CHEMOTHERAPY
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Table 1-1 Case summary of gonococcal urethritis cases treated with TE-031

**  Criteria proposed by this trial’ s committee

Case Dose(mg) X Day of WBC* Pus Dr's Our criteria Trial s**
Age ) Symptoms Organism
No. Duration(days) | judgement count discharge evaluation Day3 Day7 criteria
0 3 + + N. gonorrhoeae
1 33 400 X 3 Fair Poor Good
3 4 + - -
0 3 ++ + N. gonorrhoeae
2| 45 400 X11 3 0 - - Excellent Excellent Excellent Excellent
7 0 - - -
0 4 + + N. gonorrhoeae
3|19 600 X 7 Poor Poor Poor
7 4 + - N. gonorrhoeae
0 4 + + N. gonorrhoeae
4| 40 600 X 7 3 4 + + N. gonorrhoeae Poor Poor Fair Good
7 2 + - -
0 4 ++ + N. gonorrhoeae
S |25 800 X 7 3 2 + - - Good Fair Good Good
7 2 - - -
* 0:0/hpf, 1 1~4/hpf, 2 5~9/hpf, 3 : 10~29/hpf, 4 30~/hpf
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Table 1-2 Case summary of chlamydial urethritis cases treated with TE-031
Case Dose(mg) X Day of WBC* Pus ) Dr's Our criteria Trial’ s**
No. Age Duration(days) | judgement count Symptoms discharge Organism evaluation Day7 Dayl4 criteria
0 1 + + . trachomatis
6 | 37 300 X 5 ; ) ~ ~ ~ Good Excellent
0 4 + + . trachomatis
7 33 300 X 7 ; ~ ~ ~ Good
0 4 4+ + . trachomatis
8 31 300 X14 7 + + - Good Fair Good
14 3 - - -
0 4 - + " trachomatis
9 36 400 X 7 7 5 — — — Excellent | Excellent Excellent
0 4 + + . trachomatis
10 38 400 X 7 7 3 " " ~ Fair Poor Fair
0 3 + + . trachomatis
11 20 400 X 7 ; ) — — — Excellent Excellent Excellent
0 3 + + . trachomatis
12 25 400 X14 7 1 + - - Excellent Good Excellent Excellent
14 1 - - -
4 + + . trachomatis
13 31 400 X14 7 1 - - - Excellent Excellent | Excellent Excellent
14 0 - - -
0 1 + - . trachomatis
14 25 400 X14 7 1 - - - Excellent Excellent
14 1 - -
0 3 + + . trachomatis
15 50 400 X14 7 1 - - - Excellent Excellent Excellent Excellent
14 0 - - -
0 2 + + . trachomatis
16 16 600 X 14 7 0 - - - Good Excellent | Excellent Excellent
14 0 - - -
0 1 - + . trachomatis
17 57 600 X14 7 1 - - - Excellent Excellent
14 0 - - -
0 3 - + . trachomatis
18 57 600 X14 7 0 - - - Excellent | Excellent | Excellent | Excellent
14 1 - - -
* 0:0/hpf, 1:1~4/hpf, 2 :5~9/hpf, 3 : 10~29/hpf, 4 - 30~/hpf

%

. Criteria proposed by this trial’ s committee
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Table 1-3 Case summary of non-gonococcal and non-chlamydial urethritis cases treated with TE-031

Case Dose(mg) X Day of WBC* Pus Dr's QOur criteria
Age o . Symptoms Organism

No. Duration(days) | judgement count discharge evaluation Day7 Dayl4
0 4 + + E. coli 10°

19 | 43 300 X 7 Fair Fair
7 2 - - E. coli 10*
0 2 + + -

20 | 44 300 X14 7 0 - - - Good Excellent Fair
14 1 - - -
0 4 + + -

21 43 300 X14 7 1 - - - Good Excellent | Excellent
14 1 - - -
0 3 + - -

22 | 36 400 X 7 7 5 Excellent | Excellent
0 3 + + -

23 | 25 400 X14 7 1 - - - Good Excellent | Excellent
14 1 - - -
0 4 + + -

24 | 38 600 X 8 Poor Poor
7 4 + + -

*0:0/hpf, 1:1~4/hpf, 2 :5~9/hpf, 3 : 10~29/hpf, 4 30~/hpf

Table 2 Our criteria for urethritis

Urethritis should be diagnosed if more than two of the following conditions are satisfied

1 | Having subjective symptoms such as miction pain and urethral discomfort or having urethral discharge

