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Abbreviations
AQOE: Acute otitis externa

Glossary

Acute otitis externa (AOE) It is s diffuse inflammation of the external ear canal, which may also
involve the pinna or tympanic membrane.

Executive Summary

This Guideline is intended to provides evidence-based recommendations to manage acute otitis
externa (AOE), defined as diffuse inflammation of the external ear canal, which may also involve the
pinna or tympanic membrane. The variations in management of AOE and the importance of accurate
diagnosis suggest a need for applying the clinical practice guideline. The primary outcome considered
in this guideline is clinical resolution of AOE

e Clinicians should distinguish diffuse acute otitis externa (AOE) from other causes of
otalgia, otorrhea, and inflammation of the external ear canal.

e Clinicians should assess the patient with diffuse AOE for factors that modify
management (nonintact tympanic membrane, tympanostomy tube, diabetes,
immunocompromised state, priorradiotherapy).

e The clinician should assess patients with AOE for pain and recommend analgesic
treatment based on the severity of pain.

e Clinicians should not prescribe systemic antimicrobials as initial therapy for diffuse,
uncomplicated AOE unless there is extension outside the ear canal or the presence of
specific host factors that would indicate a need for systemic therapy.

e Clinicians should use topical preparations for initial therapy of diffuse, uncomplicated
AOE.

e Clinicians should inform patients how to administer topical drops and should enhance
delivery of topical drops when the ear canal is obstructed by performing aural toilet,
placing a wick, or both.

e When the patient has a known or suspected perforation of the tympanic membrane,
including a tympanostomy tube, the clinician should recommend a non-ototoxic topical
preparation.
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e If the patient fails to respond to the initial therapeutic option within 48 to 72 hours, the
clinician should reassess the patient to confirm the diagnosis of diffuse AOE and to
exclude other causes of illness.

Introduction

The diagnosis of diffuse AOE requires rapid onset (generally within 48 hours) in the past 3
weeks of symptoms and signs of ear canal inflammation, as detailed in Table 4. A hallmark
sign of diffuse AOE is tenderness of the tragus, pinna, or both that is often intense and
disproportionate to what might be expected based on visual inspection.

The continued variations in managing AOE and the importance of accurate diagnosis suggest
a need for this evidence-based clinical practice guideline. Failure to distinguish AOE from
other causes of “the draining ear” (eg, chronic external otitis, malignant otitis externa, middle
ear disease, cholesteatoma) may prolong morbidity or cause serious complications.

Because topical therapy is efficacious, systemic antibiotics are often prescribed
inappropriately. When topical therapy is prescribed, confusion exists about whether to use an
antiseptic (eg, acetic acid), antibiotic, corticosteroid, or a combination product. Antibiotic
choice is controversial, particularly regarding the role of newer quinolone drops. Lastly, the
optimal methods for cleaning the ear canal (aural toilet) and drug delivery are defined.

The primary outcome considered in this guideline is clinical resolution of AOE, which
implies resolution of all presenting signs and symptoms (eg, pain, fever, otorrhea). Additional
outcomes considered include minimizing the use of ineffective treatments; eradicating
pathogens; minimizing recurrence, cost, complications, and adverse events; maximizing

the health-related quality of life of individuals afflicted with AOE; increasing patient
satisfaction ; and permitting the continued use of necessary hearing aids. The relatively high
incidence of AOE and the diversity of interventions in practice (Table 5) make AOE an
important condition for the use of an up-to-date, evidence-based practice guideline.

Purpose

The primary purpose of the guideline is to promote appropriate use of oral and topical
antimicrobials for AOE and to highlight the need for adequate pain relief.

This guideline does not apply to children younger than 2 years or to patients of any age with
chronic or malignant (progressive necrotizing) otitis externa. AOE is uncommon before 2
years of age, and very limited evidence exists regarding treatment or outcomes in this age
group. Although the differential diagnosis of the “draining ear” will be discussed,
recommendations for management will be limited to diffuse AOE, which is almost
exclusively a bacterial infection. The following conditions will be briefly discussed but not
considered in detail: furunculosis (localized AOE), otomycosis, herpes zoster oticus (Ramsay
Hunt syndrome), and contact dermatitis.

