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Introduction:

Provincial, territorial, municipal, First Nations and federal governments share the responsibility for drinking water safety in Canada. The federal government has or shares responsibility for drinking water safety on federal lands, in federal facilities, and in First Nations communities. Provincial and territorial governments set drinking water standards and regulations, monitoring performance of municipal water systems, and enforce compliance on the water systems from which most people in Canada receive their drinking water. Municipalities deliver drinking water from public water supplies. This includes the day-to-day operation and maintenance of public drinking water systems, in accordance with provincial or territorial standards. Private property owners who draw drinking water from a source on their property (usually a groundwater well) are responsible for their own water safety.  

Health Canada reviews the scientific literature and assesses health risks of specific substances in drinking water. In these assessments, the department evaluates new studies and approaches as well as the limits of detection and treatment technologies that  remove substances from drinking water. It uses the best available evidence and the Health Canada Decision-Making Framework for Identifying, Assessing, and Managing Health Risks. These assessments serve as the basis for Health Canada’s Guidelines for Canadian Drinking Water Quality, which are developed in partnership with the provinces, territories and other federal departments through the Federal-Provincial-Territorial Committee on Drinking Water. The guidelines set out the basic parameters that water systems should strive to achieve to provide safe drinking water. They are issued under section 55 of the Canadian Environmental Protection Act, 1999. Jurisdictions in Canada can use these guidelines to establish their own drinking water quality requirements based on their need and context. 

Fluoride occurs naturally in many source waters in Canada. Health Canada’s Guidelines for Canadian Drinking Water Quality aim to identify the levels of naturally occurring fluoride in drinking water which are protective against potential negative health impacts. 

Fluoridation is the process of adding fluoride in water supplies to reach optimal levels for oral health benefits. In Health Canada’s view, community water fluoridation has been recognized for over 80 years as an effective public health measure to prevent dental caries and improve oral health at the population level in Canada. Generally speaking, municipalities decide whether to fluoridate their community drinking water.   

Drinking water operators add chemicals as part of the operation and maintenance of public drinking water systems for a variety of purposes, including treatment and disinfection. These additives are important to the provision of safe drinking water. There is a risk that drinking water quality may be inadvertently negatively impacted by the chemicals used to treat it or the materials used to carry it, for example through use beyond the appropriate level or the presence of contaminants. 

NSF International (formerly known as the National Sanitation Foundation), a not-for-profit entity accredited by the American National Standards Institute (ANSI) and the Standards Council of Canada (SCC), develops standards through a consensus process by a balanced committee of regulatory, user and industry representatives to identify the maximum level at which a drinking water additive can be safely used and the maximum levels of contaminants that can be found within the drinking water additive. Certification bodies accredited by the SCC can certify products added to drinking water as meeting the requirements of the relevant NSF International Standard / American National Standard Institute / Canada (NSF/ANSI/CAN) standard (list available from the SCC). In its drinking water quality guidelines, Health Canada recommends the use of certified drinking water chemicals. Regulatory authorities in 10 of 13 provinces and territories mandate the use of chemicals added to drinking water that have been certified as meeting the standards. 

Drinking water quality management in Canada is a collaborative and complementary system. Federal, provincial, territorial, municipal, and First Nations governments and standard-setting and certification organizations each play a role so that drinking water is safe and that public health is protected.


Question 1:
Can Health Canada state clearly and unambiguously that chemicals used for water fluoridation are not regulated by Health Canada as:
1. “Drugs”
2. “Natural health products”
3. “Sources of a nutrient (mineral) for food fortification (water)”
4. “Food”
5. “Food additives”
but it is relegating as “water treatment products.”
Health Canada regulates the addition of fluoride to prepackaged water and prepackaged ice under the Food and Drugs Act and associated regulations. Division 3 of Part D of the Food and Drug Regulations permits the sale of prepackaged water and prepackaged ice to which fluoride has been added, whereas Division 12 of Part B of the Regulations provides that the combined total amount of natural and added fluoride ion must not exceed 1.0 ppm and requires that the concentration be printed clearly on the product label. If any fluoride is added, fluoride must appear in the product's ingredient list and the product’s label must carry a statement of the products total fluoride ion content. 

