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Canada: Regulatory Overview

• Dietary Supplements = Natural Health Products (NHPs) in Canada
• naturally occurring substances that are used to restore or maintain good health

• NHPs fall under the drug framework
• Government oversight into formulation, claims and manufacturing 

• To manufacture an NHP, must have an approved site license (SL) from 
Health Canada (HC)

• To sell an NHP, must submit product license application that includes 
sufficient data to allow HC to evaluate the safety, quality and efficacy of the 
NHP when used according to the recommended conditions of use
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Canada: Regulatory Overview
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Canada: Regulatory Advantages

• NHPs covers various dosage forms;

• Clear product indicator (NPN = NHP);

• Claims are approved by Health Canada;

• Need to provide adequate scientific evidence to support safety and 
efficacy;

• Clear and consistent guideline on quality standards (micro, heavy 
metal, etc.), advertising & label guidance for industry
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Canada: Regulatory Advantages

• A lot of pre-cleared information 
(monographs) available to industry, 
making it easier at formulation stage

• Database continues to evolve, and 
industry can influence with 
new/emerging science trends

• Ingredient database of what is 
allowed and not allowed in NHP

• This database also continues to evolve, 
and industry can influence with 
new/emerging science trends
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Canada: Regulatory Advantages
• License database for consumer to know what is approved and at 

what dosage

• More vigilance on the market
• Retailer can check product for compliance via the NPN before selling on shelves
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Canada: Regulatory Pitfalls
• Lack of flexibility with respect to wording 
• Lengthy review timelines (no direct access to market)
• Inconsistent review by Health Canada

• Evidence of standard can be subjective from one reviewer to another
• Constantly evolving internal policies creates market inconsistency

• Constant delays (mainly due to no cost recovery)
• Excessive warnings and inconsistent use of 

consumer-friendly language
• Warnings are not written in plain language

• Lack of standardized formatting (two products side-by-side will have 
different layouts making it hard for consumer to find critical info)
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Thank you!
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