2 | WBC count of more than 5/hpf in first voided urine or urethral smear

3 | Detection of N. gonorrhoeae or C. trachomatis undoubtedly recognized as organisms causing urethritis

Table 3 Our criteria for clinical evaluation in urethritis

WBC count * Cleared Improved Unchanged

*

Symptoms * Resolved Persisted Resolved Persisted Resolved Persisted

it I NN | N

Identified Z

Organism Persisted D ------------
v DG
) | | | e

. Excellent Fair +  Evaluated according to “effect on pyuria” criteria of
Japanese UTI Committee

RZZz77

XS
TN

Czzzz

o

]

: Good D Poor *+ : Miction pain and/or urethral discomfort or pus discharge
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L, 1H400 mg 58 Cl3EXHHI1185.7%(6/7), 1H
600 mg X5 BN FN1366.7%(2/3)THh o720 FEHKHE -
FECT HRERIZBVWTHEARIILZHbOD, 1H
300 mg TixEHBIIBDHOLNLE 572,
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BTH o ERIE, KEMRER3IB, CTHRERS
B, JEHKE - FECT HRELR 3B, FH1BITH-7 &
DHL, THOBKEEIITHER CTHE—Tdh 7225
3BT 1 BTk E, 1BITC2ERIEE(MLA, HELRL
72380 b 2 FlIMENRERT, 16013 CT HRE
KThotzo BILLA 1BIIZIEMNE - FECTHRERT
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TRETTRET & - - ERAMEWIX, N. gonorhoeae 5 #,
C. trachomatis 13¥k, E. coli 1 ¥k, FT19%T, 17BHDBE
3h, BREEII89.5% Tdh o725 N. gonorrhoeae 125\
TIZ SR 4 BRASHE, 1BRDFRL, BRERIIL0.0%
T 572 C. trachomatis IZ BV TIRIBKTNTRE S
N, E. coli 1 BRiZFFHE L 7-(Table 6),
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BAIFEH L, MINOBERTHBERLMEELE, B
BE LTRHERSTELZLDTHY, KL OBEIR
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Table 4 Clinical efficacy of TE-031 in urethritis

No. of Clinical efficacy Efficacy**
Diagnosis Criteria
cases Excellent Good Fair Poor rate(%)
Dr’s evaluation 5 1 1 1 2 40.0
Gonococcal
Trial's criteria® 5 1 3 1 80.0
urethritis
Our criteria 5 1 1 1 2 40.0
Dr’s evaluation 13 8 4 1 92.3
Chlamydial
Trial's criteria® 12 10 1 1 91.7
urethritis
Our criteria 9 7 1 1 77.8
Non-gonococcal | Dr’s evaluation 6 1 3 1 1 66.7
non-chlamydial | Trial's criteria®
urethritis Our criteria 6 3 2 1 50.0

* . Criteria proposed by this trial's committee
** . (No. of (Excellent+ Good)/Total) X100

Table 5 Relationship between daily dose and clinical efficacy (by Dr's evaluation)

i X Daily dose Clinical efficacy No. of Excellent
Diagnosis (mg) Excellent Good Fair Poor results/Total (%)

400 1 1 1/2 (50.0)

Gonococcal urethrits 600 2 0/2 ( 0)

800 1 0o/1 ( 0)

300 3 0/3 ( 0)

Chlamydial urethritis 400 6 1 6/7 (85.7)

600 2 1 2/3 (66.7)

Non-gonococcal 300 2 1 0/3 ( 0)

non-chlamydial 400 1 1 1/2 (50.0)

urethritis 600 1 0/1 ( 0)




voL. 36 S—3 CHEMOTHERAPY 847

£HI21CIE 1 B300 mg 7 HA#RGHRIBL L 72A%, Rk
#ETETHY, MAMORSRTHELMIHE LT,
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FREEOREICOVTIR 4 BUIHETERTSD o 7295,
mEfe, FEeREE, HieE, ERELECOEHBIZBWTR
EEHIBOONL DT,
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ek, MEMRERDERDE—FIRE X B-lactam
FHER LWL SPCM EZEZX LN TELH, ThHD
##ECid CT #*M5 ¥ % postgonococcal urethritis 7%
b, T CTHRERIIBVWTIIHADZ L 228
LINOLERITEHMTHL, LA > T, MINO %
L& T A tetracycline RILEH % ST, EM % EDEH
FEERBEEND L IIChoTE7, BIRL/ZL I
TE-031i% EM F5#EKTH V), in vitro TIL N. gonorrhoeae
BIUCTIIM L TERLRENERTILICLY, W
REHFERICBOTIRRERIINT 25N FSN
5o

