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1.0 Who we are

Consumer Health Products Canada (CHP Canada) is the industry association that represents the companies that make

evidence-based over-the-counter medicines and natural health products.

These are the products you can find in medicine cabinets in every Canadian home. From sunscreens and vitamins to

pain relievers and allergy medications, people use self-care products to maintain their health and manage their minor

ailments. This is a fundamental part of self-care which is vital to the health of Canadians and the sustainability of our

healthcare system.

CHP Canada has been the leading advocate for the self-care products industry for close to 120 years. We have been

involved in shaping virtually every piece of legislation, regulation or policy that affects the self-care products that

Canadians rely on to manage their personal health. We are committed to working with our members, government,

and the broader health care sector to enhance the contribution that self-care with self-care products makes to the

health of Canadians and the sustainability of our healthcare system. Our Active Members outlined in the image below

are global multi-national manufacturers and marketers of over-the-counter medicines and natural health products.

Together, our industry generates $5.6 billion in sales annually, produces $1.5 billion in exports and sustains over

56,000 jobs.
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2.0 Purpose of this submission
The purpose of this submission is to respond to the June 29 2019 Government Notice (CGI, part I, Volume 153,

Number 26) from the Treasury Board Secretariat requesting stakeholder comments on regulatory modernization.

The focus of this submission will be to present new potential areas for regulatory modernization. CHP Canada

previously proposed other areas for regulatory modernization that will also be referenced throughout the

submission.

No portion of this submission is considered confidential. This submission will be made available on our website at

the following location: https://www.chpcanada.ca/advocacy/briefs-submissions/

3.0 Targeted Regulatory Reviews (Round 2)

3.1 Digitalization and technology neutrality
3.1.1 In your view, are there existing regulatory requirements or practices that impede economic development,

competitiveness, or growth for your firm or sector? In particular, please identify specific barriers related to

digitalization and the use of technology-neutral regulations. Please be as specific as possible regarding any

burdens and their impact on your firm or sector, including your views on how the federal government should

address these issues.

3.1.2 Are there existing or emerging technologies, processes, or products in your firm or sector facing barriers

because of federal regulations? In particular, please identify how digitalization, technology-neutral regulations

could reduce the regulatory burden for your firm or sector, or improve your ability to compete. What

opportunities do you see for improved user experience in navigating regulatory requirements?

3.1.3 How can regulations further support innovation in your sector? What opportunities do you see for

regulatory experimentation (e.g. pilots or regulatory co-development) in support of digitalization, technology-

neutral regulations? Please provide concrete examples, if possible.

Expansion of electronic labelling extensions for all self-care products

• Barrier to digitalization: With the ever-expanding amount of information required on the labels of

consumer health products, presenting this information in a clear and legible way is an ever increasing

challenge with limited label space. In an era when more and more people are seeking product information

online, a digital solution to this challenge would seem an attractive approach. In its guidance to the Plain

Language Labelling Regulations, Health Canada enabled manufacturers to shift less critical product

information from the product label to an online location. This was intended to permit more cost-effective

implementation of the regulations and was expected to lead to better, less cluttered product labels for

affected products. Due to restrictions on the type of products for which this approach would apply, and on

the type of information that can be shifted online, uptake of this option has been very low.

• Opportunities for regulatory experimentation: Health Canada’s current, limited approach to digital label

extensions for certain, lower-risk OTCs could be approached as a regulatory sandbox. The Canadian data

gathered on the effect of this measure should be applied to expand it in a way that is appropriate for all

OTCs. As a part of this sandbox, Health Canada should also align with innovative electronic labelling

proposals by the US FDA that go beyond URLs to enable the use of videos, and decision support tools as

supportive conditions of sale.

https://www.chpcanada.ca/advocacy/briefs-submissions/
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• Recommendation: Health Canada should consider electronic labelling of OTCs as a regulatory sandbox.

With data gathered from this experience on the safe and effective use of URLs to provide consumers with

the required information in a form and format that better suits their needs, it could provide the necessary

information for Health Canada to expand electronic label extensions to all OTC drugs in a way that aligns

with consumer needs.

Background

Self-care products can be safely and effectively selected and used, without the intervention of health professionals.

As a result, there tends to be a reliance on the product label as the most important mechanism to provide

information to support appropriate selection and use of these products. However, Canadian manufacturers are

challenged to accommodate the demand for more information on limited label space in two official languages,

without introducing costly packaging reconfigurations. Given the increased use of online information as support for

product selection and use, there is an opportunity to leverage electronic mechanisms to support informed choices

and make these products more competitive.

Canadians use multiple sources of information, including electronic tools and search engines, to find information to

support safe and effective self-care. A recent global study showed that among millennials, the internet is

considered to be the most important source of information for health information and treating minor conditions1.

