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Table 2 Clinical efficacy
. ) No. of ) Efficacy
Diagnosis Excellent Good Fair Poor
cases rate (%)
Acute 4 1 2 1
Chronic 4 1 1 2
Otitis )
media Exacerbat!on 9 1 2 2 4
of chronic
Sub-total 17 2 5 3 7 41.2
Acute 2 2
Paranasal Exacerbation
sinusitis of chronic 4 1 ! 2
Sub-total 6 3 2 66.7
Acute tonsillitis 12 6 2 2 2 66.7
Acute pharyngolaryngitis 1 1
Total 36 9 11 7 9 55.6
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Table 3 Clinical effectiveness classified by pattern of organisms
Pattern of organisms No. of Excellent Good Fair Poor Efficacy
cases rate (%)
i Gram (+) 16 5 4 5 2
. Smg?e Gram (—) 6 2 1 3
infection Sub-total 22 7 5 5 5 54.5
Gram (+) (+) 3 1 2
Gram (+) (=) 5 1 4
Mixed | Gram (=) - (—) 3 1 2
infection | Gram (+) (=) (=) 2 2
Gram (+) (+) (=) 1 1
Sub-total 14 6 2 4 57.1
Total 36 11 7 9 55.6
Table 4 Bacteriological response
Organism No. _Of Eradicated Reduced Unchanged Eradication
Strains rate (%)
S. haemolyticus 1 1
S. aureus 12 8 1 3
S. epidermidis 2 2
S. pyogenes 1 1
S. agalactiae 2 1 1
S. pneumoniae 1 1
Streptococcus Group C 2 2
Streptococcus Group G 3 3
Staphylococcus sp. 1 1
Streptococcus sp. 1 1
Corynebacterium 2 2
Sub-total 28 20 1 7 71.4
S. marcescens 2 2
P. aeruginosa 3 1
P. putida 2
H. influenzae 3 2
H. parahemolyticus 1 1
B. catarrhalis 1 1
A. xylosoxydans 1 1
K. pneumoniae 1 1
K. ascorbata 1 1
Sub-total 15 7 0 8 46.7
Total 43 27 1 15 62.8
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TE-031 DML DX TE-031 150 mg 5% 2
M2 C0.09~1.45 pg/ml %7~ L, F350.50 pg/ml T
Hote FHUIH L, MEMITIE1.80~6.30 ng/g N
BRBELTRL, F353.26 ug/eg Th o720 £ DEE
DBITRIL1.7~20.04%5(Table 6) %R L7,

m, % E 3
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Table 5 Adverse reactions

Item
Case Dose Diagnosis Drug relationship
(Degree)
58F 300mg/day X 8days Acute tonsillitis Sto;ns:iicghm;))ain Probable
Diarrhea
(Slight) Probable
25F 300mg/day X 4days Acute tonsillitis
Stomach pain -
(Slight) Deffinite
Exacerbation of Stomach pain
42M 300mg/day X 7days h Probable
mescay y chronic otitis media (Slight)
Table 6 Concentration of TE-031 in serum and tissue
Sampling time
Case Dose .a_fter ) Tissue Serum Ratio
No. (mg) admml(s}:r)atlon (pg/g) (png/ml) (Tissue/Serum)
1 150 2 Tonsil R 4.85 0.39 12.4
2 150 2 Tonsil L 1.80 0.09 20.0
3 150 2 Tonsil L 2.40 1.45 1.7
4 150 2 Tonsil 2.75 0.50 5.5
5 150 2 Mucous membrane of 4.75 0.43 11.0
maxillary sinus : ) .
Mucous membrane of _
6 150 2 maxillary sinus <1.9% 0.09
Granulation tissue
7 150 2 of antrum 6. 30 0.53 11.9
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TE-031(A-56268)IN THE FIELD OF OTORHINOLARYNGOLOGY

ATsSUSHI SHINKAWA, YOSHIYUKI TAMURA, Koyt SHIMIZU and HIROSATO MIYAKE
Department of Otorhinolaryngology, School of Medicine, Tokai University, Kanagawa

We studied the clinical effect of TE-031(A-56268), a new macrolide developed in Japan, in the field of otorhinolary-

ngology.

TE-031 150 mg was administered orally twice daily for 4~14 days to 36 patients with acute tympanitis, acute aggrava-
tion of chronic tympanitis, acute lacunar tonsillitis, acute laryngopharyngitis, acute aggravation of chronic sinusitis, or

acute sinusitis, with moderate efficacy in 20 patients(a positive results ratio of 55.6% ).
In 19 cases of acute illness, 14 showed effective or better (73.7% ). In 17 cases of acute aggravation of chronic in-

flammation or chronic disease, the drug was effective or better in only 6 cases, so that the positive ratio was lower

(35.3%). Side-effects were observed in 3 cases but were slight, allowing continuance of administration.

From the above results, we consider TE-031 a very safe and useful drug, and recommend it as first choice in new

cases of acute otorhinolaryngological disease.



