERIKINER L #5T
L7 EEIDW<70F54 FEBLIUTIISHA 2
RINEWE X C. trachomatis \ZxF LTIV in vitro STE 1
¥EL, BRMIZOANTHLLPHOENTVE, £
Z T C. trachomatis FEHERK 2 ¥k B & BEIR 72 148K 124
THRKOMEN 2~/ 054 FRDEM, M, 7+3
H A7) FDTC, MINO D 4 K| & R L7, K
FIDIZHERR D #4124 ¢ 5 MIC, MLC i3 £ £h0.006
ng/ml, 0.025 pg/ml CTHROBVRENERL, HEE
Bl & LA MIC 13 3~5%, MLC 2 4~6&FER TV,

FAFHRICH L THIRIZABELERTH - 720 RIZK

Table 8 Overall clinical efficacy of TE-031 in gonococcal urethritis
(3 days treatment)
Bacteriological response Eradicated Persisted
Clinical efficacy Excellent Moderate Fair Poor
N. gonorrhoeae — — — +
. Macroscopic - - + + or —
Urethral discharge Microscopic 0 or — " n +
No. of cases 1 1 0 8

Overall efficacy rate : 2/10 (20.0%)

Table 9 Overall clinical efficacy of TE-031 in chlamydial urethritis

(7 days treatment)
Bacteriological response Eradicated Persisted

Clinical efficacy Excellent Moderate Fair Poor

C. trachomatis — — - +
Urethral discharge Macroscopic — — ha Tor ~

Microscopic 0 or — + + +

No. of cases 12 1 2 2

Overall efficacy rate : 13/17 (76.5%)

Table 10 Bacteriological response to TE-031 in urethritis

Organism No. of strains Eradicated Persisted Eradication rate (%)
N. gonorrhoeae 10 2 8 20.0
C. trachomatis 20 19 1 95.0
U. urealyticum 2 2 0 100
Total 32 23 9 71.9
Table 11 Bacteriological response to TE-031 in cervicitis
Organism No. of strains Eradicated Persisted Eradication rate (%)
C. trachomatis 4 3 1 75.0
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I DOFER B 148k 123 B MIC 12 &#££%0.006 ng/ml,
MLC 120.025~0.1 pg/ml 1254 L, ERARSTBERRICX L
T b EHERR R BEER & SN R L7,
X OIZARIIHEIZ D invito THENETRTV EED
nTHH, STD & LTHREAB LUFERERIIHN
THEMUSEF SN, BRIIRE L TH,

4 A4 124K % 1 H300 mg, HKERRAETIE3~7H
B, 75 IV T7REELELETHHERBEERRIETIAT~
BMHESTAILERAIE Lz, ZHREHEICL 55K
BRIEDRITKEERE%20.0%(2/10), FEMEMRE

%79.4%(27/34), TDHH 2 73V THI.3%(17/22),

e - kY 5 3T TH83.3%(10/12), FEMEMRFE
FER100%(5/5), TDHIH7 7 ITTHI0%(4/4),
e - £ 5 I U THI00%(1/1)Th o7z, TH—
HEICLDREEREL L HLIZY 7 IV THRERD
BRI ENEFN20.0%(2/10), 76.5%(13/17)TH Y
FAREHE L IIFBLEER L7, BMEWENHRT
WRERICBITAHKE, 77 IV TOHERRIZEREN
20.0%(2/10), 95.0%(19/20)Th Y, FEHERILH
A2 53T TDHEEKREIRTS.0%(3/4)Th o7, UL
I 7 IVTHRERBLVFERERIIF LTI,
S EIFK A HHRES L7z in vitro DILETIABE S M REF 7%
BRDR &R L7 —HIREMRERIIN LT in vit-
10 TIRENTFE N ICHRB S - BOBRHRE RS
Lot

REZIIVTREEIH LTI, 7442
FFEH| D MINO & DOXY #* first choice & ST,
®iF, LRBIUT M SHA 2 P RERICHLTTL
VF¥—DHHEBEII LTI, EM BRI THE,
77 ITVTHRERIIBITLING IEFDERDEE
AhbE, REEIZLN 2T IVTORLE, EHORS
B REWHEZENRLRRELR 5 T AR, MINO,
DOXY Tid 1 H200 mg, 7~14H X5 DEFHI S,
MINO TI3H%h%95.5~100%, {HKFKIS5.7~100%5,
DOXY TI3H%h388~100%, iHLE88~100%5%, F1-
EM % 1 H1000 mg 7 B Ej#x5 CTHKES%" LBV
RIRERT ZENRESN TV B, SEIFKA IR L
LARRDY 5 I THRERODEDRITERHET
77.3%, 75 ITTHRRIIN.0%THY, LRIEH
HBELTD, BITHEOWCHETH 7,

BIfERIZ49BIF 1 Bl L 2D O N, F-BRENEE
L1260l 161 %2 <, FARLEHOBVERLE
Zbhiz,

LLE X b TE-03143 C. trachomatis {235 5 in vitro 3}
BHRBOTRIFT, 75 IV 7TREICLIBETFRER,
FEFBERIIHLTHMT, REHOBVERELELS
n7z,

X [y
1) HBEAKRCEREFSLE, FEIVRIYL,

Table 12 Laboratory findings before and after administration of TE-031

RBC Hb Ht WBC GOT GPT Al-P BUN Creatinine
C;:e (X10*/mm®) (g/d1) (%) (X10%/mm*) ) (V) U (mg/dl) (mg/dl)