In recognition of this increased consumer demand for online information, paired with the challenge to

accommodate required information on limited package sizes, Health Canada has begun to accommodate electronic

label extensions for self-care products. In 2017, Health Canada introduced guidance to enable the use of electronic

label extensions as the sole location for certain “point of use” information for lower-risk over-the-counter drugs

like sunscreens, acne medications, medicated skin care products, diaper rash products, antiseptic skin cleansers,

athlete’s foot treatments, and throat lozenges.

The legislative definition of a label includes “any legend, word or mark attached to, included in, belonging to or

accompanying any food, drug, cosmetic, device or package.” Although the legislative definition of a label does not

explicitly include the mention of a website, the addition of a URL on the physical outer label was interpreted as

content “accompanying” a drug label and thus deemed a part of the product label. This interpretation of the

existing legislation provided the necessary flexibility to embrace electronic labels as a solution to accommodate

required information in a relevant medium for consumers that is cost effective for manufacturers. Amendments to

the legislative definition of a label could be introduced to provide greater clarity on the acceptability of electronic

label extensions, and enable their application beyond a limited subset of lower risk self-care products to all self-

care products.

As the URL contains regulated information, guidance prescribing the technical standards for the format and

content of these websites were established to ensure principles for factual information (non-promotional),

1 Sanofi, Self Care Be your best. Empowering the Net Generation to make the most of self-care  (2019)

https://www.sanofi.com/-/media/Project/One-Sanofi-Web/Websites/Global/Sanofi-
COM/Home/common/docs/about-us/UPDATED-FINAL_Be-Your-Best-Report-2019_03-JULY.pdf

https://www.sanofi.com/-/media/Project/One-Sanofi-Web/Websites/Global/Sanofi-COM/Home/common/docs/about-us/UPDATED-FINAL_Be-Your-Best-Report-2019_03-JULY.pdf
https://www.sanofi.com/-/media/Project/One-Sanofi-Web/Websites/Global/Sanofi-COM/Home/common/docs/about-us/UPDATED-FINAL_Be-Your-Best-Report-2019_03-JULY.pdf


6

readability, accessibility, consistency were achieved,2 3 yet at the same time enable the use of recognized third

party websites like SmartLabel4. This approach to prescribing technical standards could also be expanded beyond

traditional label text to incorporate other electronic decision support tools, video and other media to assist in the

self-selection and use process. The US FDA recently released guidance inviting electronic images, interactive

displays, websites, mobile applications, not only to provide additional information on the safe use of conventional

OTCs, but also to enable safe selection and use of more innovative products that may require more complex

directions for use than can be effectively communicated in the limited space available on product packaging. 5 For

example, prior to purchase of an OTC, the FDA is proposing that a consumer could be required to complete an

electronic decision support tool or watch a video prior to being able to obtain the product. A recent panel of

Canadian health professionals and academic experts in consumer behavior also agree that electronic decision

support tools can be an important measure to promote the appropriate use and selection of self-care products.6

As international regulators around the world innovate new regulatory approaches to integrate electronic tools as a

means to supplement or extend labels, we need to ensure the Canadian requirements are flexible enough to

extend these benefits to Canadians. Canada is in a unique position as a global leader and early adopter of

electronic label extensions for OTCs, but other jurisdictions are recognizing digitalization as an opportunity that

goes beyond merely reproducing traditional label information. There is a unique opportunity to view the current

Canadian approach to rolling out electronic labels for certain lower-risk OTCs as a “regulatory sandbox.” With data

gathered from this experience on the safe and effective use of URLs to provide consumers with the required

information in a form and format that better suits their needs, it could provide the necessary information for

Health Canada to expand the approach to all OTC products and in ways that go beyond what traditional label

directions can do for safe and effective product selection and use. For example, for existing OTC products where it

is not advisable to remove “point of use information” from outer labels due to the risk nature of the product,

alternative formatting could be used to fit the necessary content on packages as long as the content is replicated

on a URL in according with required formatting. Perhaps more importantly, more sophisticated digital decision-

making tools could be leveraged as conditions of licensing that could enable the introduction of more innovative

and sophisticated consumer health products.

Regulatory Sandbox for Direct-to-consumer sampling of certain lower risk products

• Barrier to growth and competitiveness: Sampling plays an important role in creating awareness of new self-

care options for Canadians. Consumer sampling is often part of a strategy to introduce a new brand or to

grow a brand of products in a specific direction, particularly when novel product formats, and tastes or

textures are being introduced. Direct to consumer sampling of consumer health products is not permitted

under the Food and Drugs Act.