The target audience

The guideline is intended for primary care and specialist clinicians, including
otolaryngologists -head and neck surgeons, pediatricians, family physicians, emergency
physicians, internists, nurse practitioners, and physician assistants. The guideline is
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applicable to any setting in which children, adolescents, or adults with diffuse AOE would be
identified, monitored, or managed.

Methods

A comprehensive search for guidelines was undertaken to identify the
most relevant guidelines to consider for adaptation.

inclusion/exclusion criteria followed in the search and retrieval of
guidelines to be adapted:

e Selecting only evidence-based guidelines (guideline must
include a report on systematic literature searches and explicit
links between individual recommendations and their supporting
evidence)

e Selecting only national and/or international guidelines

e Specific range of dates for publication (using Guidelines
published or updated 2013 and later)

e Selecting peer reviewed publications only

e Selecting guidelines written in English language

e Excluding guidelines written by a single author not on behalf of
an organization in order to be valid and comprehensive, a
guideline ideally requires multidisciplinary input

e Excluding guidelines published without references as the panel
needs to know whether a thorough literature review was
conducted and whether current evidence was used in the
preparation of the recommendations

The following characteristics of the retrieved guidelines were summarized
in a table:

* Developing organisation/authors

» Date of publication, posting, and release

* Country/language of publication

* Date of posting and/or release

* Dates of the search used by the source guideline developers

All retrieved Guidelines were screened and appraised using AGREE I
instrument (www.agreetrust.org) by at least two members. the panel decided
a cut-off point or rank the guidelines (any guideline scoring above 50% on the
rigour dimension was retained)

Evidence assessment

According to WHO handbook for Guidelines we used the GRADE (Grading of
Recommendations, Assessment, Development and Evaluation) approach to
assess the quality of a body of evidence, develop and report
recommendations. GRADE methods are used by WHO because these
represent internationally agreed standards for making transparent
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recommendations. Detailed information on GRADE is available on the
following sites:
m GRADE working group: http://www.gradeworkingroup.org

m GRADE online training modules: http://cebgrade.mcmaster.ca/

m GRADE profile software: http://ims.cochrane.org/revman/gradepro

Table 1 Quality of evidence in GRADE

Quality level Definition

High We are very confident that the true effect lies close to that of the estimate of the effect.

Moderate  Weare moderately confident in the effect estimate: the true effect is likely to be close to the estimate of the
effect, but there is a possibility that it is substantially different.

Low Our confidence in the effect estimate is limited: the true effect may be substantially different from the
estimate of the effect.

Very low We have very little confidence in the effect estimate: the true effectis likely to be substantially different

from the estimate of effect.

GRADE: Grading of Recommendations Assessment, Development and Evaluation.

Table 2 Significance of the four levels of evidence

Quality

Definition

Implications

High

Moderate

Low

Very low

The guideline development group
is very confident that the true effect
lies close to that of the estimate of
the effect

The guideline development group
is moderately confident in the effect
estimate: the true effect is likely to
be close to the estimate of the effect,
but there is a possibility that it is
substantially different

Confidence in the effect estimate
is limited: the true effect may be
substantially different from the
estimate of the true effect

The group has very little confidence
in the effect estimate: the true effect
is likely to be substantially different
from the estimate of the effect

Further research is very unlikely
to change confidence in the
estimate of effect

Further research is likely to
have an important impact on
confidence in the estimate of
effect and may change the
estimate

Further research is very likely to
have an important impact on
confidence in the estimate of
effect and is unlikely to change
the estimate

Any estimate of effect is very
uncertain
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Table 3 Factors that determine How to upgrade or downgrade the quality of
evidence

Downgrade in presence of Upgrade in presence of
Study limitations Dose-response gradient
-1 Serious limitations +1 Evidence of a dose-response gradient

-2 Very serious limitations
Direction of plausible bias

Consistency +1 All plausible confounders would have

-1 Important inconsistency reduced the effect

Directness Magnitude of the effect

-1 Some uncertainty +1 Strong, no plausible

-2 Major uncertainty confounders, consistent and direct evidence
Precision +2 Very strong, no major threats to validity and
-1 Imprecise data direct evidence

Reporting bias
-1 High probability of reporting bias

The strength of the recommendation

The strength of a recommendation communicates the importance of
adherence to the recommendation.

