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Table 1 Clinical response of TE-031 to otitis media
. . Treatment . Bacterio-
Age Diagnosis . - Organism . Clinical Side-
No. : ? Severit Dose Duration logical
% | sex (Underlying disease) y (mg/day) | (days) (MIC, pg/ml, 109 resgonse response effects
P. aeruginosa (100)
1 33 | Acute otitis mgdla Moderate | 150 X 2 7 S. sanguis (0.1) Eradicated Excellent -
M (Crohn’s disease)
S. aureus (0.1)
2 76 | Acute otitis mgc_ila Moderate | 150 X 2 4 P. aeruginosa (>100) Eradicated Good -
F (Dermatitis) }
n S. haemolyticus (0.1)
3 M Acute otitis media Moderate | 150 X 2 7 i Eradicated Excellent -
81 S. aureus (0.1)
4 M Acute otitis media Moderate | 150 X 2 5 Eradicated Excellent -
L . S. aureus (>100)
5 | 50 [Chronic otitis media Moderate | 150 X 2 7 ] Eradicated | Excellent -
F acute exacerbation >
o ] S. aureus (0.2)
g | 37 |Chronic otitis media Moderate | 150 X 2 7 ) Eradicated Excellent -
M acute exacerbation _
L . S. aureus (>100)
7 33 | Chronic otitis media . Severe 150 X 2 7 Eradicated Good -
M acute exacerbation -
. . . S. marcescens (>100)
g | 30 |Chronic otitis media Moderate | 150 X 2 7 } Eradicated | Excellent -
F acute exacerbation i
L . S. aureus (0.2)
9 60 | Chronic otitis media . Moderate | 150 X 2 4 Eradicated Excellent -
M acute exacerbation >
o ) S. aureus (0.1)
10 | 36 |Chronic otitis media Mild | 150 X 2 7 i Eradicated | Excellent -
F acute exacerbation _
. - . Corynebacterium sp.
11 42 | Chronic otitis media . Moderate | 150 X 2 3 Eradicated Excellent | Flatulence
F acute exacerbation -
. - . S. aureus (>100)
12 48 | Chronic otitis media . Severe 150 X 2 4 i Persisted Poor -
F acute exacerbation
S. aureus  (>100)
L . S. aureus (0.2)
13 40 | Chronic otitis media . Moderate | 150 X 2 7 ) Eradicated Excellent -
F acute exacerbation _
46 | Chronic otitis media S. aureus (0.1)
14 acute exacerbation | Moderate |150 X 2 6 Eradicated Excellent -
F
(DM) -
L ) S. aureus (0.2)
15 | 46 |Chronic otitis media Mild 150 x 2| 7 ! Eradicated | Excellent -
F acute exacerbation M
L . P. aeruginosa (>100)
16 54 | Chronic otitis media . Moderate | 150 X 2 7 ) Eradicated Excellent -
F acute exacerbation _
L . S. aureus (0.1)
17 | 71 |Chronic otitis media Moderate | 150 X 2 7 | Eradicated Excellent -
M acute exacerbation _
P. aeruginosa (>100)
18 55 | Chronic otitis media ' Moderate | 150 X 2 7 E. faecalis (1.56) Persisted Poor _
F acute exacerbation }
P._aeruginosa (>100)
19 30 | Chronic otitis media . Mild 150 X 2 4 Corynebacterium sp.(0.025) Unkown Fair -
M acute exacerbation
Coagulase (—)Staphylococcus sp.
20 | 39| Chronic otitis media Moderate 150 X 2| 5 A I -
M acute exacerbation oderate S. aureus (100) P
Coagulase (— )Staphylococcus sp.
(>100)
L Coagulase ( — ) Staphylococcus sp.
21 'Cli Chronic otitis media ‘ Moderate | 150 X 2 5 (>100 Eradicated Excellent -
acute exacerbation
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Table 2 Clinical response of TE-031 to oto-laryngological disease
