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Table 1 Criteria of clinical evaluation by committee's assessment

(1) Gonococcal urethritis and chlamydial urethritis

Efficacy evaluation

Clinical efficacy evaluation (Excellent)

Poor

Good
(Good) , (Fair) |
-

Isolated organism (=)
Urethral discharge
(macroscopic)

Urethral discharge*
(microscopic)

(=)

(=)

+

+

g
I

!
!
(+) g
i

(2) Non-gonococcal urethritis and non-chlamydial urethritis

Efficacy evaluation

Good

Clinical efficacy evaluation (Excellent)

(Good)

Urethral discharge
(macroscopic)

(—)

Urethral discharge*
(microscopic)

0~ (-)

(=) (+)

(+) (+)

* . PMNL counts in urethral smear or in first voided urine

O —_

+

First voided urine 0 1~4/hpf
Urethral smear 0 | 1~4/hpf

25/hpf
=5/hpf
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Table 2 Criteria for evaluating on urethral discharge and PMNL
) PMNL in urethral smear
Urethral discharge o . .
PMNL in first voided urine
34 N | disch 4 . = 30/hpf
: Natural discharge
) 3 : 29~10/hpf
2 + : Considerable amount of discharge when squeezed 2. 9~ 5/hof
. : - p
1+ : Small amount of discharge when squeezed
) 1: 4~ 1/hpf
0 : No discharge
0 0/hpf
Table 3 Gonococcal urethritis treated with TE-031
3 Urethral PMNL in PMNL in first Clinical
Treatment N. gonorrhoeae | C. trachomatis . ] . ) N
No. | Age discharge urethral discharge voided urine effect Side-
. ™ -
Dose X Duration 0 3 710 3 7 0 3 710 3 710 3 713 7 effects
(mg) (days)
1 43 1300 x 3 + - - - + - 4 0 4 0 Ex. -
2 24 400 X 7 + + e - - + - - 2 0 0 | Poor—Ex. -
3 | 26 [400 X3~ + o+ —|- = —l2+ + |4 3 4 1 ofp -
400 X 4+ SPCM 2 oo
4 22 | 400 X 7 + + | - - - 3+ |1 4|1 4 Poor -
800 X 3 —
515 e T T 1 1 0 |GodeEx | -
3 400 X 4 3 2 !
800 X 3 —
6 26 + - - |- - -3+ + -1 4 3 0|3 1 0 | Far—Ex. -
400 X 3
7 |26 [B0X3 = 1 L + o+ 2+ - 4 3 1|Good -
400 X 5 o0
8 35 800 X 3 + — + + + - 4 4 Good -
800 X 3 — )
9 28 + - N.T. 2+ + - 4 3 1 | Fair=Ex. -
400 X 4
800 X 3 —
10 | 37 + - - - - - : -
400 X 4 2+ 4 1 1 | Ex
11 30 |[800 X 3 + - - + - 4 1 Ex. -
12 49 | 800 X 3 + + - - 3+ 2+ 4 4 4 4 Poor -
800 X 3 —
13 | 26 + o+ - - - - P -
400 X 114 SPCM 25 + 3+ + 4 4 0|4 3 1 oor
14 23 | 800 X 3 + + - - 3+ 2+ 4 4 2 3 Poor -
15 32 [800 X 3 + + + - + - 4 4 Poor -
N.T. : Not tested Ex. : Excellent

: Committee’s assessment



voL. 36 S—3 CHEMOTHERAPY 791

yIIVTILEBFEREROS VY, {ERNH 2 T 3
STREFEI LCTIT M T4 4 2 ) L RIDE—RGER
R LTHERSINTVSAY, 74420 VHIZHF
BREECETMEL EOBHERYH ), HFRERENSH
PEEREMIBBEATE L, TNHDBHFIZLEL
LTHRETE, LbHDLHRAMET & 2 EHIHK
HHNTVD, 61, KEEZ 7 IV TOEHT K

PSEICHEAITHD THEH LY 20,
4m, 77 ITTHEEDIIER % ET29ES DIEKE
HIRERICER RS Lize ZOBBEEADLE, 773
DT T BETEBIRMIEL, FE T I T TRER0E S
THHHWVIIMBBEIZII2BAEDERL, FEREMRE
LI L TRBFEB Y OBEIB SN,
WREPER & 228 L T2 15609 9 $160.0% DEH=RT,