Strong recommendations

With strong recommendations, the guideline communicates the message
that the desirable effects of adherence to the recommendation outweigh
the undesirable effects. This means that in most situations the
recommendation can be adopted as policy.

Conditional recommendations

These are made when there is greater uncertainty about the four factors
above or if local adaptation has to account for a greater variety in values
and preferences, or when resource use makes the intervention suitable for
some, but not for other locations. This means that there is a need for
substantial debate and involvement of stakeholders before this
recommendation can be adopted as policy.

When not to make recommendations

When there is lack of evidence on the effectiveness of an intervention, it may

be appropriate not to make a recommendation.
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Recommendations

1. Differential diagnosis:

Clinicians should distinguish diffuse acute otitis externa (AOE) from
other causes of otalgia, otorrhea, and inflammation of the external
ear canal.

Strong recommendation

Moderate Quality Evidence (based on observational studies

with a preponderance of benefit over risk)?3

2. Modifying factors:

Clinicians should assess the patient with diffuse AOE for factors
that modify management (non-intact tympanic membrane,
tympanostomy tube, diabetes, immunocompromised state, prior
radiotherapy).

Strong recommendation

Moderate Quality Evidence (based on observational studies
with a preponderance of benefit over risk)*2

3. Pain management:

The clinician should assess patients with AOE for pain and
recommend analgesic treatment based on the severity of pain..
Strong Recommendation

Hihg Quality Evidence (based on well-designed randomized
trials with a preponderance of benefit over harm)®-1°

4. Systemic antimicrobials:

Clinicians should not prescribe systemic antimicrobials as initial
therapy for diffuse, uncomplicated AOE unless there is
extension outside the ear canal or the presence of specific host
factors that would indicate a need for systemic therapy.

Strong Recommendation

High Quality Evidence (based on randomized controlled trials
with minor limitations and a preponderance of benefit over
harm)20-25
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5. Topical therapy:

Clinicians should use topical preparations for initial therapy of
diffuse, uncomplicated AOE.

Strong recommendation

High Quality Evidence (based on randomized trials with some
heterogeneity and a preponderance of benefit over harm)26-28

6. Drug delivery:

Clinicians should inform patients how to administer topical
drops and should enhance delivery of topical drops when the ear
canal is obstructed by performing aural toilet, placing a wick, or
both.

Strong Recommendation

High Quality Evidence (based on observational studies with a
preponderance of benefit over harm)?®0

7. Nonintact tympanic membrane:

When the patient has a known or suspected perforation of the
tympanic membrane, including a tympanostomy tube, the
clinician should recommend a non-ototoxic topical preparation.
Conditional recommendation

Moderate Quality Evidence (based on reasoning from first
principles and on exceptional circumstances in which validating
studies cannot be performed and there is a preponderance of
benefit over harm.)3!-3

8. Outcome assessment:

If the patient fails to respond to the initial therapeutic option
within 48 to 72 hours, the clinician should reassess the patient to
confirm the diagnosis of diffuse AOE and to exclude other
causes of illness.

Conditional Recommendation

Moderate Quality Evidence (based on observational studies
and a preponderance of benefit over harm)36-38
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Clinical Indicators for Monitoring
1. Through proper history and examination, Clinicians should accurately distinguish diffuse AOE

from other causes of otalgia, otorrhea, and inflammation of the external ear canal during
initial patient assessment.

