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Acute Otitis Media and the New

Doctor’s Dilemma: Should You Plan to
See the Child Again?

Peter Morris and Amanda Leach for the Child Health Division of the
Menzies School of Health Research, Darwin, Australia.



Outline of talk

- Atypical otitis ‘script’ (story)

« What does the evidence say should | do?

. New ‘AOM evidence’

Yet another question.........



Trust me, I’'m a doctor




Case scenario

A 12mo boy comes to the
clinic with 3 days of cough
and runny nose. His mother
noticed that he has been more
irritable and pulling at his left
ear. He has a low grade fever
but he is not too unwell.

g No, this way
His right eardrum is white and - :

in the neutral position. The 5 ek
left side is red and bulging.
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Figure 2. Treatment Success by Day 14 for Ampicillin/Amoxicillin vs Placebo

Treatment Success Event Rate, Mo/ Total (%)

Study Placebo
Halsted et al, %3 1067 23/25 (02)
Lewclal et al 32 1970 44/49 (20)
Howie and Ploussard,*? 1972 17365 (47)
Burke st al*' 1001 112/114 (98)
Kaleida =t al, 42 1091 213/401 (53)
Damoizeaux et al,** 2000 40/112 (36)
Le Saux et al ** 2005 232/250 (23)
Poolad overall
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Sizes of data markers are proportional to the sample size of each study in the analysis. Cl indicates confidence interval.

Clinical success

53% versus 65%

Coker et al, 2010, JAMA



Cochrane Review, Australia

1 - Antibiotic versus placebo
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1.1 Pain
Antibiotics Placebo Risk Ratio Risk Ratio

Study or Subgroup  Bvents  Total Bvents Total Weight M-H, Fixed, 95% CI M-H, Fixed, 95% CI
1.1.1 Pain at 24 hours
Burke 1991 83 112 a6 117 22.8% 0.89 [0.74, 1.30]
Le Sau 2005 g1 248 106 294 439% 0.76 [0.60, 0.96] {
Thalin 1924 50 150 50 182 224K D.ea0r4,1.23]
vanBuchern 198143 13 47 11 40 4 9% 1.01 [0A1, 1.99] -1
vanBuchern 19810 17 43 10 36 4.7% 1.27 [0B7, 1.44] T
Subtotal (93% CI) 624 605 100.0°%  0.90[0.78, 1.04] !
Total events 223 1
Heterogeneity, Chif= 412, of= 4 (P = 0.39), F= 3%
Test for averall effect £=1.37(F=0.17)
1.1.2 Pain at 2 to 7 days
Appelman 1991 14 70 12 a6 4.3% 0.83[047,1.89] -
Burke 1991 20 1M 29 114 9.3% 0.71[043,1.18] -
Camoizseauy 2000 [a1!] 1r 209 1223 28.3% 0.2 062, 0.98] u
Hazlsted 1963 17 G2 7 27 3.2% 1.06 [0.40, 2.249] -
kaleida 1991 19 488 38 492 12.3% 0.50 [0.29, 0.86] -
Le Sauw 2005 43 253 3 2ME 1T A% 079 [0.55,1.13] Bl
Mvgined 1981 15 72 29 i 9.1% 0.55[0.32, 0.94] —
Thalln 1984 145 198 28 188 5.1 % 0.e0 033, 1.09] ]
vanBuchern 198143 f 4f 10 34 3.6% 0.50[0.20,1.24] T
vanBucherm 1981h 110 43 11 34 4.1% (.66 [0.32, 1.39] T
Subtotal (95% Cl) 1425 1366 100.07 0.72 [0.62, 0.83] ]
Total events 224 a3

Heterogeneity: Chi®= 727, df=9 (P = 061} F=0%
Test for overall effect Z=4.59 (F = 0.00001)

Sanders et al, 2012.

Persistent ear pain

16% versus 22%
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Antibiotics for AOM- IP Data

Antibiotics vs placebo

All children

with AOM n=1,643

Subgroup-
<2yo with
bilateral AOM

Pain or fever at

=273 3-7 days
(published data only)

Subgroup- AOM n=116
and ottorhea

0 20 40 60 IRA
Rovers et al, 2006, Lancet
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e NEW ENGLAN D
JOURNAL o MEDICINE

ESTABLISHED IN 1812 JANUARY 13, 2011 VOL. 364 NO. 2

Treatment of Acute Otitis Media in Children
under 2 Years of Age

Alejandro Hoberman, M.D., Jack L. Paradise, M.D., Howard E. Rockette, Ph.D., Nader Shaikh, M.D., M.P.H.,

Ellen R. Wald, M.D., Diana H. Kearney, R.N., C.C.R.C,, D. Kathleen Colborn, B.S., Marcia Kurs-Lasky, M.S.,

Sonika Bhatnagar, M.D., M.P.H., Mary Ann Haralam, C.R.N.P., Lisa M. Zoffel, C.R.N.P., Carly Jenkins, R.N.,
Marcia A. Pope, R.N., Tracy L. Balentine, R.N., and Karen A. Barbadora, M.T.




