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 Cerumen impaction is a common problem

 Cerumen impactation may decrease hearing, causing difficulties in 
communication (social isolation, depression!)

 Cerumen impactation prevalence:
2-6% of the general population in the UK

6-18 million people in the Us (Roland et.al.2008)

 It is estimated that each week 150,000 cerumen removals take place in 
the US (Grossan 1998)

 Removal of cerumen using physical methods by physician (loop, 
suction, irrigation) might end up with complications such as lacerations 
of the external auditory canal, pain, infection, vertigo, tinnitus and 
timpanic membrane perforation (Grossan 1998). 

The Problem

Ear wax accumulation average prevalence,
is 4% of the total population



vs. Competitors 
Tested Parameter: 

The change in the degree of ear canal occlusion



Objective

Cerumen impaction may affect hearing and decrease hearing 
acuity, thus decreasing cognitive functions among the elderly. 

The objective of this study was to compare the safety and the 
efficacy of three cerumenolytic agents and to assess the effect 
of cerumen removal on cognition.

Thirty eight elderly subjects (mean age: 78 years, total 76 ears) 
were treated with either  Auro (Debrox), Cerumol or the 
newer CleanEars , and the change in the degree of ear  canal 
occlusion was examined after a week.

In addition, a change in cognition following cerumen removal 
was evaluated using Raven’s standard progressive matrices 
(RSPM) test.



Introduction

Cerumen is part of the external ear defense mechanisms against foreign   

bodies and infectious agents.

Cerumen impaction is a common problem encountered by the general 

physician, the family physician and the otolaryngologist almost every day. 

Some 2–6% of the general population in the United Kingdom suffers from cerumen
impaction at any given time which suggests a prevalence of 6–18 million individuals 
in the United States (Roland et al., 2008). It has been estimated that each week 
150,000 cerumen removals take place in the United States (Grossan, 1998). 

Cerumen impaction has important clinical implications on the 

general well-being of the patient and might cause hearing loss, pain, 
itching, tinnitus, vertigo, external otitis and even chronic cough 
(Roeser, 1997). 

It is also more common among the elderly and in patients with cognitive 

impairments, with up to 65% of patients over 65 years old 
having cerumen impaction (Grossan, 1998).



Cerumenolytic Agents

Cerumenolytic products act by softening the cerumen and lubricating the canal, thus 
facilitating cerumen removal from the ear canal or by disintegrating the cerumen. 

Over the years, a large number of agents have been proposed and tested, including tap 
water, olive oil, hydrogen peroxide, acetic acid, sodium bicarbonate and other 
commercially available products. 

(Browning, 2002; Burton and Doree, 2003).   No particular cerumenolytic agent was found to be more 
effective than any other (Roland et al., 2008).

In the present report CleanEars, Auro (Debrox) and Cerumol  were compared to 
each other in their cerumenolytic effects. 

CleanEars (Naveh Pharma, Israel) is a new spray-applied cerumenolytic solution which 
is composed of mineral oil (paraffin), squalane and spearmint oil. CleanEars  provides 
combined mode of action, namely cerumenolysis along with lubrication. The spray 
administration may also assist in deeper penetration of the substance to the cerumen 
layers. 

Auro is a FDA-approved drops composed of carbamide peroxide and anhydrous glycerin. 

Cerumol , another FDA approved drops, contains arachis oil (peanut oil), chlorobutanol 
and dichlorobenzene.

None of these agents was found to be effective in totally dissolving the cerumen



Method

 38 patients, 76 Ears, 

 Mean age 67-92 (ave 78)

 3 groups – for 3 products

 Scale of Occlusion

0      - 1      - 2      - 3   
No occlusion       Complete occlusion



Test Results

Cerumen Types



Test Results

Average Occlusion

Only in the CleanEars group a 
complete resolution of obstruction

in both ears was achieved, in some of the ears .



Test Results

Degree of Occlusion

CleanEars was the only agent
found in the current study to bring upon complete 

resolution of obstruction in both ears. 



Test Results

Differences between  the pre- and post-treatment
occlusion scores



Test Results

The time needed to remove the 
remaining cerumen

Only in 46.2% cases of the CleanEars group
and in 61.5% and in 58.4% in the Cerumol and Auro groups, 

there was a need for additional treatment



Test Results

Results

Cerumol; 16

Auro; 14

Clean Ears, 12
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Ear  Occlusion

54%
complete 

resolution of 
obstruction



Test Results

Superior Efficacy of Clean Ears 

Among the 20 CleanEars users with severe wax 
accumulation  in the group ranked  A-B, only 3 (15%) 

remain (in type B), thus the efficacy of CleanEars
is considered as over 80%



Conclusion

In the present study, resolution of the ear occlusion was
achieved in 38–54% of the treated ears.

Only in the CleanEars group a complete resolution of 
obstruction in both ears was achieved. 

A statistically significant difference between the RSPM score 
before and after the removal of cerumen was found. 

Removal of cerumen significantly improves the well-being of 
elderly patients.

Using CleanEars is as effective and safe as other 
agents and may be advantageous due to its spray 
application. 