2 Electronic Canadian Drug Facts Table Technical standards (September 2018) https://www.canada.ca/en/health-
canada/services/drugs-health-products/reports-publications/medeffect-canada/guidance-electronic-canadian-
drug-fact-table-technical-standards/guidance-document.html#a1
3 Example of eCDFT format: https://www.coppertone.ca/en/info/general-protection-sunscreen-lotion-spf-60/ ,
4 Example of eCDFT format on SmartLabel: https://smartlabel.pg.com/en-ca/00037000062332.html
5 FDA, Innovative Approaches for Nonprescription Drug Products (July 2018)

https://www.fda.gov/media/114328/download
6 Labelling Research Forum: Reports on Outcomes and Proceedings (November 2018) https://www.chpcanada.ca/wp-
system/uploads/2019/03/LabellingResearchForum_FinalReport-v2.pdf

https://www.canada.ca/en/health-canada/services/drugs-health-products/reports-publications/medeffect-canada/guidance-electronic-canadian-drug-fact-table-technical-standards/guidance-document.html#a1
https://www.canada.ca/en/health-canada/services/drugs-health-products/reports-publications/medeffect-canada/guidance-electronic-canadian-drug-fact-table-technical-standards/guidance-document.html#a1
https://www.canada.ca/en/health-canada/services/drugs-health-products/reports-publications/medeffect-canada/guidance-electronic-canadian-drug-fact-table-technical-standards/guidance-document.html#a1
https://www.coppertone.ca/en/info/general-protection-sunscreen-lotion-spf-60/
https://smartlabel.pg.com/en-ca/00037000062332.html
https://www.fda.gov/media/114328/download
https://www.chpcanada.ca/wp-system/uploads/2019/03/LabellingResearchForum_FinalReport-v2.pdf
https://www.chpcanada.ca/wp-system/uploads/2019/03/LabellingResearchForum_FinalReport-v2.pdf
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• How this barrier impedes competitiveness: Direct-to-consumer sampling is permitted for food and

cosmetics in Canada and for over-the-counter drugs and dietary supplements in the United States. This

means, for example, that consumers can try sample moisturizers in Canada prior to purchase, but not if

they contain sunscreens (and are therefor regulated as drugs). It also means that while US consumer health

product companies can use sampling to drive consumer awareness and acceptance of new products, this

option is not open to Canadian companies. The sum effect of this limitation is to reduce product

innovation.

• Opportunities for regulatory experimentation: Health Canada is in the process of amending the necessary

legislative barriers in the Food and Drugs Act and regulations to enable direct-to-consumer sampling of

lower risk products, however these changes will not be in effect until 2022. Once the legislative barrier has

been formally eliminated, there will be an opportunity to launch a regulatory sandbox to gather data on

sampling practices and evaluate the implementation of proposed guidance for a limited subset of lower-

risk consumer health products, prior to formalizing regulation and guidance.

• Recommendation: Following the passage of the enabling legislation, Health Canada should commit to work

with industry stakeholders to develop an interim regulatory sandbox that would:

o Temporarily enable direct-to-consumer sampling of a limited subset of lower-risk over-the-

counter drugs and natural health products (acne products, sunscreens, medicated skin cream

products, anti-dandruff shampoos, diaper rash, athlete’s foot, toothpastes, mouthwashes,

throat lozenges, and hard surface disinfectants)

o Involve gathering data on sample product formats and practices

o Evaluate the effectiveness of industry-proposed guidance based on best practices for the

distribution of samples in a manner that remains compliant with the Terms of Market

Authorization.

o Inform the finalization of guidance and regulations for direct-to-consumer sampling of all over-the-

counter drugs and natural health products

Background:

The Governments of Canada, the United States (US) and Mexico signed the new Canada-US-Mexico Agreement

(CUSMA) on November 30, 2018. CUSMA establishes a commitment in Chapter 12, Annex 132 Appendix Article 6

for each party to permit the distribution of samples for certain products at the cosmetic-drug interface directly to

consumers (toothpastes, mouthwashes, personal care use antiseptic skin cleansers, sunscreens, anti-dandruff

shampoos, diaper rash creams, antiperspirants, medicated skin care products and acne products). However, there

are legislative barriers in Canada to direct-to-consumer sampling of drugs as Section 14 of the Food and Drugs Act

(FDA) prohibits the distribution of drug samples other than to physicians, dentists, veterinary surgeons or

pharmacists.

The Canadian government introduced Bill 100 to implement CUSMA May 29th 2019, which proceeded to its second

reading on June 20th 2019, that proposes amendments to the Food and Drugs Act, eliminating the current

prohibition on sampling, except in accordance with the regulations. Health Canada’s Regulatory Forward Plan

details plans to amend regulations to remove barriers to the distribution of drugs as samples. The intent is to

consult on draft regulations in Canada Gazette Part I in the fall of 2021 and finalize the regulations in Canada

Gazette II in the spring of 2022.

CHP Canada submitted a cost-benefit survey to inform the development of regulations for direct-to-consumer

sampling of consumer health products. While not every company would engage in direct-to-consumer sampling,

those who would sample products would be limited by costs and design strategic targeted approaches. The

https://ustr.gov/sites/default/files/files/agreements/FTA/USMCA/Text/12_Sectoral_Annexes.pdf
https://www.parl.ca/DocumentViewer/en/42-1/bill/C-100/first-reading#ID0EYLBI
https://www.canada.ca/en/health-canada/corporate/about-health-canada/legislation-guidelines/acts-regulations/forward-regulatory-plan/plan/removing-barriers-around-distributing-drugs-samples.html
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findings from this survey also support that the scope of the direct-to-consumer sampling initiative under CUSMA

could be reasonably expanded to all OTCs and NHPs, in accordance with the US approach.