B | A | B /| A B|A|B|A|B|A|B|A|B|A|B|A|B]|A
18 | 563 | 530(17.0]15.9)49.5|47.6 | 8.3| 9.6| 18 | 18 6 8.3 9.2| 9.9 14.4
21 | 473| 488(13.413.9(42.9(44.3| 5.1| 4.6| 8 | 14 6 8 | 7.2 6.9(13.8(16.8(1.09 |1.18
23 | 525| 557 |15.5|16.1|47.5[50.0| 5.3| 7.3| 14 | 20 | 14 | 20 | 6.1| 6.3/10.6(13.4|1.14|1.18
24 17 | 19 | 12 9 | 7.8] 7.0{13.0(18.0|1.0 |1.0
30 | 509| 491 |14.9|14.5[46.0|44.4| 6.9 4.7| 23 | 22 | 39 | 23 | 8.8| 8.7|11.7|12.4|1.341.31
31 | 460 | 461|13.2(13.1|41.8|41.3| 4.3| 6.4| 15 | 19 6 9 | 53| 59(13.0|11.5[1.23|1.22
33 | 555| 563|17.3|17.4|52.6(53.2| 6.7| 4.8| 21 | 24 | 19 | 20 | 51| 6.4|11.3|15.5[1.21|1.25
39 | 483| 505 |14.4|14.8 [44.7|46.6| 5.0| 5.7| 15 | 16 | 10 | 17 | 59| 7.0|18.5(19.0(1.23|1.18
40 | 537| 525|15.7 |15.4|48.0(45.0| 6.1 | 4.6| 25 | 23 | 18 | 13 | 8.4| 6.2|14.415.0
42 | 488 505|16.4|17.749.5|49.9| 3.5| 3.6| 45 | 17 | 22 | 11 | 78 | 83 [12.0| 9.0|0.8 |0.9
43 | 542| 532|16.5(15.9 48.2|47.1| 6.1 | 4.4| 14 | 12 | 19 | 16 | 6.2| 7.0|14.0|14.5|1.41|1.23
44 | 533| 535/17.4|17.8|49.9|52.0| 6.0| 7.0| 16 | 18 | 15 | 17 | 7.2| 6.9|17.7|17.6

B : Before treatment A After treatment
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tions. WORM, A. M., AVNSTORP, C. and PETERSEN, C.
S. Danish Medical Bulletin 32 : 269~271, 1985
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PRECLINICAL AND CLINICAL STUDIES ON TE-031(A-56268)IN URINARY TRACT AND
GENITAL INFECTIONS
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Department of Urology, Faculty of Medicine, Kyushu University, Fukuoka

KAzuYUKI SAGIYAMA, SANSHIN HARA
Department of Urology, Sanshinkai Hara Hospital, Fukuoka

SHiNJI URABE
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YOSHIHARU MIYAZAKI
Yakuin Urological Hospital, Fukuoka

ToMokazu NAKAO
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Haruko TAEN, ARIAKI NAGAYAMA
Department of Microbiology, Saga Medical School, Saga

We evaluated TE-031(A-56268), a new semisynthetic macrolide, for its in vitro antimicrobial activity against C. tracho-
matis and its clinical usefulness. The following results were obtained.

1. Antimicrobial activity

The in vitro antimicrobial activity of TE-031 against 2 standard and 14 clinically isolated strains of C. trachomatis was
determined and compared with the activities of erythromycin, josamycin, tetracycline and minocycline. The minimal in-
hibitory concentration(MIC)and the minimal lethal concentration(MLC)of TE-031 against D strain of C. trachomatis were
0.006 »g/ml and 0.025 g/ml, and against F strain its MIC was the same, while its MLC was 0.1 xg/ml. Against 14 cli-
nically isolated strains, TE-031’s MICs were all 0.006 xg/ml, while its MLCs showed a range of 0.025~0.1 »g/ml. TE-
031 activity against the standard and clinically isolated strains of C. trachomatis was superior to the activities of the 4
control drugs.

2. Clinical study

TE-031 was orally administered to 44 male patients with urethritis and 5 female patients with cervicitis at a daily dose
of 300 mg in 2 divided doses for 3~ 14 days. Out of 44 patients with urethritis, 10 were gonococcal, 22 were chlamydial
and 12 were non-gonococcal non-chlamydial urethritis. Out of 5 patients with cervicitis, 4 were chlamydial and 1 was
non-gonococcal non-chlamydial cervicitis.

Clinical efficacy rates in urethritis were 20.0% (2/10)for gonococcal, 77.3% (17/22)for chlamydial, 83.3% (10/12)for
non-gonococcal non-chlamydial urethritis. Clinical efficacy rates in cervicitis were 100% (4/4)for chlamydial and 100%
(1/1)for non-gonococcal non-chlamydial cervicitis.

The eradication rates of N. gonorrhoeae and C. trachomatis in urethritis were 20.0% (2/10)and 95.0% (19/20). The era-
dication rate of C. trachomatis in cervicitis was 75.0% (3/4). There were neither side-effects nor abnormal laboratory

findings after TE-031 therapy.
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Qur conclusion, based on th i i
e results of this study, is that TE-031 is a useful antibiotic in chlamydial urethritis and

cervicitis.