Time to minimal symptoms Nhenzies

A First Recording of AOM-508 ScorecfQor 1

Children with Continuing Symptoms (24)

100

P=0.14

Amaoxicillin—clavulanate group

Placebo group
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B Second Recording of AOM-S05 Score of Oor 1
100

S0
&0
7l

&0+ Placebo group

Amanicillin-clavulanate group

104 P=0.04

Children with Continuing Symptoms (25)

Hoberman et al, 2011, NEJM



Antibiotics for AOM

Amoxicillin clavulanate 90mg/kg for 10d vs placebo

All children <2yo
with symptomatic
AOM

n=281

Clinical failure

| NT76
Subgroup- with
marked bulging

Subgroup- with n=147 (determined by exam at
bilateral AOM end of treatment-
. published data only)
[

0 20 40 60 80 Op

Hoberman et al, 2011, NEJM



New evidence 2

The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

A Placebo-Controlled Trial of Antimicrobial
Treatment for Acute Otitis Media

Paula A. Tdahtinen, M.D., Miia K. Laine, M.D., Pentti Huovinen, M.D., Ph.D.,
Jari Jalava, Ph.D., Olli Ruuskanen, M.D., Ph.D., and Aino Ruohola, M.D., Ph.D.



Time to treatment failure
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A Time to Treatment Failure
__ 50-
% P=0.001 by log-rank test -
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Study Day
No. at Risk
Amoxicillin—clavulanate 161 159 138 134 134 133 132 130
Placebo 158 156 117 110 106 104 103 86




Antibiotics for AOM

.....
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Amoxicillin clavulanate 40mg/kg for 7d vs placebo

All children 6-36mo
with symptomatic
AOM

Subgroup- with
bilateral AOM

]

H

19

127

Clinical failure
(determined by parent report
and exam on d3 and d8 of Rx-

published data only)
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80 Op

Tahtinen et al, 2011, NEJM




The next question.......

Among young children with a clinical diagnosis of
AOM, does scheduling a review appointment
(compared with review on demand), reduce the risk of

persistent symptoms or perforation of TM at 7-14
days?
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1 - Antibiotic versus placebo

school of health research

1.1 Pain
Antibiotics Placebo Risk Ratio Risk Ratio
Study or Suhgrnup Events Total Events Total WEight M-H, Fixed, 95% CI M-H, Fixed, 95% CI
1.1.1 Pain at 24 hours '
Biurke 1991 a3 112 a6 117 22.48% 0.99 [0.74, 1.30)]
Le Saw: 2005 a1 148 08 254 143.9% 0.76 [0.60, 0.96] ContrOI
Thalin 1984 a8  1a0 a8 182 22.0% 0.99 [0.74,1.23]
wanBuchem 14981a 13 47 11 401 4.8% 1.01 [0451, 1.949] Event Rate
wangucherm 19810 17 ag 10 B ATR 1.27 (0BT, 1.44]
Subtotal (93% CI) 624 G605 100.0°%  0.90[0.78, 1.04] !
Total events 223 241
Helerogeneity: Chi= 4 12, df= 4 (F = 0.39), F= 3%
Test for averall effect £=1.37(F=0.17)
1.1.2 Pain at 2 to 7 days 72%
Appelman 19591 14 T 12 a6 4.3% 0.93[047,1.858)] -
Burke 1991 20 1M 29 114 93% 071 [043,1.18] -
:> Darmoiseaus 2000 BO 117 99 122 283%  0.82 [06% 0.08 |
Halsted 1568 17 G2 T 2r 0 32% 1.06 [0.50, 1.248] -1
Kaleida 1991 19 488 3| 4H? 123% 0.50 [0.29, 0.86] -
Le Sauw 2005 43 253 3 2ME 1T A% 079 [0.55,1.13] Bl
Mying 1981 15 T2 249 W% 085 (032, 0.94] 7
Thalln 1984 18 148 28 188 B1% 0.60 [0.33, 1.09] —
wanBuchem 14981a fi 4f 10 3a 3.6% 0.50[0.20,1.24] T 10%
wanBucherm 1981b 10 aa 11 @ 4% 0.66 [0.32,1.39] T
Subtotal (95% CI) 1425 1366 100.0°%  0.72 [0.52, 0.83] L]
Total events 228 03

Heterageneity: Chit= 727 df=9 P =061}, F=0%

Test for overall effect Z=4.59 (F = 0.00001)

Sanders et al, 2012.

Persistent ear pain

16% versus 22%
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The answer.......

*Question not directly addressed in RCTs.

‘However, in RCTs that report both symptoms and
otoscopic signs, the results are often different.

Clinical review of child appears to be associated with
much higher rate of clinical failure and likelihood of
additional antibiotic prescription.

‘Until better evidence is available, it may be
reasonable not to schedule a review but ask parents
to return if: i) pain gets worse or symptoms persist for
7 days; or ii)TM perforation occurs. For AOMwIP,
treat with antibiotics, schedule review, and prepare
for long-term antibiotics.



Thank you &nkenzies
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To all the families who have participated in the Menzies
research studies over the past 25 years.

For more information......
http://www.healthinfonet.ecu.edu.au/
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