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In a new, single-dose study, Aleve® was proven  
as strong* as HYD+APAP for dental pain1

Learn how non-addictive OTC NSAIDs like Aleve® 
can help you reduce risk factors that contribute to  
the US opioid crisis1,3,4

Did you know that up to half of opioid prescriptions at dental 
visits are inconsistent with the guidelines on appropriate use 
of opioids?4 In response to the overuse of opioids, there is an 
increasing interest in the effectiveness of OTC NSAIDs in  
alleviating pain—to reduce the need for opioids. Growing  
evidence supports Aleve® as a powerful* non-opioid OTC  
treatment for minor dental pain.1,2,5,6

In a recent single-center, randomized, double-blind, 
parallel, placebo-controlled study, Aleve®, a non-opioid 
OTC NSAID, was compared with hydrocodone plus 
acetaminophen (HYD+APAP) for dental pain relief1

•  Patients experiencing moderate or severe pain (N=221) after 
surgical removal of impacted third molars were randomized 
to receive either a single dose of Aleve® (440 mg [n=90]), 
HYD+APAP (10 mg + 650 mg [n=87]), or placebo (n=44)1 

•  The primary objective was to compare Sum of Pain Intensity 
Difference from 0 to 12 hours (SPID0-12) after a single oral dose
–  Secondary objectives were to compare the total pain  

relief (TOTPAR) over 6 and 12 hours (SPID0-6), time to onset  
of pain relief, time to first use of rescue medication, and 
duration of pain intensity at least half gone over 6 and  
12 hours1

–  SPID0-4 was also assessed

Aleve® was as effective as HYD+APAP in hours 0 to 4 at  
reducing pain intensity (based on SPID from 0 to 4 hours,  
or SPID0-4).

1 

The primary endpoint was met1

• SPID0-12 was statistically significant for Aleve® vs HYD+APAP1

Key secondary endpoints also showed statistical 
significance in favor of Aleve® compared with  
HYD+APAP1:
• Total pain relief (0 to 6 and 0 to 12 hours; P<0.05)1

• Median time to rescue medication (P<0.001)1

• Duration of pain at least half gone over 12 hours (P<0.001)1

Both active treatments were significantly more effective  
than placebo.1 HYD+APAP was not statistically superior to 
Aleve® for any endpoint (NapS 440 mg vs HYD+APAP  
10 mg + 650 mg).1

In the study, Aleve® was also better tolerated  
than HYD+APAP1

More treatment-related adverse events were reported with 
HYD+APAP (n=18) than Aleve® (n=1) and placebo (n=1), 
including nausea, vomiting, and dizziness.1

The new study adds to the established evidence  
for Aleve® for minor dental pain
In 2 previous clinical studies for dental pain, Aleve® was 
proven to be stronger from the 3-hour mark onward and last 
longer than acetaminophen plus codeine (APAP + codeine). 
Both 8-hour studies (N=455) compared 1 dose of Aleve®  
440 mg with 1 dose of APAP 600 mg + codeine 60 mg  
after surgical removal of 3 or 4 molars (≥1 impacted).5,7  
In both studies: 

•  Patients who took Aleve® reported significantly reduced pain 
vs APAP + codeine (P<0.05) from the 3-hour mark onward5

•  The 12-hour strength of Aleve® gave patients more  
sustained pain relief per dose, as demonstrated by a  
longer median time to remedication, vs patients on APAP +  
codeine (P<0.05), which is commonly prescribed every  
4 hours as needed2,5,7

•  Study population for Study 1: Aleve® (n=92), APAP + codeine  
(n=91), and placebo (n=47); and for Study 2: Aleve® (n=90), 
APAP + codeine (n=91), and placebo (n=44)5

With the current opioid crisis, consider other options 
for treating minor dental pain
The United States accounts for 80% of the global opioid  
supply,8 and opioids kill over 130 Americans every day.9 Yet  
despite available pain relief options, opioids associated with  
dental treatment continue to pose significant risks to patients  
and their family members.8,10 

A recent study shows that opioids are not associated with 
greater patient satisfaction for pain management after dental 
extractions.11

“ Recommend NSAIDs, like Aleve®, for non-opioid relief 
of minor dental pain, and you can help address the 
human and economic costs associated with the US 
opioid crisis.” 1,4,12

— Dr. M. Ted Wong, DDS, MHA 
Board-Certified Prosthodontist 
Former Chief Dental Officer at UnitedHealthcare 
Former Chief of the US Army Dental Corps 
Bayer Paid Consultant

Dental professional organizations recommend 
NSAIDs instead of opioids as first-line therapy for 
acute pain management13-15

The American Dental Association recommends NSAIDs as  
first-line therapy for acute pain management.13,14

The American Association of Oral and Maxillofacial Surgeons 
recommends NSAIDs as first-line therapy for acute pain  
management.15

The growing body of evidence offers a compelling argument 
for first-line use of an NSAID like Aleve® for dental pain,  
and the guidelines suggest ways of putting NSAIDs into  
practice.1,5,6,13-15 

When prescribing any product, HCPs should always consider  
its efficacy and safety. Before any procedure requiring pain  
management, dentists should talk with patients about the  
benefits and risks of pain relief options.

“ For dentists, this is an opportunity to play an active 
role in alleviating the ongoing opioid crisis,10 and I 
encourage all of my colleagues to consider using 
effective non-opioid analgesics like Aleve® for  
minor dental pain.”1,2

— Dr. M. Ted Wong, DDS, MHA 
Bayer Paid Consultant

In the study, Aleve® was as  
effective* for dental pain, lasted  
longer, and was better tolerated  

vs a widely prescribed opioid  
combination, HYD+APAP1
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Aleve® is an OTC pain reliever indicated for temporary relief of minor aches and pains including arthritis pain, 
headache, muscular aches, and toothache.2

* In hours 0 to 4 of a single-dose dental study of Aleve® (440 mg), HYD+APAP (10 mg + 650 mg), or placebo.


