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Fluoridated toothpastes for caries prevention: which 
one should you recommend? 
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Regular toothbrushing with fluoridated toothpastes remains the most effective strategy for preventing and 
controlling dental caries.1 With a vast array of fluoridated toothpastes on the market, patients frequently 
seek guidance from dental professionals on which product to choose. 

What’s in a fluoridated toothpaste? 

Fluoridated toothpastes contain both active (therapeutic) and inactive ingredients. Inactive ingredients 
typically include detergents, humectants, flavoring agents, sweeteners, colorants, preservatives, and other 
excipients.2 The primary therapeutic ingredient in over-the-counter (OTC) fluoride-containing toothpaste is 
a fluoride ion complexed with another compound, generally as a salt. The US Food and Drug Administration 
(FDA) has approved only three fluoride salts for use in toothpaste: sodium fluoride, sodium 
monofluorophosphate, and stannous fluoride, in concentrations that should not exceed 1500 ppm.3 Once 
in the oral cavity, the fluoride ion is released from the salt and becomes bioavailable to interact with dental 
surfaces during acid challenges.  

Testing and regulatory standards 

According to FDA standards, toothpastes without fluoride compounds are classified as cosmetics and do 
not undergo regular testing. In contrast, fluoride-containing formulas are regulated by the FDA as OTC 
drugs.3 Manufacturers must meet minimum standards and follow specific laboratory testing procedures to 
ensure the fluoride is potentially bioavailable to interact effectively with dental surfaces, rather than being 
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bound to other components, an issue observed in earlier toothpaste versions. Additionally, manufacturers 
may voluntarily submit their products to receive the American Dental Association (ADA) Seal of 
Acceptance, which adds an extra layer of testing and scientific scrutiny on requirements for safety and 
efficacy.4   

Considerations for additional claims  

When considering fluoridated toothpastes that advertise additional benefits (e.g., whitening, stain removal, 
plaque reduction, etc.) it is important to keep in mind that laboratory tests to support these additional 
claims are not required for their market release. FDA approval of a fluoride-containing formulation only 
guarantees that the individual ingredients do not interfere with the release of fluoride ions. Clinical 
evidence from randomized trials is necessary to validate claims of other potential benefits. 

Consider two hypothetical fluoridated toothpastes available in the market, both were FDA approved and 
have the ADA’s seal of acceptance. Product A, containing 1500 ppm sodium fluoride, claims an anticaries 
effect, with a 3-oz tube priced at $2. In contrast, Product B, which contains the same fluoride salt and 
concentration, claims both anticaries and whitening effects, with a 3-oz tube priced at $8. Both products 
meet FDA and ADA standards, ensuring that the fluoride within them has the potential to become 
bioavailable and able to reach the dental surface to exert its anticaries effect. However, Product B’s claim 
regarding its whitening effect is not subject to regulatory scrutiny. If patients and professionals are primarily 
interested in caries prevention, product A is the most cost-effective option, offering a comparable potential 
anticaries effect at one-fourth the price. 

For some patients, understanding that a $2 product can provide a similar anticaries effect as an $8 product 
may help build trust in their oral healthcare professional. Others may value receiving balanced information 
but still choose the higher-priced option if it aligns with their preferences and perceived value. 

The bottom line 

When advising patients on fluoridated toothpastes for caries prevention, considerations include cost-
effectiveness and personal preferences. The FDA and/or ADA’s Seal of Acceptance provides confidence 
that even the simplest FDA-approved OTC fluoridated toothpastes deliver the minimum amount of fluoride 
required for effective caries control and prevention. 
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