Table 4 Non-gonococcal urethritis treated with TE-031

. . PMNL in PMNL in first Clinical
Treatment C. trachomatis Urethral discharge . .
urethral smear voided urine effect™ Side-
No- | Age Dose X Duration effects
0 7 14 21|0 7 14 21| 0 7 14(0 7 14 217 14 Re.
(mg) (days)
1 29 300 X 7 + - + - 3 1 3 1 Ex. -
2|3 | 300 X 14 + - - + - - 3 1 013 1 0 Ex. —Ex. -
3 33 300 X 14 + - - + - - 3 1 013 1 0 Ex. —Ex. -
4 24 300 X 14 - - - + - - 2 2 1 Good —Ex. -
5 | 28 300 X 14 - - - + - - 2 1 113 2 2 Good —Good -
6 | 40 400 X 14 + - - + - - 3 2 013 2 1 Good —Ex. -
7 30 400 X 14 + - - 2+ - - 4 3 113 1 0 Good —Ex. -
8 | 20 400 X 14 + - - 2+ - - 3 1 112 1 1 Ex. —Ex. -
9 | 52 400 X 14 + - - -+ - - - 3 0 0 0 |Ex. —=Ex. —(-—) -
10 | 32 400 X 14 + - - 2+ - - 3 2 1{1 1 1 Good —Ex. -
11 35 400 X 14 + - - 2+ - - 3 2 1(3 1 1 Good —Ex. -
12 | 34 400 X 14 - - - + - - 3 1 o1 1 0 Ex. —Ex. -
13| 34 400 X 14 - - + - - 2 1 1(1 1 1 Good —Ex. -
14 22 400 X 14 - - - + - - 1 1 oj1 1 1 Ex. —Ex. -
15 39 400 X 14 - - - + - - 4 1 111 2 1 Good —Ex. -
16 30 400 X 14 - - - + - - 3 1 o1 1 0 Ex. —Ex. -
17 25 400 X 14 - - - =+ - - + 3 0 0 3 |Ex. —Ex. —=(+) -
18 21 400 X 14 - - - -1+ - - - 2 0 0 0 [Ex. —Ex. —=(-) -
19 52 400 X 14 - — NT 2+ - - 3 1 112 1 1 Ex. —Ex. -
20 56 400 X 14 — — NT + - - 2 1 111 1 0 Ex. —Ex. -
21 32 400 X 14 — — NT - - - 2 1 1|11 1 O Ex. —Ex. -
22 26 400 X 7 - = + - 4 0 Ex. -
23 | 41 400 X 7 - - + - 1 0 Ex. -
24 47 400 X 14 — — NT. 2+ - - 4 3 114 2 1 Good —Ex. -
25 | 43 400 X 14 - — NT. 2+ - - 3 2 213 2 1 Good —Good -
26 30 400 X 7 - = + - 4 3 2 1 Good -
27 26 400 X 7 - = 2+ - 4 3 1 1 Good —
N.T.. Not tested Ex. I Excellent Re : Recurrence
* | Committee’s assessment
Table 5 Non-gonococcal urethritis treated with TE-031
Urethral PMNL in first
Treatment C. trachomatis . . . ..
No. | Age discharge voided urine Clmlca'l Side-
Dose X Duration 0 3 710 3 7 1o 3 7 effect effects
(mg) (days)
800 X 3 —
1| 40 - - NT.|+ - —|3 2 1 Good -
400 X 4
2 21 ]800 X 3 - - + - 4 1 Good -

* : Doctor’s judgement N.T. : Not tested
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TE-031(A-56268) AGAINST MALE URETHRITIS

TAKEJIRO OKAZAKI
Department of Urology, Tokyo Metropolitan Taito Hospital, Tokyo

ToyvoHEl MAcHIDA, SHoicHI ONODERA, HirosH! KiyoTa and Hirokazu Goro
Department of Urology, School of Medicine, Jikei University, Tokyo

TE-031(A-56268)was given to 15 males with gonococcal and 29 with non-gonococcal urethritis who visited the De-
partments of Urology of Tokyo Metropolitan Taito Hospital or Jikei University during the 9 months from February to
October 1986.

In 15 cases of gonococcal urethritis, TE-031 was given at daily doses of 300 mg to 1 patient, 400 mg to 3, and 800 mg to
11 patients. The efficacy rate was low, i.e., the drug was effective in only 9 of 15 cases(60.0% ).

In 29 cases of non-gonococcal urethritis, TE-031 was given at a daily dose of 300 mg to 5 patients, 400 mg to 22 and
800 mg to 2. In 10 of the 29 cases which were Chlamydia-positive, the bacterium was eradicated, and the eradication rate
was 100% . TE-031 was also effective in the 20 Chlamydia-negative cases. Accordingly, the efficacy rate against non-

gonococcal urethritis was 100%. No side-effects were observed.