2. Evaluate Modifying Factors such as a nonintact tympanic membrane, tympanostomy tube,
diabetes, immunocompromised state that may have effect on the condition.

3. Avoid prescribing systemic antimicrobials as the initial therapy for diffuse, uncomplicated
AOE unless specific conditions, such as extension outside the ear canal or particular host
factors exist.

4. Adhere to the recommendation of using topical preparations as the primary therapeutic
option for diffuse, uncomplicated AOE and take additional measures, such as aural toilet,
wick placement, or both, to enhance delivery when the ear canal is obstructed.

Updating the guideline

To keep these recommendations up to date and ensure its validity it will
be periodically updated. This will be done whenever a sfrong new
evidence is available and necessitates updation.

Research Needs

l.

RCTs of absolute and comparative clinical efficacy of ototopical
therapy of uncomplicated AOE in primary care settings, including
the impact of aural toilet on outcomes

Clinical tfrials to determine the efficacy of topical steroids for relief
of pain caused by AOE.

Observational studies or clinical trials to determine if water
precautions are necessary, or beneficial, during treatment of an
active AOE episode.

Comparative clinical trials of *“home therapies” (eqg, vinegar,
alcohol) versus antimicrobials for treating AOE.
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Annexes

Table 4. Elements of the diagnosis of diffuse acute otitis externa.

1. Rapid onset (generally within 48 hours) in the past 3 weeks, AND...

2. Symptoms of ear canal inflammation, which include: otalgia (often severe), itching, or
fullness, WITH OR WITHOUT hearing loss or jaw pain, AND...

3. Signs of ear canal inflammation, which include: tenderness of the tragus, pinna, or both
OR diffuse ear canal edema, erythema, or both WITH OR WITHOUT otorrhea, regional
lymphadenitis, tympanic membrane erythema, or cellulitis of the pinna and adjacent skin

2 Pain in the ear canal and temporomandibular joint region intensified by jaw motion.

Table 5. Interventions considered in acute otitis externa guideline development.

Diagnosis

History and physical examination
Otoscopy

Pneumatic otoscopy

Otomicroscopy

Tympanometry

Acoustic reflectometry

Culture

Imaging studies

Audiometry (excluded from guideline)

Treatment

Aural toilet (suction, dry mopping, irrigation, removal of obstructing cerumen or
foreign object)

Non-antibiotic (antiseptic or acidifying) drops
Antibiotic drops

Steroid drops

Oral antibiotics

Analgesics

Complementary and alternative medicine

Ear canal wick

Biopsy (excluded from guideline)

Surgery (excluded from guideline)

Prevention

WHO guideline reporting tool - V1.5, December 2021

Water precautions

Prophylactic drops

Environmental control (eg, hot tubs)

Avoiding neomycin drops (if allergic)

Addressing allergy to ear molds or water protector
Addressing underlying dermatitis

Specific preventive measures for diabetics or
immunocompromised state

11



Patient age 2y or older
with diffuse AOE

v

Prescribe analgesics based on pain severity

Extension outside
car canal or host

factors* requiring
systemic therapy?

Perforated tympanic
membrane (known or
suspected) or tym-
panostomy tube?

Prescribe systemic antimicrobial active
against Pseudomonas aeruginosa and
Staphylococcus aureus. with or without
topical therapy. plus other management
based on underlying condition

—®

*Factors requiring systemic therapy include dia-
betes, immune deficiency, or inability to effec-
tively deliver topical therapy despite aural toilet

Prescribe topical therapy based on bene-
fits, cost, compliance, preference

Obstructed car canal?

No

Educate patient or caregiver on how
to administer topical drops

Clinically improved
in 48-72 hours?

Complete course of therapy adherence to therapy.
need to change therapy

Yes
Prescribe topical therapy with a
non-ototoxic preparation
Yes Perform aural toilet to remove
obstructing debris; place wick if
edema prevents drug delivery

Re-assess
patient

Assess drug delivery,

Figure 1: Flow chart for managing acute otitis externa.

WHO guideline reporting tool - V1.5, December 2021



