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e Support: A.14 Fluoride toothpaste — dental caries - EML EMLc
o But maintain “sodium fluoride” in Group 27 “vitamins and minerals”
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The International Association for Dental Research (IADR), which represents over 10,000 researchers
around the world with a mission to drive dental, oral and craniofacial research for health and well-being
worldwide, appreciates the opportunity to share our thoughts on the Model List of Essential Medicines
(EML) being developed by the World Health Organization (WHO). IADR applauds the WHO on their
continuous effort to ensure the efficacy, safety, and cost-effectiveness of medicines for the updating of
both the WHO EML and WHO EML for Children (EMLc). The use of the EML by over 150 countries as
a guide to create individual country specific lists that define the medicines that are funded and provided
bolster the importance of critically selecting the essential applications that are added to the EML.

IADR supports the establishment of a new section within the EML and EMLc for “Dental Preparations”
with a subsection to include “Medicine for dental caries”. Oral diseases affect ~3.5 billion people globally
and pose a major health burden for many countries and affect people throughout their lifetime, causing
pain, discomfort, disfigurement and even death!. According to the Global Burden of Disease Study in
2017, untreated dental caries in permanent teeth is the most common health condition. Globally, ~2.3
billion people suffer from caries of permanent teeth and more than 530 million children suffer from
caries of primary teeth23. Unequal distribution of oral health professionals, lack of appropriate health
facilities and high cost for dental treatment in most countries translates to low access to primary oral
health services. These factors often contribute to the high burden of oral health diseases in low- and
middle-income countries*.

The inclusion of a Dental Preparations section (30) and a Medicines for dental caries subsection (30.1)
within the EML defines dental preparation resources as medicines that are considered necessary for all
health systems. This provides the foundation for individual countries to have increased access and
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provide funding for these essential resources to facilitate sustainable, equitable access and promote
appropriate use. Due to the caries burden being notably unequal across populations, with a clear
socioeconomic gradient showing higher disease burden in deprived and disadvantaged populations, the
addition of this section can be utilized as a key tool for achieving universal health coverage by providing
guidance to governments, health facilities and procurers. IADR supports the further refinement of the
EML and EMLc at the national level based on national needs, criteria, and legislation, to define the
process for each included material or product.

IADR supports adding fluoride toothpaste to the subsection 30.1 Sodium fluoride and other fluoride
salts are ingredients of various dental preparations used to prevent dental caries and promote the
remineralization of carious tooth substance5. Therefore, the inclusion in subsection 30.1 will allow for

increased access to essential resource that may be utilized in preventative dental health measures as
discussed earlier.

Regular toothbrushing with fluoride toothpaste is a principal non-professional intervention to prevent
caries across all age groups. Extensive clinical trials over the last 60 years have shown that fluoride
toothpaste delivers fluoride safely and is effective in preventing caries®. The use of fluoride toothpaste
has been shown to be a systemic intervention for the prevention of caries in older adults®. Up to 24% of
caries lesions are prevented by using over the counter fluoride toothpaste when compared to non-
fluoride toothpaste8. Over the counter fluoride toothpastes at a concentration of 1000-1500 ppm have
been shown to be effective at disease-level prevention in primary and permanent tooth with a negligible
risk of fluorosisé. Although ~1.5 billion people are estimated to use fluoride toothpastes regularly, it is
not universally accessible and affordable to populations in middle and low-income countries?.
Considering its cost effectiveness, safety, and efficacy, toothbrushing with fluoride toothpaste is the best
approach to address the high burden of preventable caries across populations worldwide8. Therefore,
inclusion in the WHO EML and EMLc will be critical to increasing the accessibility of fluoride
toothpastes on national levels in countries that are of middle or lower income.

To ensure that the inclusion of fluoride toothpaste does not result in a reduction in access in countries
that do not typically process fluoride toothpaste as a medicine, IADR supports the classification of
fluoride toothpaste under subsection 30.| as a cosmetic product, medicinal device or product, or
medicine dependent upon national regulatory frameworks and classification systems. This may reduce
any misinterpretations and reduce the possibility of a circumvention in access.

However, fluoride is a mineral that is essential for our body to develop and function normally and
therefore should not be removed from Section 27 Vitamins and Minerals. In addition to its use in dental
preparations, the mineral fluoride, prevents tooth decay by making the enamel more resistant to the
action of acids'?. They and accelerate the buildup of healthy minerals in the enamel, further slowing the
occurrence of decay!0. Therefore, it is appropriate that sodium fluoride be also retained in section 27.
Although technically, “fluoride” is the mineral and “sodium fluoride” the salt. The WHO may consider
altering Section 27 to simply stating “fluoride”.

IADR appreciates the opportunity to provide comments on the Model List of Essential Medicines
currently being reviewed. IADR stands ready to work with the WHO and the Expert Committee on the
Selection and Use of Essential Medicines to further define the classification of the fluoride toothpaste
subsection. If you have any further questions, please contact Dr. Makyba Charles-Ayinde, Director of
Science Policy, at mcayinde@iadr.org.
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Christopher H. Fox, DMD, DMSc
Chief Executive Officer
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