CHP Canada, the Canadian Health Food Association, the Canadian Consumer Speciality Products Association and

the Cosmetics Alliance of Canada co-developed a joint industry guidance on the direct-to-consumer sampling of

OTCs and NHPs. This guidance was based on industry sampling practices internationally and in other commodities

and is designed to ensure sampling practices are conducted in accordance with the Terms of Marketing

Authorization. This would ensure sampling of consumer health products would be compliant with existing federal

legislative and regulatory requirements for safety, efficacy, quality, as well as packaging and labelling. This

guidance was submitted directly to Health Canada in 2017 and revised again in 2018 to incorporate Health

Canada’s feedback. The policy work that has been conducted to inform the planned approach for legislative and

regulatory change can be leveraged to quickly develop a short term regulatory sandbox to advance sampling,

gather data and inform the finalization of regulations.

Regulatory process to account for impact of e-commerce

• Emerging barriers competitiveness and growth: Canadians can choose to purchase consumer health

products in store or online. Canadians are confident that products available for sale at Canadian retailers

are compliant with Canadian regulations and are proven safe and effective. However, cheaper products

can be accessed online that come from jurisdictions without the same requirements to ensure safety,

quality and efficacy.

• How this barrier impedes competitiveness: Increasing regulatory barriers for Canadian to access regulated

products (ie. by increasing the cost of regulatory compliance or restricting paths to obtaining products)

decreases the ability of Canadian businesses to compete with foreign products obtained through e-

commerce.

• Recommendation: The Treasury Board Secretariat should integrate a step into the regulatory development

process to identify whether or not Canadians could use e-commerce to circumvent the regulatory barrier

that is being introduced, and to asses how this would affect the cost/benefit equation for the regulation in

question.

Background:

Canadian consumers go online to search for health information and identify product options to manage minor

ailments. A recent global study showed that online research is the main source of information on information

about OTC products for 50% of consumers. Despite this, 70% prefer to visit a pharmacy to purchase the product7.

Canadians believe that if a product is available for sale on retail shelves, that it is been reviewed and approved by

Health Canada.8 Consumers make their final product selections based on the symptoms they want to treat, the

7 Sanofi, Self Care Be your best. Empowering the Net Generation to make the most of self-care  (2019)

https://www.sanofi.com/-/media/Project/One-Sanofi-Web/Websites/Global/Sanofi-
COM/Home/common/docs/about-us/UPDATED-FINAL_Be-Your-Best-Report-2019_03-JULY.pdf
8 TNS Canada Consumer Health Products Survey (2016) https://www.chpcanada.ca/wp-system/uploads/2017/12/Consumer-
Health-Product-Survey.pdf

https://www.sanofi.com/-/media/Project/One-Sanofi-Web/Websites/Global/Sanofi-COM/Home/common/docs/about-us/UPDATED-FINAL_Be-Your-Best-Report-2019_03-JULY.pdf
https://www.sanofi.com/-/media/Project/One-Sanofi-Web/Websites/Global/Sanofi-COM/Home/common/docs/about-us/UPDATED-FINAL_Be-Your-Best-Report-2019_03-JULY.pdf
https://www.chpcanada.ca/wp-system/uploads/2017/12/Consumer-Health-Product-Survey.pdf
https://www.chpcanada.ca/wp-system/uploads/2017/12/Consumer-Health-Product-Survey.pdf
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brand name and product price. 9 Approximately equal proportions of consumers make their OTC purchases for

future or current use.

In a consumer-centric market, advances in e-commerce is a disruptive force in the Canadian consumer health

product industry that will drive changes to consumer self-care behavior and could make it difficult for Canadian

businesses to compete. We need to ensure that future regulatory proposals are designed with the potential impact

of e-commerce in mind and how it can be used to circumvent Canadian regulatory barriers.

For example, Canadians can access cheaper products from foreign jurisdictions online that have not been subject

to the same regulatory controls as Canadian products. Introducing added regulatory compliance costs to Canadian

businesses makes it more difficult to compete with foreign businesses selling to Canadians online, potentially

resulting in increased risks to public health, in addition to the economic loss to the Canadian businesses. Regulatory

requirements need to be developed in a way that enables this path to market rather than unnecessarily restricting

it or, worse, ignoring it.  For example, although all over-the-counter medicines have been proven safe and effective

for selection and use without the supervision of a health practitioner, some consumers could benefit from

additional support to understand how to select and use the product appropriately. In Canada, some products can

only be sold pursuant to pharmacist interaction or availability. This condition is easier to achieve in a retail setting,

but could be artificially limiting for consumers who prefer to purchase products online. Novel mechanisms like

videos, digital decision support tools, the online availability or interaction with pharmacists through video calls or

chats could be leveraged in these instance to accommodate, and not hinder, e-commerce realities.