Health Canada has also set maximum levels for naturally occurring fluoride in edible bone meal (650 ppm) and fish protein (150 ppm). These are set out in Part 2 of the List of contaminants and other adulterating substances in foods. This List is incorporated by reference into Division 15 of the Food and Drug Regulations. 

Health products (e.g., natural health products, non-prescription drugs and prescription drugs) are regulated under Food and Drugs Act and corresponding regulations. The Food and Drugs Act, and corresponding regulations, such as the Food and Drug Regulations applies to water that is packaged and sold.

Question 2:
Does Health Canada avoid ensuring the therapeutic efficacy, safety, and sanitary quality of fluoridation chemicals by relegating them to the classification of “water treatment chemicals”? 

“Water treatment chemicals” is a term used by NSF International as part of their standard setting processes. NSF/ANSI/CAN Standard 60 "Drinking Water Treatment Chemicals - Health Effects," is an extensive standard that establishes the maximum level a drinking water additive can be safely used and the maximum levels of contaminants that can be found within the drinking water additive.

Provincial, territorial, municipal, First Nations and federal governments share the responsibility for making sure drinking water supplies are safe. Health Canada’s role is described in the introduction section of this response. 

Health products (e.g., natural health products, non-prescription drugs and prescription drugs) are regulated under Food and Drugs Act and corresponding regulations. Hence, Health Canada reviews the safety, efficacy and quality of these products in accordance with the applicable statutes. 

Health Canada regulates the addition of fluoride to prepackaged water and prepackaged ice under the Food and Drugs Act and corresponding regulations. The Food and Drugs Act, and corresponding regulations, such as the Food and Drug Regulations applies to water that is packaged and sold.


Question 3: 

By relegating fluoridation chemicals to the classification of “water treatment chemicals,” does Health Canada transfer the responsibility for ensuring their therapeutic efficacy, safety, and sanitary quality to the provinces and territories, since it does not test them?

Provincial, territorial, municipal, First Nations and federal governments share the responsibility for making sure drinking water supplies are safe. Health Canada’s role is described in the introduction section of the response.  

The standards described in the introduction set out a maximum level at which a drinking water additive can be safely used and maximum levels of contaminants that can be found within the drinking water additive. While these standards are voluntary, they may be incorporated into enforceable regulatory requirements by the lead jurisdiction responsible for drinking water quality, which in most cases are the provinces and territories.


Question 4: 

What administrative criteria did Health Canada use to conclude that fluoridation chemicals are an acceptable source of nutrients under the articles and regulations of the Food and Drugs Act? 

The Minister of Health administers the provisions of the Food and Drugs Act and its corresponding regulations to help protect the health of Canadians. Division 3 of Part D of the Food and Drug Regulations permits the sale of prepackaged water and prepackaged ice to which fluoride has been added. Division 12 of Part B of the Regulations provides that the combined total amount of natural and added fluoride ion must not exceed 1.0 ppm and that the concentration is printed clearly on the product label. If any fluoride is added , fluoride must also appear in the product's ingredient list and the product’s label must carry a statement of the product’s total fluoride ion content.  

Fluoride added to drinking water systems is outside the scope of the Food and Drugs Act. However, if drinking water obtained through the public water system was packaged and sold, the Food and Drugs Act and its corresponding regulations would apply as would the Safe Foods for Canadians Act and its regulations which are administered by the Canadian Food Inspection Agency.


