
An evaluation of the safety and e�cacy
of lidocaine used topically to address ear pain

 

Ear Pain and Ear Infections 
One of the most common reasons children are taken to see a doctor 
is related to ear infections. Acute Otitis Media (AOM) sends over 3 
million patients to the doctor each year in the US. Although adults 
can also su�er from AOM, the condition disproportionately a�ects 
children, with up to 83% of children having had the condition at least 
once by their third birthday.1 For a majority of these children, 
intense pain in the ear canal is why they are taken to see a doctor.

Current Practice and Challenges Facing Ear Pain
According to the American Academy of Pediatrics (AAP), accurate 
diagnosis of AOM is not only a challenge for clinicians, but also 
critical to sound decision-making for treatment.2 One of the 
recommendations suggested by the AAP is for doctors, in consulta-
tion with the parents, to take a ‘watch and wait’ approach due to 
concern related to antibiotic resistance. While this approach may be 
appropriate in many cases, the ear pain related to AOM is often the 
most severe during this waiting period. The challenge is that doctors 
have limited options to help immediately relieve the pain. Oral 
analgesics may take up to an hour to work. A topically dosed 
(directly in the ear canal) product that provides quick relief could 
bridge the gap until oral analgesics take e�ect. This would be a 
beneficial addition to the pain management standard of care. 

Ear Pain MD™
The scientists at Eosera® have developed a new over-the-counter 
(OTC) pain reliever based on the FDA External Analgesic OTC 
Monograph3 that is to be dosed topically to the external ear canal. 
Ear Pain MD™ is applied directly to the ear canal and is designed to 
work quickly on contact to soothe a painful ear, often associated with 
an ear infection. Ear Pain MD uses 4%
lidocaine as the active ingredient
to help numb the pain but is not
intended to address infection and
 should not be used if ventilation
tubes are present or if the
tympanic membrane is ruptured.
Lidocaine works by desensitizing
aggravated nerves. E�ectiveness
should occur within minutes and
can be used concurrently with
antibiotics and oral analgesics.
This innovative o�ering allows 
doctors and patients to have access to lidocaine in a bottle with
a dropper for easy delivery directly to the painful ear canal.

Why Lidocaine?  
It has been estimated that a half a million administrations of topical 
analgesic are given each day in the US 4 and lidocaine is the most 
widely used agent for local anesthesia.5 Lidocaine has been use safely 
for a variety of ear procedures, including for pain management 
following tube placement, and other auricular surgeries incuding 
intratympanic treatment for tinnitus.6,7,8 In addition, there are many 
existing OTC lidocaine products that are used to treat localized pain 
based on the FDA Monograph 21 CFR 348 (External Analgesic 
Drug Product for Over-the-Counter Human Use).3 

Lidocaine E�cacy to Reduce Ear Pain in AOM patients
A randomized, double-blind, placebo controlled study in children 
diagnosed with AOM treated with topical drops of lidocaine showed 
statistically significant and rapid pain relief of ear pain related to 
AOM1.

In children treated with Lidocaine (n=31), there was a statistically 
significant (p<0.05) reduction in pain as early as 10 minutes with 16 
out of 31 patients having at least a 50% reduction in pain compared 
to baseline. At 30 minutes post-treatment, there were 28 out of 31 
patients with at least a 50% reduction in pain (Figure 1)*. In addition, 
treatment with Lidocaine showed a significant improvement in pain 
compared to placebo at 30 minutes. The safety profile of the 
lidocaine product was similar to placebo. It is clear from this study 
that Lidocaine can be an e�ective adjunctive treatment alternative 
to provide quick relief in children diagnosed with AOM1.

Conculsions:
Ear Pain MD is a safe and beneficial way to manage pain often 
associated with ear infections.  It can be used adjunctively with oral 
analgesics and antibiotics in patients with AOM. The safety of 
Lidocaine in the ear is well documented and physicians should feel 
confident in using or recommending Ear Pain MD to help control 
pain in the external ear canal.
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*Graph adapted from Bolt et al (n=31). The study was conducted over an 8-month period and 
included 63 children between the ages of 3 and 12 years old.1
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