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Introduction
Dietary supplements, which are classiied as foods in the 

U.S., are typically classiied as drugs in Canada, and are 

therefore subject to greater regulatory attention.

M
anufacturers and distributors intending to mar-

ket their U.S. dietary supplements in Canada will 

want to understand the key differences between 

the regulation of dietary supplements in the U.S. compared 

to their regulation in Canada.
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Under the Dietary Supplements 

Health and Education Act, dietary 

supplements are deined by refer-

ence to their ingredients: speciical-

ly, whether the product contains a 

“dietary ingredient” that is intended 

to supplement the diet, including 

vitamins, minerals, herbs or other bo-

tanicals, amino acids, enzymes, organ 

tissues and metabolites.1 Dietary sup-

plements may be formulated as tablets, 

capsules or powders, but may also take 

more “food-like” forms such as drink 

and energy bars. Since these products 

are regulated as foods, manufacturers 

are not required to submit evidence 

of safety or eicacy to the FDA before 

products go to market.

Conversely, with the exception of a 

few speciic products,2 most products 

classiied as dietary supplements in 

the U.S. would be classiied as natural 

health products (NHPs) in Cana-

da.3  NHPs are regulated as drugs in 

Canada, although under a diferent 

regime than classic prescription 

drugs. he Natural Health Product 

Regulations apply to NHPs,whereas 

the Food and Drug Regulations apply 

to prescription drugs.  NHPs are de-

ined as products containing speciied 

natural ingredients, such as vitamins, 

minerals, amino acids, or plant, algal, 

bacterial, fungal, or non-human 

animal materials or extracts, which 

are intended for use in: (a) diagnosis, 

treatment, mitigation or prevention of 

a disease, disorder or abnormal phys-

ical state; (b) restoring or correcting 

organic function; or (c) modifying 

organic functions.4 

he database of licensed NHPs 

demonstrates the variety of diferent 

products approved as NHPs in Cana-

da.  In addition to products such as vi-

tamin tablets that would be classiied 

as dietary supplements in the U.S., 

additional products are regulated as 

NHPs in Canada, including certain 

anti-dandruf shampoos, toothpastes, 

mouthwashes, antiperspirants, and 

antiseptic ointments and lotions, de-

pending on both the ingredients of the 

products and the marketing claims 

made about those products.

Since NHPs are regulated as drugs, 

the marketing and sale of these prod-

ucts in Canada requires site license 

approval for a manufacturer and/or 

importer, as well as license approval 

of the product itself.  Submission of 

evidence satisfying product safe-

ty, eicacy, and quality is generally 

required. Further, ater licensing, 

NHP manufacturers and importers 

are subject to continuing regulatory 

obligations relating, for example, to 

labelling and marketing, record keep-

ing and reporting of adverse events. 

As a result of this more rigorous 

regulation, however, dietary supple-

ments sold in Canada may be allowed 

to make more drug-like marketing 

claims, such as claims to the treat-

ment or prevention of particular 

diseases or conditions (provided these 

claims are within the scope of the 

product’s Canadian NHP license).

NHP Licensing
In practice, product safety and 

eicacy are handled diferently by the 

U.S. and Canadian regulatory systems 

for dietary supplements. In the U.S., 

there is no pre-approval requirement, 

and the FDA must demonstrate that 

a product is unsafe before it may take 

action to remove the product from 

the market. Conversely, in Canada, 

the manufacturer or importer must 

demonstrate to Health Canada that 

the product is safe, efective, and of 

suicient quality before a license will 

be issued and the product can be mar-

keted for sale.

As mentioned above, a site license is 

required to manufacture, package, label 

or import an NHP for sale in Canada5.  

A site license may be required, for ex-

ample, even if an importer immediately 

ships the product to retailers ater entry 

into Canada without irst storing the 

product.6 To obtain a valid site license 

for a particular NHP, an entity must 

submit Quality Assurance Reports for 

both the import site and for any foreign 

manufacturing sites to demonstrate 

compliance with Good Manufacturing 

Practices (GMP). Site licenses will only 

be granted for domestic Canadian sites; 

therefore, the NHP license holder is re-

sponsible for ensuring GMP compliance 

of a foreign manufacturer.

In addition to site licensing, Health 

Canada also requires NHPs to be 

licensed before marketing and sale in 

Canada.7  In order to streamline the 

licensing process, Health Canada has 

published monographs for ingredients 

that are commonly found in NHPs.  

hese monographs list previously 

approved doses, administration meth-

ods, indications and claims that can 

be made with respect to a particular 

ingredient. Applications for NHPs  

that conform to the speciications of 

existing monographs can generally 

receive approval without further 

safety and eicacy data.  Currently, 

Health Canada has established three 

target timelines for responding to 

NHP licensing applications, depend-

ing on the complexity and novelty of 

the application. Applications  indexed 

against a single ingredient mono-

graph will be reviewed and licensed 

within 10 days. Applications indexed 

against multiple monographs are 

targeted for review within 30 days. 
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Finally, applications with higher 

uncertainty, such as those with pre-

viously unlicensed claims for serious 

conditions, never-before reviewed 

ingredients or combinations, or prod-

ucts with safety concerns are targeted 

for review within 180 days.8

Health Canada takes a risk-based 

approach to evaluating safety and 

eicacy.9 he level of risk associated 

with an application will depend on 

the medicinal and non-medicinal 

ingredients, as well as the recom-

mended use and proposed health 

claims. Products that bear claims to 

treat, cure, or prevent serious diseases 

will attract a higher risk classiication, 

while products  directed at general 

health maintenance or which are di-

rected at minor symptoms or diseases 

will attract a low-risk classiication.