Question 5:

Health Canada claims that the National Sanitation Foundation (NSF), an organization representing the hygiene products industry consortium, ensures efficacy, safety, and hygiene quality by certifying them. We quote Health Canada here: 

“Health Canada strongly recommends that all products added to drinking water during its treatment and distribution be certified as meeting the appropriate ANSI/NSF Standards. This is true for all water treatment products used for fluoridation.” (Emphasis added)

Does Health Canada have other examples where the National Sanitation Foundation has ensured the efficacy, safety, and sanitary quality of a substance with a therapeutic purpose, and whose certification has replaced Health Canada's licensing and regulation?

Contrary to the view expressed in the question, NSF International does not administer the legislation within Health Canada’s mandate.


Question 6: 

By what national or international authority can the certification of the National Sanitation Foundation (NSF) replace the Health Canada approval for a substance with a therapeutic purpose, as is the case for fluoride chemicals, for which Health Canada officially grants an objective and a claim to prevent and reduce dental caries? 

Contrary to the view expressed in the question, NSF International does not administer the legislation within Health Canada’s mandate.




Question 7:

On what factual evidence can Health Canada rely to officially assert that the National Sanitation Foundation (and other certification bodies) assumes responsibility for the efficacy and safety of fluoridation chemicals, when the Foundation admits in its documents and has admitted under oath that it does not assume this responsibility because other government agencies have committed to doing so? 

Contrary to the view expressed in the question, NSF International does not administer the legislation within Health Canada’s mandate.


Question 8: 

What is the official and internationally recognized definition of water treatment chemicals so that Health Canada can declare that the chemicals used for fluoridation are water treatment chemicals? Such a definition must certainly include specific inclusion and exclusion criteria based on the roles, functions, nature, and applications associated with these substances. Please list them. 

In Health Canada’s view, there is no single internationally recognized definition of water treatment chemicals with inclusion or exclusion criteria. 

NSF International defines a direct additive as a drinking water treatment chemical and any of its contaminants added directly to water during the production of drinking water. Chemicals under the scope of NSF/ANSI/CAN Standard 60 include, but are not limited to, coagulation and flocculation chemicals, disinfection and oxidation chemicals, miscellaneous treatment chemicals, and miscellaneous water supply chemicals.

Through involvement in the standards setting process, Health Canada and the United States Environmental Protection Agency support the scope of chemicals under NSF/ANSI/CAN Standard 60 as direct additives introduced for drinking water treatment purposes.











Question 9:

What is Health Canada's legal accountability regarding the promotion of fluoridation, given that it recommends it, conducts reviews of its effectiveness and safety, and supports provincial and municipal governments, while ambiguously stating that it does not regulate fluoridation chemicals, relegating them to the water treatment chemical classification? If Health Canada claims to have no responsibility for the effectiveness and safety of chemicals used for fluoridation, please state it clearly. 

Health Canada’s role is described in the introduction section of this response. 


Question 10:

How has Health Canada ensured over the past 25 years the public promotion of the fact that it does not ensure the efficacy and safety of fluoridation chemicals and relegates them to the classification of water treatment chemicals, given that this fundamental information should have been known to all involved organizations and clearly disclosed? 

Public consultation and transparency are important elements of the drinking water guideline development process. Health Canada identifies priorities for drinking water guideline development approximately every five years using scientific evidence, international actions, and input from provinces, territories, and federal partners. The process includes data gathering, screening for health risk and feasibility of measurement and treatment, and review against jurisdictional needs to establish a flexible 5–6 year workplan. The drinking water prioritization process and prioritized substances are available on Health Canada’s website (Prioritization process for the development of Guidelines for Canadian Drinking Water Quality - Canada.ca). 

The draft drinking water quality guidelines are peer reviewed by national and international experts, endorsed by provincial and territorial drinking water partners, and then published for a 60-day public consultation on the Environment and workplace health consultations website. After comments are reviewed and the document is revised, final guidelines are published by Health Canada and communicated publicly. When draft or final drinking water guidelines are published, they are accompanied by a notice in the Canada Gazette and a message is sent out via the Consultation and Stakeholder Information Management System.