—%, BERERIIT 5 ERFMEE IRV
ik, EDFMOBERIHEL IR T ZV, 4ED
BRDEORETICBITA5RHE L, UMNEEEHELR
SUH—RRHEHEICE L TT - 7285, H—HRH
TERIIETOMBALSHFET H7:0, F4DERLL
HEHUEHEEICLHHELHETITo7. Thbb, #
~HRAELEIIBITHFMEE X, FEEE % 5HKE
EHUICCT O “HERDHE", WIRKZLRESLHO
“HROFE", REFWW % LAORFEHDLIRKD “H
ROFE" Thhb, LidoT, EBROHEIEAKRS
BOMRD “BEROFE” FIF TR ShAZLERD,
REF%ICBIT 2 EFROBMEILIIMBR S v,
L, RERIEUDLIVIHEIHORERREETH D
DHWEILALTHDI LY, SHHERMEREEEGAEC
BIT5 UTI E3hsEME#ES 0 & {, BEERIIMNTS
PROFHMER MR B2 H AR L L EZ OIS, WIRK

RESUHDOUEICBNTE, FENERNSTIEE
n, FICEREMHRERDEHES, REZFWYHAT {EH
THEICE LU I L b L (BRSNS, SHICERMAE
WABEOHEIIIHRHENTEL YV, UED XS %2R
BEA2UETLLD, RADRERODHTERES L 2
B IR BRI R O XM A S L 2 SF B O
RUEEELTER L7z, ERICHT: - T, BIKRDIFR L
V) EANS, BEMICE ) ERSNI-RENEBNLEG
RHEE L TEMRBOEELY—H—¢EZ, FRERHK
EYOHIOFELAMRBOUEEL L 2 AL LT,
HERBRENRBEEZEL )DLV IR Y EEERE L
TFeY, ThEH3EBICK NV HEEELER LT,

WEERER S BIORETTid, EHEEHER L LI
K4 DMRUEEETIIANFL0.0%, K—HRHEE
HTI380.0% Th o7 FHEHEL LKA DOHR
HELHE—DRHENER, T L UREFTWYPEM
RBUSH T HFHENELEZ N AHD, WEMRERIC
BIFHFHZEDL DOERBMIL T LS RIFEEIER
hrol. BADEFIZOWVWTALE, EF3IZBNT
37 HBHETCHRDERTCEIRBEIRE L ero70b
DO, REFHHHTEMIRPICBEREIEZD O, FEH)
4 Tix7 HEBHZETIZN. gonorrhoeae 132D N 5
7200, 3 BEHETHROEEL L WNIREDTHLY
{2 T N. gonorrhoeae % B 720 AHIL, in vitro TD N.
gonorthoeae (2313 AIMBENIZEN, MHPBEIEFL, *
BHLRWVWIE, FLMERBITHICERTVWAZ L LD,
< 7 AERWBIEAREE R~ 7 X EERAY IR 83 B BLE
2BV Tinvivo IEFENRTVEEELA TV AT, L
2L, SEOBEKEIFRIIRLTARTHY), ZOHSY
BARBETH L, AENDHRORE TIHESIEMEL %2 <,
ZERBO LML o7, HEHBEORE T 3 BRRS
07T HEERSDIE) PRFLBEETHS72bDD, »
FTHIZLTORBEERERIITT 2EFOMEL, BE
LELCAVOLRTWAMOER I N ERTWD L IZT V&
Vi,

Table 6 Bacteriological response to TE-031 in urethritis

Bacteriological response
Organism No. of strains
Eradicated (%) Persisted
N. gonorrhoeae 5 4 (80.0) 1
C. trachomatis 13 13 (100 ) 0
E. coli 1 0o ( 0) 1
Total 19 17 ( 89.5) 2
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CTHRERIZEL Tz, EHEHELE—HRAE
DWMEHE HIZTEETH - - 120lDF%E I, ZhEh
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CT AHE L7212 b 20 b & FRES W P 5 M ERE A
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EFTCT RHELAbOD, REFWHF A MEREAR
RTHO2BEERK, HRIFERLEZLDTHD, hED
BE, FHRAETRRLRAELHESNLY, At
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LTH CTHRERDHE, BUABHERIBONLZL
I3EBSNA,
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WENLEEHESNDIII3L, 7THEHETIZA
BIAER, 1BIFEMTH7-Z LD, BRNERE
MRTAEEICRMABMOBRSIET L EEILND,

