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Efficacy of a High Dose Amoxicillin in Children with Severe Acute Otitis Media
——A Sudy in Children Aged 3-6 Years——

Michio TOMIYAMA

Department of Otolaryngology, Tomiyama Clinic

Amoxicillin (AMPC) was administered at a high dose (60 mg/kg/day) for 7
days to 51 children, 3-6 years of age with severe acute otitis media, and a history

of acute otitis media. The results obtained were as follows:

1

With the exception of | patient in whom the AMPC treatment was discontinued
due to drug induced eruption, 50 patients were subjected to the evaluation of ef-
ficacy of AMPC.

A high efficacy of AMPC was observed, with the improvement rate in the sub-
Jective symptoms and objective findings being 90-98% and the efficacy rate
being 909%.

The efficacy rate was slightly lower at 81% in children from whom S.
pneumoniae was isolated, as compared with 89% in children from whom H.
influenzae was isolated.

Of the 21 patients from whom S. pneumoniae was isolated, AMPC was slightly
effective in 3 patients from whom PSSP was isolated and was not effective in 1
patient from whom PRSP was isolated. The 3 patients from whom PSSP was
isolated were those with persistent sticky nasal discharge during AMPC treat-
ment because they received no laryngological treatment due to difficulty in vis-
iting the clinic, despite the finding of sticky nasal discharge that was accompa-
nied with sinusitis paranasalis.

Of the 9 patients from whom H. influenzae was isolated, only 2 patients were
infected with BLNAR H. influenzae. Therefore, the relationship between drug-
susceptible H. influenzae and clinical efficacy of AMPC must be studied in a
larger number of cases in the future.
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6. With respect to adverse drug reactions, diarrhea was observed in 14% and drug

induced eruption was observed in 2% of the patients. The occurrence rate of di-

arrhea observed was slightly lower compared with that reported for children 2

years old or younger.

7. Based on the results of the present study, the high dose of AMPC (60 mg/kg/-
day) appeared to be almost effective in children 3-6 years of age with severe

acute otitis media. However, otitis media might spread among children with

persisting laryngological infection, even if a susceptible bacterial strain is iso-

lated from their ear discharge. It was therefore concluded that a proper

laryngological treatment is necessary in such cases.
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Table 1 Sex and age distribution

Age M F Total (%)
3 2 2 4(8
4 12 4 16 (3D
5 8 7 15 (30)
6 13 3 16 (3D
Total (%) 35 (69) 16 (31) 51
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Table 2 Improvement rates of subjective symptoms and objective findings
No. of cases (%)
No. of cases ex-
. amined for drug | Bacterial Improvement
Test item efficacy eradication Improved |Unchanged| Aggravated rate (%)*
(break down)
50
Earache (Severe 50) 49 (98) 1@ 49/50 (98)
Subjective 38
symptoms ( >39C 4,
Fever 38-38.9°C 19 37 (9D 13 37/38 (97)
37-37.9°C 15)
Tympanic 50
membrane 33 (66) 16 (32) 1@ 49/50 (98)
L. (Severe 50)
Objective | redness
findings | Ear 50
dischage 25 (50) 20 (40) 5 (10) 45/50 (90)
(Large 50)
volume

* Improvement rate (%)*=DBacterial eradication+Improved / No. of cases evaluated for efficacy <100

Table 3 Clinical efficacy of AMPC

No. of |Average improv-
cases (%) |ment point

Markedly effective | 40 (80) 5.3+0.6
Effective 5 (10) 3.210.1
Slightly effective 4(8 2.3£0.1
Not effective 1(C2) 00
Total 50

Efficacy rate (%)* [45/50 (90)

* Efficacy rate (%)= (Markedly effective+effective)
/Total No. of cases X100
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Table 4 Clinical efficacy of AMPC by bacterial isolate

No. of cases (%)
Isolation | Bacterial species | Markedly Effective Slightly Not effective Efficacy rate
effective effective %)*

S. pneumoniae 16 ( 76) 3 (14 1C 9 17/21 ( 81)
i S. pyogenes 2 (100) 2/ 2 (100)
Single | 17" fluenzae 778 1(1D 8/ 9 (89
SPECIES \ Af catarrhalis 1 (100) 1/ 1 (100)
Total 26 ( 79 4 (12) 10 3 28/33 ( 85)

S. pneumoniae
+H. influenzae 3 (100) 3/ 3 (100)

Multiple | S. pneumoniae
Species +H. influenzae 1 (100) 1/ 1 (100)

+ M. catarrhalis

Total 4 (100) 4/ 4 (100)

* Efficacy rate (%) = (Markedly effective+effective) /Total No. of casesX 100

Table 5 Clinical efficacy of AMPC against S. pneumoniae and H. influenzae

Bacte.r ial Dmg. . No. of cases (%)
species susceptibility
MIC of PCG Markedly . Slightly . Efficacy rate
(ng/mb effective Effective effective Not effective %)*
<0.06 10 (™D 3 (23 10/13 C 7D
S. pneumoniae 0.125 4 (100) 4/ 4 (100)
1 1 (50 1.(50) 2/ 2 (100)
2 1 ( 50) 1 (50 1/ 2 ( 50
Total 16 ( 76) 10 5 3 (14 1(C 5 17/21 ( 81)
MIC of ABPC| Markedly . Slightly . Efficacy rate
(wg/ml offective Effective offoctive Not effective (%)*
. <0.5 6 ( 86) 1014 7/ 7 (100)
H. influenzae 9 1 (100) 1/ 1 (100)
4 1 (100) 0/1C 0
Total 778 101D 101D 8/ 9 (89

* Efficacy rate (%) = (Markedly effective +effective) /Total No. of cases X 100

Table 6 Side effect

No. of patients Tatal (%)

Diarrhea moderate, 3; mild, 4 7 (14)
Drug eruption 1 1(C2
Total (%) 8 (16)
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