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Fig. 1 Chemical structure of TE-031
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Fig. 2 Sensitivity distribution of S. aureus (24 strains)
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Table 1 Antibacterial spectra of TE-031 and EM
Organism [ TE-031 B N EM
S. aureus FDA 209P =0.05 =0.05
S. aureus TERAIMA =0.05 50
B. subtilis ATCC 6633 =0.05 =0.05
E. coli NIH] JC-2 25 25
P. mirabilis IFO 3849 >100 >100
P. mirabilis ATCC 21100 25 50
P. vulgaris 0X-19 100 >100
M. morganii IFO 3848 >100 >100
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Table 2-1 Clinical studies of TE-031
. Method of administration
Organisms - ) .
No. ) . Daily Total Clinical Side-
Sex Diagnosis Before Term
Age —_— dose dose effect effects
After (days)
(mg) (8)
S. aureus (+)
; F | L)Acute otitis media S. aureus () 400 7 2.8 Poor (=)
3 E. coli ()
2 . : S. pneumoniae (+)
” F | L)Acute otitis media ) 300 4 1.2 Excellent (=)
3 . . CNS (+)
M | R)Acute otitis media 400 7 2.8 Poor (=)
45 S. aureus (+)
4 o ) S. aureus (H)
- M | R)Acute otitis media ) 300 4 1.2 Excellent (=)
5 » ) S. pneumoniae ()
2 F | R)Acute otitis media ) 300 7 2.1 Good (=)
6 . . S. aureus ()
o F | R)Acute otitis media - 400 7 2.8 Good (=)
7 R)Chronic otitis media S. aureus (#)
F } 400 7 2.8 Good (=)
42 (Acute exacerbation) (=)
8 R)Chronic otitis media S. aureus ()
I med 300 7 2.1 Good (=)
37 (Acute exacerbation) (=)
9 L)Chronic otitis medi S. aureus ()
F )Chronic: otiti Te la " 200 7 1.4 Excellent (—)
35 (Acute exacerbation) (=)
10 r L)Chronic otitis media A. calcoaceticus () 200 7 1.4 Poor (=)
43 (Acute exacerbation) S. aureus (+)
11 . L)Chronic otitis media P. aerugtinosa () 400 ; 23 Fair (-)
60 (Acute exacerbation) P. aeruginosa ()
12 M L)Chronic otitis media S. aureus (H#t+) 400 7 28 Good (-)
53 (Acute exacerbation) (=)
13 y R)Chronic otitis media | S. aureus (4) 400 7 2.8 Fair (=)
69 (Acute exacerbation) S. aureus
14 B. catarrhalis (+)
i F | Bs)Acute sinusitis = 300 7 2.1 Good (—)
5 H. influenzae (+)
13 F | R)Acute sinusitis S. aureus (+) 200 7 1.4 Good (—)
(=)
16 H. influenzae
36 F | Bs)Acute sinusitis S. pneumoniae 400 7 2.8 Excellent (=)
(=)
17 S. aureus (+)
0 M | Bs)Acute sinusitis - 400 7 2.8 Good (=)
18 No growth
35 M | R)Acute sinusitis & ) 300 7 2.1 Good (=)
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Table 2-2 Clinical studies of TE-031
. Method of administration
Organisms -
No. ) ) Daily Total Clinical | Side-
Sex Diagnosis Before Term
Age “After dose (day) dose effect effects
(mg) (g)
19 o S. pneumoniae (+)
21 M | R)Acute sinusitis = 300 7 2.1 Good (=)
2 H. influenzae (+)
4l F | L)Acute sinusitis P. aeruginosa (+) 200 8 1.6 Good (=)
(=)
21 Bs)Chronic sinusitis H. influenzae (4)
F s)Chronic sinu .1 i fl 400 7 2.8 Good (=)
34 (Acute exacerbation) S. aureus ()
22 Chronic sinusiti CNS (+
P ronic sinusi 1s- ) 300 14 42 Fair (=)
41 (Acute exacerbation) (=)
23 . S. pneumoniae ()
F | Acute tonsillitis 200 5 1.0 Excellent (=)
26 (=)
24 a -Streptococcus sp.
. M | Acute tonsillitis =) 300 7 2.1 Excellent (=)
25 CNS (+)
5 F |R)Ear fruncle = 200 3 0.6 Excellent (=)
26 S. aureus ()
61 M | R)Ear fruncle ) 200 3 0.6 Excellent | (—)
27 S. epidermidis
2 F |L)Ear fruncle = 200 4 0.8 Excellent | (—)
28 CNS (+)
16 M | L)Ear fruncle 0 200 4 0.8 Excellent | (=)
29 . CNS (+)
3% M | R)Acute otitis externa - 200 7 1.4 Unkown (=)
30 S. aureus ()
F | Nose fruncle 200 3 0.6 Excellent | (=)
44 (-)
31 S. pyogenes (+)
36 M | Acute pharyngolaryngitis pyos "( ) 300 4 1.2 Excellent | (=)
Table 3 Clinical effectiveness efficacy
Clinical effect ) Total efficacy
. Excellent Good Fair Poor 0
Diagnosis (%)
Acute otitis media 2 2 2 4/6 (66.7)
Acute exacerbation of chronic otitis media 1 3 2 1 4/7 (57.1)
Acute sinusitis 1 6 7/7 (100 )
Acute exacerbation of chronic sinusitis 1 1 1/2 (50.0)
Acute lacunar tonsillitis 2 2/2 (100 )
Others 6 6/6 (100 )
Total 12(40.0) 12(40.0) 3(10.0) 3(10.0) | 24/30 (80.0)
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TE-031(A-56268)IN OTORHINOLARYNGOLOGY
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We carried out basic and clinical studies on TE-031(A-56268)in the field of otorhinolaryngology. The results are de-
scribed below.

1) Antibacterial activity

TE-031's antibacterial activity against 24 clinically isolated strains of Staphylococcus aureus was comparable to that of
erythromycin.

2) Clinical results

TE-031 was administered to 30 patients with otorhinolaryngological infections. The results of the evaluation of clinical
efficacy were excellent 12, good 12, fair 3, and poor 3. The overall efficacy rate was thus 80.0%.

3) side-effects

None were experienced.