MINO & CT RERIZI T HERICOVTHAEL IR
95.5%%, HHEHI1396.2%° DEHERY FhENBE L
TBY, FHOCT HRERIIHT HEHRIEIINS DR
MEBIIABEORMLEEZON, CTHRERIZHTL
TRARRZERAN 2B EBEDLLS,

FEME - FECT HRBERIZBWTIE, H—2RHED
TERVIDEEEHE LKA DHERIED 2 HiETHT
o127, EREHE, HLODRUEDEDRIIZNE
166.7%(4/6), 50.0%(3/6)TH 1, CT HRERDEK
B LR RARIZL > Tz, LALLRAS, fEF
BAL %<, SHOBEE2FLV, BEIDROBRET
TIRECABMEL 2V OD, CTHREREF#EIZLA
30 mg R B TREHFAIZOOALZVWIELD, 1
H400 mg 2\ L600 mg x5 AL T LW EBbh b, #%

SHBMORE T, 3HP 26137 HE L 14A BHEC
EE o700, 15 T4HBHETE» b0
PERIC A 0T TNIIIGHTO B MERIKAS~9/hpt,
7 HB20~1/hpf, 14H Bi32~4/hpfThH Y, Hxny
EHEDOAMBICTT HHRICBNTT HEHETRE
FLLHES N b0, 148 BHETRELHE 1
KD THb, HAc DHRHETEEI BV TIESHO
BIIREAS~9/hpf & L% \VIBE, HIMERBA0/hpib)
LEDBHEERRY, EBLEHEEND 0I210~1/
hpf AT L 2 B BAH Y, TELOEMIRK O
KEDEFDLORELHEINTLED, LEdsT
CHIZEDLVBRRDRDHEIEDGHL LA, &%
PEHEL VB D, —&IZ, RERIZBVLTEARDY
MERFIIFRE S W T EMERBU I L 7% (S h b
A, ZOEBNC BT H B D TR CHTbh
TEY, HMRBOFMEAT ) 127> TIHUREFY
PHORBETITIOLEFHLLNEEL LN,
BMERICBIL Tit, BEOBHAMREY 281220
DHT, tetracycline RMAHF TLI K RONB L) ih
BHERORERLZDONT, BELLTVThLE
FHEGTELODTH o7z, $72STTRONBEI L
MBEDEE 2SS, BRBREBEORELHIIZDHLA
ho 7:o

DEXY, ARENIHREMERERICH L TIEERDOEH
HLLTLLBERTWA LIRS X 2\, FEKERR
BRI LTI, ZOBKGDELSFIIREHILER
BLEOEAMEBBVLDLEI LN,

’
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BHICOWT, EBOLEREERIRR, HED 59 : 831~835, 1985

R LR 71, 1987 9) HE Iy NB—E: 25V TEEEIIETS
8) M M, fh:r T IV TIEEIL HIEMREMER Minocycline D& F % £, 76 B ilh fR47 : 1005 ~

B % D Minocycline (= & 2 {A#, BREHEFHE 1011, 1985

TE-031 IN URETHRITIS

Mikio KisHi, DAISUKE YAMADA, YOSHITSUGU NAsU, Masaya Tsucawa, Hiromt KumoN and HirRoyuki QOHMORI
Department of Urology(Director : Prof. H. Ohmori), Medical School, Okayama University, Okayama

KaTsuyosHr Konpo, Atsushi Konpo
Department of Urology(Chief : A. Kondo), Okayama Red Cross Hospital, Okayama

KAaTsuicHr NanBa
Department of Urology(Chief : K. Nanba), Okayama City Hospital, Okayama

We performed a clinical study on TE-031 in urethritis and obtained the following results.

1. In 5 cases of gonococcal urethritis, clinical efficacy rates by doctor’s evaluation, criteria proposed by the Trial
Committee(Trial Criteria)and our own criteria were 40.0%, 80.0% and 40.0%, respectively.

2. In 13 cases of chlamydial urethritis, the three clinical efficacy rates were 92.3%, 91.7% and 77.8%., respectively.

3. In 6 cases of non-gonococcal and non-chlamydial urethritis, clinical efficacy rate by the doctor’s evaluation and
our criteria was 66.7% and 50.0%, respectively.

4. Bacteriologically, 4 of 5 strains of N. gonorrhoeae, and all 13 strains of C. trachomatis were eradicated.

5. Side-effects were observed in two cases, showing mild gastric discomfort. No abnormal laboratory findings were
observed.

Consequently, we found TE-031 less effective than other drugs such as A-lactams and SPCM for gonococcal urethritis,
but clearly effective in non-gonococcal urethritis.