he minimum standard of safety and 

eicacy evidence depends on the risk 

categorization of an application. For 

low-risk products, references to human 

in vivo data in reputable textbooks re-

garding medicinal and non-medicinal 

ingredients  may suice. For high-risk 

products, Health Canada may require 

clinical trials.10 Health Canada will 

also consider positive decisions re-

garding health and eicacy from other 

regulatory agencies; however, this may 

be of limited assistance to exporters 

of U.S. dietary supplements as licens-

ing approval for these products is not 

required to enter the U.S. market.11

Labelling
Health Canada requires NHPs to 

carry speciic information on inner 

and outer labels, relecting their sta-

tus as drugs.12 he labels must include 

medicinal and non-medicinal ingre-

dients, lot numbers, expiry dates, and 

recommendations for use, includ-

ing dosage, frequency, and route of 

administration. A description of the 

source of each medicinal ingredient 

must also be provided. Information 

on labels must be consistent with the 

information provided in the NHP li-

censing application, and labels cannot 

include claims beyond the scope of 

the license granted by Health Canada.

Certain text on labels must be 

provided in both English and French, 

including recommendations for admin-

istration, dosage and duration of use, 

risk information and known adverse 

reactions, medicinal and non-medicinal 

ingredients, and appropriate storage 

conditions.13 his text must be bilingual 

regardless of whether or not the product 

is sold in Quebec. If the product is sold 

in Quebec, additional French language 

requirements apply, including fully 

bilingual text and equal prominence of 

French and English text.14

Post-Licensing Product 
Changes

Health Canada must be notiied if 

changes are made to the product ater 

licensing. For minor changes with no 

signiicant impact on safety, eicacy 

or quality, Health Canada must be 

notiied within 60 days of the change. 

Where changes may impact safety, 

eicacy or quality, Health Canada 

must approve the change through an 

amendment to the product license 

before it is implemented. In cases of 

fundamental changes to the product, 

Health Canada may require that a 

new license be issued, based on fresh 

supporting evidence of safety, eicacy 

and quality. Also, if Health Canada 

changes an ingredient monograph 

that is related to an NHP, the man-

ufacturer or importer must submit 

either a notice of change or proposed 

amendment, depending on the impact 

of the change to the monograph.15

Adverse Event Reporting
As with prescription drugs, NHP 

licensees must report adverse events 

to Health Canada. Under the NHP 

Regulations, individual case reports 

must be sent to Health Canada within 

15 days for each serious adverse reac-

tion that occurs in Canada, and for 

each serious and unexpected adverse 

reaction domestically or internation-

ally. Further, Health Canada re-

quires annual reports to be prepared 

compiling all adverse reactions inside 

Canada and individual case reports as 

required above.16

Advertising of NHPs in 
Canada

Advertising for drugs in Canada, 

including NHPs, may be reviewed by 

Advertising Standards Canada (ASC), 

a self-regulatory body of the Cana-

dian advertising industry. Although 

there is no legal requirement to sub-

mit proposed advertisements to ASC 

for review, as a practical matter, the 

majority of print and broadcast media 

outlets will not run advertisements 

without ASC approval. Although ASC 

is independent from Health Canada, 

it will review advertisements for com-

pliance with Health Canada regula-

tions.17 ASC will generally provide a 

review within four business days for 

a nominal fee, and will grant an ASC 

approval number that can then be 

provided to media outlets.

For television advertising, manu-

facturers and importers should also 

seek approval from the Television 

Bureau of Canada (TVB), a non-proit 

association that operates on behalf of 

the major Canadian television broad-

casters, meaning that without TVB 

approval, the avenues for television 

advertising may be limited. Costs for 

review and approval of advertising by 
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TVB are paid by member television 

broadcasters, with reviews generally 

provided within one to three business 

days, and same-day review available 

for a nominal fee. Each version of 

a television advertisement should 

receive its own review and approval 

from TVB.

Unintentional Export
If a dietary supplement is not mar-

keted or sold in Canada, and there is 

no intent to export the product to the 

Canadian market, U.S. manufacturers 

and distributors should still under-

stand the implications of cross-border 

“spillover” of the product. Generally 

speaking, Health Canada has taken 

the position that where there is no 

intent to export and no marketing or 

sales operations are active in Canada, 

domestic Canadian drug regulations 

would not apply.18 Further, individuals 

are permitted to cross the border with 

a three-month personal supply of a 

dietary supplement that has not been 

approved for sale in Canada, since this 

amount is regarded as insuicient for 

commercial sales.19  However, Health 

Canada has issued blanket prohi-

bitions on the import of particular 

products and ingredients into Canada. 

Health Canada regularly issues recalls 

and press releases regarding particular 

NHPs that contain prohibited or toxic 

ingredients. A current list of product 

recalls, alerts, and advisories may be 

found on the Health Canada website.20

Conclusion
Because of the diferences in clas-

siication of dietary supplements as 

foods in the U.S. and NHPs (a class of 

drug) in Canada, any manufacturer 

who seeks to export a dietary supple-

ment to Canada will want to be aware 

of applicable Canadian regulations. 
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