Evidence Table 4.  Key Question 4b. Effectiveness of Oral Fluoroquinolones

No articles eligible for inclusion as scientific evidence.



Key Question 4c.  High-Dose Amoxicillin Versus Standard-Dose Amoxicillin

Author

Year


Study

Design and Quality
Intervention
Time/Place

Inclusion/Exclusion Criteria
Influencing Factors and 

Sample Size
Outcomes
Findings

Bottenfield

1998


Randomized controlled trial. 

Jadad's quality score (0-5): 1

[1,0,0,0,0]

Number of components addressed in defining AOM (0-3): 0

[0,0,0]


Amoxicillin/Clavulanate (Augmentin) 90mg/kg/day bid for 10 days versus  45mg/kg/day bid for 10 days
Time: 12/96-2/97

Place: 19 U.S. treatment centers, setting not specified

Inclusion:

1.age 3mo – 12yr

2.aom

Exclusion:

1.serious underlying disease

2.concomitant infections

3.renal insufficiency

4.allergic to ab

5.hx A/C-associated jaundice or hepatic dysfunction

6.PKU or aspartame hypersensitivity

7.bowel function-altering meds within 48 hr
Age:

43%<2yr

57%>=2yr

Otitis prone:

Not addressed

N=408

N1=201 A/C-90

N2=207 A/C-45

Completed study:

N1=177 A/C-90

N2=189 A/C-45
Clinical response (either success or failure) at end of therapy;

Recurrence at Days 22 to 28;

Adverse experiences during therapy.
                   A/C 90           A/C 45

Failed at end of therapy

             63/201(31%)   66/207(32%)

Recurrence at Days 22-28

             28/177 (16%)  40/189(21%)

Adverse experiences (frequent ones)

Any      101/201(50%)   98/207(47%)

Cough   24/201(12%)   14/207(  7%) 

Vomit    13/201(  6%)   16/207(  8%)

D Rash 12/201(  6%)   11/207(  5%)

Fever    11/201(  5%)     8/207(  4%)

URI         6/201(  3%)   19/207(  9%)



Evidence Table 4.  (Continued)

Key Question 4d: Twice A Day High-Dose Amoxicillin Therapy Versus Three Time A Day Amoxicillin

[Abbreviations: aom=acute otitis media; ab=antibiotics; tm=tympanic membrane; d=day; wk=week; mo=month; yr=year]

[Jadad score components: randomization mentioned; double-blind mentioned; dropouts described; randomization appropriate; double-blinding appropriate]

[AOM definition components: middle ear effusion; rapid onset; acute inflammation]

Author

Year
Study

Design and Quality
I

Intervention
Time/Place

Inclusion/Exclusion Criteria
Influencing Factors and 

Sample Size
Outcomes
Findings

1669

Principi

1986


Randomized trial

Jadad's quality score (0-5): 2

[1,0,1,0,0]

Number of components addressed in defining AOM (0-3): 2

[1,0,1]
Amoxicilln

Bid 

versus 

Tid for 10 days 
Time: 10/84-2/85

Place: Italy, outpatient ward

Inclusion

1.Age: 6mo-12yrs

2.aom

Exclusion

1.underlying serious illness

2.concurrent infection

3.allergic to ab

4.antibiotics within 2wk

5.draining >12 hr from spontaneously perforated tm


Age:

14% <1yr

67% 1-5yr

19% >5yr

Otitis prone:

6% 3+ prior episodes

29% 1-2 prior episodes

65% no prior episode

N=110 total

N1=55 Bid

N2=55 Tid
Clinical cure or failure at 5, 15, 30, 60, and 90 d.

Recurrence at 30, 60, and 90 days
                             BID            TID

15 day outcome-Bilateral disease

Failure      5/47(11%)   4/45(  9%)

B-effuse  29/47(62%) 27/45(60%)

U-effuse    7/47(15%)   4/45(  9%)

15 day outcome-Unilateral disease

Failure      1/  8(12%)    0/10(  0%)

B-effuse    0/  8(  0%)    3/10(30%)

U-effuse    5/  8(62%)    6/10(60%)

30 day outcome-Bilateral disease

Recurred  4/42(10%)     0/41(  0%)

B-effuse  26/42(62%)  26/41(63%)

U-effuse    4/42(10%)    5/41(12%)

30 day outcome-Unilateral disease

Recurred   0/  7(  0%)    0/10(  0%)

B-effuse    0/  7(  0%)    6/10(60%)

U-effuse    4/  7(57%)    1/10(10%)

60 day outcome-Bilateral disease

Recurred  4/39(10%)     1/40(  2%)

B-effuse  22/39(56%)  22/40(55%)

U-effuse    3/39(  8%)    4/40(10%)

60 day outcome-Unilateral disease

Recurred   0/  7(  0%)    0/10(  0%)

B-effuse    1/  7(14%)    4/10(40%)

U-effuse    2/  7(28%)    1/10(10%)

90 day outcome-Bilateral disease

Recurred  4/39(10%)     1/40(  2%)

B-effuse  12/39(31%)  13/40(32%)

U-effuse    7/39(18%)    9/40(22%)

90 day outcome-Unilateral disease

Recurred   0/  7(  0%)    0/  9(  0%)

B-effuse    0/  7(  0%)    3/  9(33%)

U-effuse    1/  7(14%)    1/  9(11%)
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