Pharma in brief - Canada
Health Canada consults with Canadians on proposed changes to the
regulation of self-care products
Summary
Health Canada is proposing to change the way that it regulates non-prescription drugs, natural health products and
cosmetics in Canada, which will now be referred to collectively as “self-care products.” While all self-care products fall
under the Food and Drugs Act, they are currently regulated under three separate sets of regulations.
As part of this process, Health Canada has published a consultation paper that seeks to combine the separate
regulatory frameworks for each of these products into one regulatory framework. Health Canada is requesting
feedback on the consultation paper until October 24, 2016.

Background
Under the current regulatory framework, the three types of self-care products are governed by separate regulations
and the requirements for bringing these products to market varies depending on the regulatory framework that the
product falls under. For example, cosmetics do not require pre-marketing approval and manufacturers must only notify
Health Canada within 10 days of the date of first sale to provide certain information such as the ingredients, the
company’s contact information and the purpose for which the product is to be used.
On the other hand, natural health products and non-prescription medications require pre-marketing approval and the
manufacturer must demonstrate that the product is safe and effective. The types of proof accepted are, however,
different for natural health products and non-prescription medications. Submissions for non-prescription medications
must include scientific evidence in support of the claims made while those for natural health products can rely on a
wide range of evidence, including non-scientific information such as proof of historical use.
Health Canada has identified several concerns with the current system of regulation, including inconsistencies in the
regulatory pathway, the level of evidence required, fees paid, and Health Canada’s post-market powers.

Proposed regime
Health Canada is proposing a risk-based classification structure where the level of oversight will depend on the risk
posed to consumers by a particular self-care product. There will be three regulatory pathways to market dependent on
the level of risk posed to consumers: lower risk, moderate risk, or higher risk. The level of risk identified will determine
(a) the amount and type of information Health Canada will need to review, (b) the degree of scrutiny necessary before
the product can be made available in Canada, and (c) the level of monitoring required for safety and compliance once
the product is available on the market.
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Lower-Risk Products. Health Canada will not review claims or license lower-risk products, such as vitamins, minerals
and cosmetics. Products in this category may not make claims about the diagnosis, prevention, treatment or mitigation
of a disease or condition (“health claims”).
Moderate-Risk Products. For moderate-risk products, such as pain relievers, cough and cold medicines, laxatives
and allergy relief products, Health Canada would perform some review of claims and license products based on
scientific evidence of safety and efficacy, which would be published in a monograph (a licensing standard).
Higher-Risk Products. Higher-risk products, such as products containing new medicinal ingredients and products
related to cardiovascular health, would undergo a full review and approval by Health Canada before being sold.
Companies would be required to provide evidence to support the safety, quality and efficacy of these products, and
Health Canada would approve health claims based on scientific evidence.

Consultation on the proposed regulatory framework
Health Canada is requesting feedback from Canadians on the consultation paper until October 24, 2016. Additional
details on the consultation paper and how to provide comments can be found in the link below.

Link:
Consulting Canadians on the Regulation of Self-Care Products in Canada

For more information, please contact your IP/Life sciences or healthcare practice professional at Norton Rose Fulbright Canada LLP.
For a complete list of our IP team, click here. For a complete list of our Life sciences and healthcare team, click here.

Norton Rose Fulbright Canada LLP, Norton Rose Fulbright LLP, Norton Rose Fulbright Australia, Norton Rose Fulbright South Africa Inc and Norton Rose Fulbright US LLP are separate legal entities
and all of them are members of Norton Rose Fulbright Verein, a Swiss verein. Norton Rose Fulbright Verein helps coordinate the activities of the members but does not itself provide legal services to
clients.
References to “Norton Rose Fulbright”, “the law firm”, and “legal practice” are to one or more of the Norton Rose Fulbright members or to one of their respective affiliates (together “Norton Rose
Fulbright entity/entities”). No individual who is a member, partner, shareholder, director, employee or consultant of, in or to any Norton Rose Fulbright entity (whether or not such individual is
described as a “partner”) accepts or assumes responsibility, or has any liability, to any person in respect of this communication. Any reference to a partner or director is to a member, employee or
consultant with equivalent standing and qualifications of the relevant Norton Rose Fulbright entity.
The purpose of this communication is to provide general information of a legal nature. It does not contain a full analysis of the law nor does it constitute an opinion of any Norton Rose Fulbright entity
on the points of law discussed. You must take specific legal advice on any particular matter which concerns you. If you require any advice or further information, please speak to your usual contact at
Norton Rose Fulbright.
© Norton Rose Fulbright Canada LLP 2016

