
A clinically proven nonprescription option  
for dental pain relief
Pain relief is a serious concern for dentists. Dental pain has been proven 
responsive to Aleve®, a nonsteroidal anti-inflammatory drug (NSAID), 
at nonprescription strength.1-3 Aleve® is an over-the-counter (OTC) pain 
reliever indicated for temporary relief of minor aches and pains including 
minor arthritis pain, headache, muscular aches and toothache.4  

In two clinical studies  

Proven efficacy of Aleve®: strength  
and duration vs acetaminophen plus codeine
Two 8-hour studies (N=455) compared 1 dose of Aleve® 440 mg with  
1 dose of acetaminophen 600 mg/codeine 60 mg after surgical removal 
of 3 or 4 molars (≥1 impacted). From the 3-hour mark onward in both 
studies, patients who took Aleve® reported significantly reduced pain 
compared with those taking acetaminophen plus codeine (P <0.05).5  
The 12-hour strength of Aleve® also gave patients more sustained 
pain relief per dose, as demonstrated by a longer median time to 
remedication, versus patients on acetaminophen plus codeine (P <0.05), 
which is commonly prescribed every 4 hours as needed.5,6
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Study 2

Study 1

   Naproxen sodium  
Prescribed every 8 to 12 hours

   Acetaminophen/Codeine  
Prescribed every 4 hours as needed

  Placebo

Based on nominal scoring as 
0=None, 1=A little, 2=Some, 3=A 
lot, 4=Complete. ^P<0.05 vs active.

Mean Pain Relief

In a clinical study  

Proven efficacy of Aleve®:  
strength and duration vs acetaminophen
A controlled single dose clinical trial compared efficacy and duration 
of action of 440 mg Aleve® (n=92), 1000 mg acetaminophen (n=89), 
and placebo (n=45) in a single-dose, randomized, double-blind,  
12-hour study of patients with at least moderate pain after extraction 
of 3 or 4 third molars.1 The study demonstrated that mean pain 
relief with Aleve® was significantly superior to both placebo and 
acetaminophen at hours 4 through 12 after initial dosing (P<0.05).1 

In the trial, patients taking acetaminophen required remedication as 
soon as 3 hours later, and there was no significant difference in pain 
relief between acetaminophen and placebo at 6 hours.1
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Mean dental pain relief

  Naproxen sodium 440 mg (n=92)
  Acetaminophen 1000 mg (n=89)
  Placebo (n=45)

Mean pain relief differences using 
the visual analog scale over the 
course of the 12-hour study.  

The same clinical trial 
demonstrated that the 
median time to onset of 
action for Aleve® after  
dental extraction was  
similar to acetaminophen.1

Is it time to reconsider  
the approach to dental pain relief?

CLINICAL OVERVIEW: DENTAL PAIN 



In a clinical study  
Higher patient ratings of pain relief seen with  
Aleve® than with acetaminophen
In a trial in dental pain, 3 times more patients reported the 
overall effectiveness of Aleve® as very good or excellent versus 
acetaminophen. A greater percentage of patients rated acetaminophen 
as good or fair versus Aleve®.5 

Dental Pain
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  Acetaminophen  1000 mg (n=89)

Patients rated relief on a 5-point scale 
from poor to excellent.

Patient ratings of pain relief

In a clinical study 
Proven duration of Aleve® vs ibuprofen
A single-center, randomized, double-blind, placebo-controlled study 
demonstrated that the duration of pain relief after a single dose of 
Aleve® 440 mg was significantly longer than ibuprofen 400 mg in 
post-surgical dental pain. Significantly fewer Aleve®-treated  
subjects required rescue medication over a 24-hour period.7
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   Naproxen sodium (220 mg x 2     
tablets, total dose 440 mg; n=166)

   Ibuprofen (200 mg x 2 tablets,  
total dose 400 mg; n=165)

  Placebo (n=54)

Mean pain relief scores over 24 hours (per 
protocol population). Total Pain Relief was 
assessed using the Categorical Pain Relief 
Rating Scale (0 = no relief, 1 = a little relief, 
2 = some relief, 3 = a lot of relief, and  
4 = complete relief). 

Professional guidelines recommend NSAIDs  
as first-line minor pain treatment
In response to the increase in prescription opioid abuse, dental 
associations now recommend NSAIDs like Aleve® over opioids.2,3 The 
American Dental Association recommends NSAIDs like naproxen 
as first-line therapy for acute pain management,2 and the American 
Association of Oral and Maxillofacial Surgeons recommends NSAIDs 
like naproxen as a first-line analgesic therapy for the management of 
acute and postoperative pain.3 Aleve® is indicated for the temporary 
relief of minor aches and pains. 

Summary
Aleve® is an OTC pain reliever with proven efficacy, duration, and a 
similar median time to onset of action as acetaminophen in dental 
pain. It is safe when used as directed,8 and multiple professional 
societies recommend NSAIDs to treat minor dental pain. With billions 
of courses of treatment, Aleve® continues to help patients carry on 
with their daily activities.9
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SEM=Standard Error of the Mean.
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