3.2 International Standards
3.2.1 In your view, are there existing regulatory requirements or practices that impede economic development,

competitiveness, or growth for your firm or sector? In particular, please identify specific barriers related the

application of international standards in regulations. Please be as specific as possible regarding any burdens and

their impact on your firm or sector, including your views on how the federal government should address these

issues.

3.2.2 Are there existing or emerging technologies, processes, or products in your firm or sector facing barriers

because of federal regulations? In particular, please identify how the application of international standards

could reduce the regulatory burden for your firm or sector, or improve your ability to compete. What

opportunities do you see for improved user experience in navigating regulatory requirements?

3.2.3 How can regulations further support innovation in your sector? What opportunities do you see for

regulatory experimentation (e.g. pilots or regulatory co-development) in support of the application of

international standards in regulation? Please provide concrete examples, if possible.

Mutual recognition of drug GMP standards between Canada and the United States

• Barrier to development and competitiveness: 86% of the value of all drug imports (both Rx and OTC) into

Canada are from countries whose good manufacturing practice (GMP) standards are recognized by Canada

9 Concentrics Research, Consumer Navigation and selection behavrios for OTCs products in a retail setting (2014)
https://www.chpcanada.ca/wp-system/uploads/2019/03/LabellingResearchForum_FinalReport-v2.pdf

https://www.chpcanada.ca/wp-system/uploads/2019/03/LabellingResearchForum_FinalReport-v2.pdf
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by way of mutual recognition agreements (MRA).10 Without mutual recognition of drug GMP standards

between Canada and the U.S., all drug products crossing the border must be quarantined and retested to

similar standards already applied to them in the U.S., prior to entering the market. These duplicative

testing and inspection regimes cost both industry and government tens of millions of dollars per year. If an

MRA were established between Canada and the U.S., not only would consumer costs go down, but the

volume of trade in this area between our two countries would increase.

• How this barrier impedes competitiveness: As in most industries, the Canadian operations of global

consumer health companies are highly integrated with their U.S. counterparts. Because of the lack of an

MRA for GMP with the U.S., it is nonetheless more efficient and less costly for Canadian businesses to

import drugs from MRA countries like Switzerland or Germany than from U.S. facilities.

• Opportunities for regulatory experimentation: Health Canada’s sunscreen pilot is in effect a type of

regulatory sandbox, which has tested the risk of elimination of duplicative retesting from OTC sunscreens

imported from compliant US facilities. The outcome of the pilot was successful and the scope of the pilot

was expanded in 2018 to capture sunscreens imported from other countries. In 2019 Forward Regulatory

Plan, Health Canada committed to amend the Food and Drug Regulations to establish the pilot into

regulation and expand the scope of products.

• Recommendation: Health Canada should leverage the evidence and success of the sunscreen pilot to begin

negotiating a mutual recognition agreement for drug GMPs with the United States FDA.

Background

Background on this issue is described in CHP Canada and Consumer Healthcare Products Association’s joint

submissions to the Canada-US Regulatory Cooperation Council.1112

4.0 The Red Tape Reduction Act (RTRA)

4.1 Administrative burden is defined in the RTRA as anything that is necessary to demonstrate compliance with a

regulation, including the collecting, processing, reporting and retaining of information and the completing of

forms. Does this definition capture your interpretation of administrative burden? Please explain why or why not.

CHP Canada agrees with the proposed definition of administrative burden. However, we additionally propose that

requirements that result in unnecessary duplication is a form administrative burden. Duplicative requirements

result the additional paper work, testing, and other elements of administrative burden defined above.

4.2 The objective of the RTRA is to control the administrative burden that regulations impose on business. Has

the RTRA had an impact on your organization or sector and, if so, how?

10 Source: Canadian Importers Database, Code: 300490: Medicmens Nes-In dosage (2017)
11 CHPC and CHPA, Priorities for Regulatory Cooperation for the North American OTC Drug Industry (2018)

https://www.chpcanada.ca/wp-system/uploads/2019/03/RCC-CHPC-CHPA-submission-FINAL-121018.pdf

12 CHPC and CHPA, Priorities for Regulatory Alignment in the Consumer Health Product industry (2017)

https://www.chpcanada.ca/wp-system/uploads/2018/10/RCC-CHPC-CHPA-submission-December-2017-FINAL.pdf

https://www.chpcanada.ca/wp-system/uploads/2019/03/RCC-CHPC-CHPA-submission-FINAL-121018.pdf
https://www.chpcanada.ca/wp-system/uploads/2018/10/RCC-CHPC-CHPA-submission-December-2017-FINAL.pdf
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The RTRA’s one-for-one rule has had little impact on the consumer health product sector as, in our experience,

exemptions from the application of this rule are often sought as a part of regulatory packages that impact our

sector. However, we look forward to large scale regulatory change for our sector with the Self-Care Framework

that we estimate will introduce significant reductions to the administrative burden for our sector.