] . . Treatment - Bacterio- . )
No. 2:: (Unde?lI;ignngoséissease) Severity Dose Duration (MlCorga:/I:n"l\ 108) logical rf-::;:ile eSfIl::l_s
(mg/day) | (days) s ' response
S. pneumoniae (0.2)
1 ZFI Acute tonsillitis Severe 150 X 2 4 Eradicated Excellent -
2 ifls Acute tonsillitis Severe 150 X 2 3 S. pneumoniae (0.1) Unknown Poor -
2 S. mitis (0.78)
3 F Acute tonsillitis Mild 150 X 2 4 Eradicated Excellent -
15 Streptococcus group G (0.2)
4 F Acute tonsillitis Moderate | 150 X 2 4 Eradicated Excellent -
37 S. pneumoniae (0.05)
5 M Acute tonsillitis Severe 150 X 2 3 Unknown Fair -
29 S. anginosus (0.2)
6 F Acute tonsillitis Mild 150 X 2 7 Eradicated Excellent -
38 S. agalactiae (0.2)
7 F Acute tonsillitis Mild 150 X 2 7 ) Eradicated Excellent -
50 S. pyogenes (0.1)
8 M Acute tonsillitis Moderate | 150 X 2 6 | Eradicated Excellent -
31 S. pyogenes (>100)
9 F Acute tonsillitis Moderate | 150 X 2 7 i Eradicated Excellent -
62 S. pyogenes (0.1)
10 F Acute tonsillitis Mild 150 X 2 7 } Eradicated Excellent -
35 B. catarrhalis (0.39)
11 M Acute tonsillitis Moderate | 150 X 2 3 ) Eradicated Excellent -
30 S. pyogenes (0.2)
12 F Acute tonsillitis Moderate | 150 X 2 7 ] Eradicated Excellent -
2 Streptococcus group G (0.1)
13 p | Acute tonsillitis Moderate | 150 X 2 7 Eradicated Excellent -
20 B. catarrhalis (0.2)
14 F Acute tonsillitis Moderate | 150 X 2 4 i Eradicated Excellent -
18 H. influenzae (1.56)
15 F Acute tonsillitis Moderate | 150 X 2 7 ) Eradicated Good -
21 S. agalactiae (0.2)
16 M | Acute tonsillitis Moderate | 150 X 2 7 ) Eradicated Good -
30 S. pyogenes (0.1)
n F | Acute tonsillitis Moderate | 150 X 2 5 ) Eradicated Excellent -
. A S. pyogenes (0.2)
27 | Chronic tonsillitis
18 ; _
M acute exacerbation Moderate | 150 X 2 7 i Eradicated Excellent
. . S. pyogenes (0.2)
26 | Chronic tonsillitis
19 H —
F acute exacerbation Moderate | 150 X 2 7 i Eradicated Good
55 iti
20 M Acute phary;lg&;:;)rynmtls Moderate [ 150 X 2 7 N.D. Unknown Good -
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Table 3 Clinical response of TE-031 to paranasal sinusitis
. . Treatment . Bacterio-
Age Diagnosis . - Organism . Clinical Side-
No. ) X Severity Dose Duration 6, logical
Sex (Underlying disease) (mg/day) | (days) (MIC, pg/ml, 10% resp response effects
10 | Acut ) S. aureus (50)
1 cute paranasal | Moderate |150 X 2 14 i Eradicated | Excellent -
F sinusitis -
55 Chronic paranasal
2 M sinusitis acute Moderate | 150 X 2 14 No growth Unknown Fair -
exacerbation
E. faecalis (6.25)
67 Chronic paranasal S. intermedius ( >100)
3 F sinusitis acute Moderate | 150 X 2 5 i Persisted Poor -
exacerbation E. faecalis (6.25)
S. intermedius (>100)
55 Chronic paranasal
4 F sinusitis acute Severe 150 X 2 5 P. mirabilis ( >100) Unknown Fair -
exacerbation
Table 4 Distribution of sex and age
Sex
Male Female Total (%)
Age
~ 15 2 2 (4.4)
6 ~ 19 1 1(22)
20 ~ 29 2 6 8 (17.8)
30 ~ 39 7 6 13 (28.9)
40 ~ 49 5 5 (11.1)
50 ~ 59 4 4 8 (17.8)
60 ~ 69 1 2 3(6.7)
70 ~ 4 1 5 (11.1)
Total (%) 18 (40.0) 27 (60.0) 45