4.3 Do you find regulators’ estimates of administrative burden cost in line with your experience or consistent

with your own data? Would you be willing to share more of your costing data to provide regulators with more

information to design offsets of costs?

CHP Canada is willing to provide more costing data on regulators to inform how to inform proposals to offset costs.

Moreover, CHP Canada and the Consumer Products Alliance for Innovation and Growth proposed specific

recommendations to improve the cost-benefit process and outcomes13.

4.4  What more should be done to reduce administrative burden? Please provide concrete examples, if possible.

There have been instances where guidance documents have been updated to include recommendations that

exceed the regulatory requirements and resulted in increased administrative burden. For example, when Post-Drug

Identification Number (DIN) Changes Guidance document was consulted on and revised in 2009, it included new

“strongly recommended” and “recommended” fillings for post-market product changes that were not required in

the Food and Drug Regulations. At the time, members estimated that these recommendations would have resulted

in over 250 extra filings that were not required in regulation. To mitigate a similar situation in the future, CHP

Canada recommends that the Treasury Board Secretary introduce a step into the guidance developing process to

assess whether guidance introduces administrative burden. Currently administrative burden is only measured and

quantified at the level of regulation, and it is not quantified at the level of guidance. Adding measurement and

oversight of administrative burden at the level of guidance will help ensure that the proper regulatory structure

and process is followed and minimize additional regulatory burden from being introduced.

5.0 Exploring options to legislate changes to regulator
mandates

5.1 What approaches should TBS consider to legislate regulatory efficiency and economic growth as an integral

part of regulatory mandates?

The two principle challenges with regard to the impact of regulation on competitiveness and growth relate to the

regulators’ understanding of the economic impact of regulation on the regulated parties, and to the absence of

appropriate authorities in the legislation under which regulations are developed.

Improving regulator’s understanding of the economic impact of regulations is partly a cultural issue. Very few

regulators have experience in the industries they regulate, so this understanding has to be gained on the job. Yet

13 RIAS Inc. Cost-Benefit Analysis and Related Guidelines: Input and Recommendations (2018)

https://www.chpcanada.ca/wp-system/uploads/2018/09/Input-and-Recommendations-on-CBA-and-RIA.pdf

https://www.chpcanada.ca/wp-system/uploads/2018/09/Input-and-Recommendations-on-CBA-and-RIA.pdf
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few regulatory agencies have programs in place to educate their officials about the impact regulations have on the

affected industry. CHP Canada works with Health Canada to fill this gap by offering workshops to Health Canada

officials on industry processes and systems and how these are influenced by regulation. While not necessarily a

legislative approach, mandating this type of industry/regulator collaboration would be, in our view, an effective

way to improve the regulator’s insight into the most efficient ways of achieving desired regulatory outcomes.

A more concrete barrier to minimizing the negative impact of regulation on economic growth involves the absence

of authorities in governing legislation, such as the Food and Drugs Act, enabling measures that address the

economic impacts of regulation. For example, highly regulated products that require pre-market authorization in

order to be sold to Canadians go through a product submission and review process that can be costly and time-

consuming for submission sponsors. Under the Food and Drugs Act, the more innovative the product, the greater

the regulatory burden to the innovating company, both in terms of submission preparation and review times, and

data requirements. Second entrants into that product category will be able to gain market authorization through a

simplified submission review process, riding on the coattails of the innovator’s submission and data. From a strict

regulatory efficiency standpoint, this makes sense for the regulator, since it would be a poor use of resources to

have officials re-reviewing the same data to a pre-determined outcome.

The effect of this state of affairs is to distort the marketplace dynamics to the detriment of innovators and overall

industry growth. The value of the innovator’s investment in proprietary research and development is greatly

diminished when it effectively enters the public domain upon the product’s market authorization, allowing

competitors to leverage it to quickly gain entry into competition with the innovator. This significantly alters the

risk/reward equation at the heart of new product development. For example, the main source of growth in the

non-prescription medicines industry is the process through which a prescription drug can be approved for non-

prescription use, commonly known as the Rx to OTC switch. Canada lags behind its main trading partners by seven

to ten years in Rx to OTC switch activity primarily because of the dynamic described above. The innovative

company will have to spend three to four years and millions of dollars to gain market access, but will generally find

themselves facing second-entrant competition, approved largely on the basis of the innovator’s product

submission and data, on store shelves within a few months of the innovative product’s launch. This drastically

reduces the chances of the innovative product’s success in the marketplace, as the time to profitability of such

products is usually measured in years.

Other jurisdictions, including the United States and the European Union, address this issue through regulatory data

protection (RDP). Under this approach, second entrants are not allowed to leverage the innovator’s data for a

period of time, ranging from one to five years depending on the jurisdiction, after the approval of the innovative

product. There are no direct authorities under the Food and Drugs Act permitting RDP to be applied for economic

reasons. Health Canada officials tell us that RDP can only be enacted in response to an international trade

agreement or through conditional licensing, which imposes additional regulatory burdens on the innovator. This

severely limits Health Canada’s ability to regulate efficiently and the Canadian industry’s ability to innovate and

grow. Relying on trade policy to address regulatory inefficiency and its distortion of market dynamics is neither

proactive nor effective. Adding a regulatory burden on innovators for the sole purpose of attempting to make the

regulations more economically neutral rather than to protect the health and safety of Canadians is an inefficient

artifice. The ability to address the marketplace distortions created by regulation directly, through measures such as

RDP, would require new authorities under the Food and Drugs Act and would allow the Canadian industry to enter

a much stronger period of innovation and growth, without affecting the primary function of the Food and Drugs

Act to protect the health and safety of Canadians.
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5.2 How should the Government measure the impact of regulations on competitiveness?

Assessing this impact will require close collaboration with industry and an evidence-based approach. For example,

CHP Canada has embarked on a research project to measure the costs of regulatory compliance in the consumer

health products sector in Canada versus the United States, Australia and the United Kingdom. The methodology

will examine the relative costs of regulatory compliance and their relation to overall innovation and growth in each

jurisdiction. Results are expected this fall and are aimed at providing a benchmark against which progress can be

measured over time.

As regulations necessarily change over time, the key is to create a mechanism through which regulatory change

affects competitiveness dynamically. There should be a review process conducted two or three years after full

implementation of any new regulation that includes an assessment of the actual economic impact of the regulation

measured against the impact predicted in the Regulatory Impact Analysis Statement (RIAS). Over time, this

approach has the potential to improve the RIAS development process, particularly with respect to the regulator’s

ability to accurately predict the compliance costs associated with the new regulation.

5.3 How should the Government define and measure the cumulative burden of regulation?

Given the ubiquitous nature of regulation across all facets of industry operations, measuring the cumulative burden

is very difficult. Industries and their trade associations tend to focus their advocacy on the regulatory regimes with

the greatest impact on their businesses, even if the vast array of other regulatory regimes produce an even greater

monetary cost, cumulatively. Consequently, individual regulatory agencies gain very little insight into the

cumulative burden of regulation through their interaction with client industries. For these reasons, Government

should locate its efforts at understanding the cumulative burden of regulation at a central agency (Treasury Board

Secretariat), working in close collaboration with a very broad cross section of industry stakeholders. The Canadian

Chamber of Commerce could play a role in coordinating industry sector representation. CHP Canada fully supports

the recommendations of the Chamber in its report, Death by 130,000 Cuts: Improving Canada’s Regulatory

Competitiveness, 2018.

5.4 What should regulators consider to achieve positive impacts on competitiveness and their regulatory

objectives (i.e. objectives to protect or improve health, safety, security, social and economic well-being, and the

environment)?

The creation of a regulatory regime that considers economic competitiveness need not and should not have any

impact on primary regulatory objectives such as public health and safety. It should, however, be responsive enough

to find the most economically efficient way of achieving those objectives and can only do so if economic impacts

are treated seriously at all stages of regulatory development.

For example, in 2013 Health Canada proposed regulations on plain language labelling for drugs that proposed to

standardize label formats and require the use of simpler language for product instructions. The RIAS accompanying

the proposal stated that since the changes would not require packaging changes and could be done through the

normal cycle of label revisions, the total cost to the entre industry, both prescription and non-prescription, would

not exceed $3.5 million. Believing that standardized label layouts could indeed serve the stated objective of

reducing product misselection and misuse, CHP Canada was highly supportive the proposal. As guidance was being

http://chamber.ca/media/blog/180703-in-discussion-death-by-130000-cuts/180620DeathBy130000Cuts.pdf
http://chamber.ca/media/blog/180703-in-discussion-death-by-130000-cuts/180620DeathBy130000Cuts.pdf
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developed for these regulations, it became clear that the formatting approach developed in guidance documents

would require many products to undergo significant repackaging, with an exponential impact on costs.

Furthermore, the guidance set a deadline by which all products would have to be comply with the new

requirements at the retail level. Industry gathered evidence to show that the guidance approach being taken was

going to cost upwards of $100 million for the non-prescription sector alone, and would likely result in a loss of

products on the market. The approach has gone forward nonetheless, despite the fact that ample evidence exists

to show that a far greater impact on the health objectives could have been achieved if those funds had instead

been directed at public education.