Table

5 Evaluated objective clinical symptoms and findings

Otitis media

Paranasal sinusitis

Tonsillitis, Pharyngitis & Laryngitis

Otorrhea
Volume
Property
Perforation of ear drum
Redness
Swelling

Rhinorrhea
Volume
Property
Post nasal drip
Redness
Swelling

Redness
Swelling
Coating
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Table 6 Clinical response to TE-031
No. of Clinical response Efficacy
Diagnosis
cases Excellent Good Fair Poor rate (%)
Otitis media 21 15 2 1 3 81.0
Tonsillitis 19 14 3 1 1 89.5
Paranasal sinusitis 4 1 2 1 25.0
Pharyngitis & Laryngitis 1 1 100
Total 45 30 6 4 B) 80.0
Table 7 Clinical response to TE-031 classified by type of disease
No. of Clinical response Efficacy
Diagnosis
cases Excellent Good Fair Poor rate (%)
Otitis media 4 3 1 100
Acute Tonsillitis 17 13 2 1 1 88.2
Paranasal sinusitis 1 1 100
disease | Pharyngitis & Laryngitis 1 1 100
Sub-total 23 17 4 1 1 91.3
Otitis media 17 12 1 1 3 76.5
Chronic | Tonsillitis 2 1 1 100
Paranasal sinusitis 3 2 1 0
disease
Sub-total 22 13 2 3 4 68.2
Total 45 30 6 4 5 80.0
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Table 8 Clinical response to TE-031 classified by duration of administration
Duration No. of Clinical response Efficacy
(days) cases Excellent Good Fair Poor rate (%)
~ 3 4 2 1 1 50.0
4 ~ 5 14 8 1 2 3 64.3
6 ~ 7 25 19 5 1 96.0
8 ~ 14 2 1 1 50.0
Total 45 30 6 4 5 80.0
Table 9 Bacteriological response of TE-031
No. of Bacteriological response Eradication
Clinical isolate
cases Eradicated Persisted Unknown rate (%)
Staphylococcus sp. 2 1 1 50.0
S. aureus 13 12 1 92.3
S. haemolyticus 1 1 100
Streptococcus group G 2 2 100
S. pneumoniae 3 1 2 100
S. pyogenes 7 7 100
S. agalactiae 2 2 100
S. mitis 1 1 100
S. anginosus 1 1 100
S. sanguis 1 1 100
P. mirabilis 1 1 -
E. faecalis 2 1 1 50.0
Corynebacterium sp. 2 1 1 100
S. intermedius 1 1 0
B. catarrhalis 2 2 100
P. aeruginosa 4 3 1 75.0
H. influenzae 1 1 100
S. marcescens 1 1 100
Total 47 38 5 4 88.4
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TE-031(A-56268) IN OTORHINOLARYNGOLOGY
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Department of Otorhinolaryngology, School of Medicine, Hiroshima University, Hiroshima
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We investigated the usefulness of TE-031(A-56268)by administering it orally for seven days at 150 mg b. i. d. to pa-
tients with otorhinolaryngological infections, and assessed its clinical and bacteriological efficacy. The overall clinical
efficacy (good + excellent)rate was 80.0%, the overall excellence rate being 66.7%. Classified by disease, the efficacy
rates were 81.0% for otitis media and even higher for tonsillitis. Classified by type of disease, efficacy was greater in
acute cases, with an overall efficacy rate of 91.3%. The bacteriological efficacy rate, calculated on the basis of eradica-
tion of the causative microbe, was 92.3% for S. aureus and 100% for S. pyogenes. There were no side-effects worthy of

note.