A good $3.5 million regulation can be a terrible $100 million regulation. Since implementation of the new

requirements went into high gear in 2017, the number of marketed non-prescription medicines in Canada has

declined by over 17%. We need systems and authorities in place to prevent this kind of blindness to economic and

regulatory efficiency. No amount of rule making around the requirements for RIAS content will have much effect if

there is no mechanism to ensure that the RIAS is accurate and stands up as the regulation is implemented. Under

circumstances such as those described above, when regulatory agency officials refuse to revisit their

implementation approach to an outcome-based regulation despite wide deviations from the RIAS, some form of

oversight is required. CHP Canada believes that the Standing Joint Committee on the Scrutiny of Regulations could

play this role, as it aligns well with their Parliamentary mandate.

6.0 Suggestions for the Next Annual Regulatory Modernization
Bill

6.1 Is there legislation that prohibits the regulatory flexibility and/or experimentation necessary to allow

emerging technologies to enter the market?

Prohibition on advertisements of oral contraceptives

Section 3 (3) of the Food and Drugs Act prohibits advertising to the general public of any contraceptive device or

any drug manufactured, sold or represented for the use in the prevention of contraception. This provision was

introduced in 1985 and amended in 1993. During that that time, today’s growing consumer movement demanding

increasing access to these products as over-the-counter medicines was not anticipated.

Oral contraceptives are the most commonly used method of contraception for Canadian women and requiring a

prescription is a barrier to access to these safe and effective products. A recent study by the Conference Board of

Canada14 showed that if oral contraceptives were made available without a prescription, the total economic value

in Canada would be $222.2M per year. These savings result from the efficiency and productivity gains from fewer

primary care visits ($98.2M) and from a change in the cost burden for these products ($124.1 M) that would

benefit private drug plan sponsors, governments and Canadian employers, as well as Canadians themselves.

14 Conference Board of Canada, Value of Consumer Health Products: The impact of switching Prescription medications to over-

the-counter status. (2017) https://www.chpcanada.ca/sites/default/files/files/8681_EcoImpactsRxTtoOTC_RPT.pdf

https://laws.justice.gc.ca/eng/acts/F-27/page-1.html#docCont
https://www.chpcanada.ca/sites/default/files/files/8681_EcoImpactsRxTtoOTC_RPT.pdf
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Oral contraceptives are available without a prescription in 35 countries around the world, including the most

recent switch in New Zealand in 2016. Should oral contraceptives be switched in Canada in the future, they would

not be able to advertise the availability of this new self-care category, unlike other self-care products. This lack of

ability to make Canadian women aware of these treatments is a significant disincentive for companies to invest in

the prescription-to-non-prescription switch of these products here in Canada.

Specific amendments required:

• Delete section 3(3) of the Food and Drugs Act as the existing provisions in Section C.01.044 to limit

direct-to-consumer advertising of prescription drugs to name, price, brand and quantity would be

sufficient to limit advertising of oral contraceptives available by prescription without limiting the

advertising of oral contraceptives available without a prescription.

Amendments to the Food and Drugs Act definition of manufacture

The Consumer Products Alliance for Innovation and Growth’s 2018 submission to the Treasury Board on Regulatory

Modernization15 describes outstanding specific amendments to the Food and Drugs Act and Regulations were

recommended to enable the implementation of regulations at the manufacturer level rather than the retail level.

6.2 Is there legislation that requires regulated parties to make use of outmoded technologies and practices (e.g.

fax machines, wet signatures) that should be updated?

The 2019 Budget bill (Bill C-97) recently received royal assent enacting changes to the Food and Drugs Act to

modernize legislation to address areas that were outmoded, particularly with respect to the powers of inspectors.

These changes introduced the ability for inspectors to request documents and samples in the manner they specify,

including electronic documents. Inspectors were also given more explicit use of computer systems, the ability to

issue tele-warrants and the means to enter a place by means of telecommunication, enabling virtual inspections.

CHP Canada has not identified any other necessary amendments to the Food and Drugs Act at this time.

6.3 Are there any federal legislative requirements that are duplicative, redundant, out-of-date, or unclear?

Exemption of user fees under the Food and Drugs Act from the requirements of the Service Fees Act

The Consumer Products Alliance for Innovation and Growth’s 2018 submission to the Treasury Board on Regulatory

Modernization describes outstanding overlapping legislation governing user fees under the Food and Drugs Act and

the Service Fees Act and a recommendation to revisit the decision to exempt user fees from the Service Fees Act to

ensure Parliamentary or central agency oversight.

15 CPAIG submission to the Treasury Board Secretariat’s Consultation on Regulatory Modernization (2018)

https://www.chpcanada.ca/wp-system/uploads/2018/09/TB-submission-Regulatory-Modernization-CPAIG-final-
September-17.pdf

https://www.chpcanada.ca/wp-system/uploads/2018/09/TB-submission-Regulatory-Modernization-CPAIG-final-September-17.pdf
https://www.chpcanada.ca/wp-system/uploads/2018/09/TB-submission-Regulatory-Modernization-CPAIG-final-September-17.pdf
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