
September 5, 2019

Treasury Board of Canada Secretariat
Regulatory Affairs Sector
90 Elgin Street, 5th floor
Ottawa, Ontario
K1A 0R5

Sent by email to: RCD-DCMR@tbs-sct.gc.ca

Re: Regulatory Modernization – Request for Stakeholder Comments

To Whom it may concern:

The Canadian Health Food Association (CHFA) is Canada’s largest trade association dedicated to
the natural health and organic product industries. CHFA represents over 1,000 member
businesses across Canada, including manufacturers, retailers, wholesalers, distributors and
importers of natural health and organic products. The natural health product industry contributes
$4 billion and the organic product industry contributes another $5 billion to the Canadian
economy.

On behalf of CHFA and our 1,000 plus members nationwide, I am submitting comments on the
publication of Regulatory Modernization – Request for Stakeholder Comments published in the
Canada Gazette, Part I. CHFA appreciates the opportunity to provide comments on this
regulatory modernization initiative.

The natural health product (NHP) and organic food industries continue to grow internationally as
the consumer demand for these products expands. Canada continues to lead the world in setting
an international regulatory standard for NHPs. CHFA and its members remain proud of the
investments made by industry and government to achieve the existing world leading regulatory
system. However, the integrity of the regulations are directly related to the government’s ability
and effort to enforce them.

Our sector sits at the interface of many. While clearly defined in the Natural Health Products
Regulations (NHPR), government departments and agencies often struggle to understand the
unique nature of NHPs, and few have adjusted their policies and programs to reflect the
distinction. As a result, our sector is often systematically excluded or misrepresented in
regulatory impact analyses, surveys and programs that focus solely on foods, pharmaceuticals,
agriculture, and health systems. As a sector that directly supports the government’s interests in
healthy living and eating, we hope that this response draws attention to the unique challenges
our sector faces in the context of the Canadian regulatory system.
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Targeted Regulatory Reviews (round 2) – International Standards

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 clean technology, digitalization, the use of technology-neutral
regulations, and the application of international standards in regulations.

Regulations can offer significant advancements and opportunities for a given sector. However,
regulations for natural health products and organic foods have continuously been in states of
transition and uncertainty. This sort of ongoing modification and change has had a negative
impact on the economic development, competitiveness, and growth within these sectors. Both
product categories are experiencing significant growth and we know that there is significant
potential for continued growth. However, a constant state of change, inconsistency and
unpredictable premarket regulatory environments make it difficult for industry to realize this
potential and take advantage of new opportunities.

The Canadian NHP standards, maintained through the NHPR, are highly valued and recognized
across the world. Part of the strength of these world-leading regulations is a pre-market approval
system that is suitable for the risk profile of NHPs. When the risk level is taken into consideration,
we recommend that any future modifications to the NHPR should not apply drug-level regulatory
standards to NHPs. Future modifications need to consider the economic impact on the sector and
should not inadvertently place an undue burden on small businesses in the industry. Moreover,
the benefit of any regulatory initiative should clearly outweigh the consequential cost to
stakeholders. Historically, sporadic changes to these young regulations have been a source of
frustration for small to medium-sized businesses, who struggle to keep up with novel regulatory
requirements while maintaining regular business operations.

Health Canada’s recent consultation on the potential market for cannabis health products that
would not require practitioner oversight, offers another opportunity for Canada to lead the world
with a strong pre-market approval framework. The NHPR is a fitting framework to bring health
products to market containing the non-intoxicating components of cannabis and hemp plants,
such as cannabidiol (CBD). CBD is associated with numerous health benefits, and has no apparent
potential for dependence or abuse.

Currently, Canadian NHP producers and suppliers are expanding their operations to create
products for the United States in order to sell their Canadian-made CBD health products. This
Health Canada consultation presents opportunities for Canadian and international regulatory
bodies to work together to create an international market for CBD. Canada should lean on the
strength of the NHPR and its strong background in health product regulation to set industry
standards for cannabis health products, while allowing Canadian businesses to meet the market
demands internationally. This way, Canadian businesses could create novel CBD health products
for the Canadian market and international markets.



Review of Red Tape Reduction Act

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

From review of the cost-benefit analysis done for non-prescription drugs, we do not find that the
regulator’s assessments are always in line with industry and, in this case, does not take into
consideration all elements that impact the cost related to the proposed regulations.

The NHP sector has monitored the progress to date on the implementation of plain language
labelling for non-prescription drugs. The original RIAS assessment, released by Health Canada
outlined an initial cost estimate for the sector to update all of its labels at $3.5 million. Now, once
labelling requirements have been implemented, estimated costs for this industry are closer to
$100 million – the largest impact the sector has ever seen. This underestimation is of significant
concern to the natural health sector because there are thousands more NHPs than non-
prescription drugs on the Canadian market. Plain language labelling, if implemented for NHPs,
with the same or similar prescriptive standards as for non-prescription drugs, will add hundreds
of millions of dollars in added costs to comply. This cost will fall on a sector that contributes $4
billion to the economy and is largely composed of small to medium-sized enterprises.

This sort of cost burden will ultimately damage profitability of many businesses. The NHP sector
differs from the drug sector in that our products are not widely patentable or owned by one
company because the ingredient is derived from nature. With slim margins to remain competitive
in the marketplace, any financial impact will therefore lead to a decrease in product offerings and
increase the costs to the end user. PLL will have limited foreseeable consumer benefit and there
is limited evidence that the changes will lead to a positive outcome for the end user.

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

As the natural health sector continues to grow, so do the requirements of services from Health
Canada’s NNHPD and Food Directorate. Not only is Health Canada experiencing a tremendous
amount of administrative work with Product Licence Applications (PLAs) and Site Licences (SL) for
NHPs and Temporary Market Authorizations (TMAs) for supplemented foods, but like many
sectors, they are also dealing with general recall issues, product safety inquiries, general
information requests and media interest. Industry deals with all of these issues while also
addressing the day-to-day requirements of running a successful business. In particular, as the
NNHPD is backed up with email inquiries, industry is burdened with extensive response and wait
times for review and issuance of important documents. This extended service standard delay is
disrupting business and delaying many launches and ongoing business projects. While the
Directorate is aware of these issues and is currently implementing triage programs and sharing
FAQs and information with the sector, a standard response time of 20 days is not viewed as
acceptable when it comes to questions about missed deadlines for an application and on updates
on errors made on the licence issued by NNHPD.



Post-licensing errors have also been documented, including, but not limited to, incorrect product
names, incorrect units on ingredients, missing ingredients, incorrect licensee address
information, general spelling errors, among others. As the department struggles to keep up with
requests, this continues to damage the efficiency and quality of the NHP sector.

NNHPD has updated stakeholders of these administrative problems and continues to cite
budgetary constraints and overall volume as the reason for these administrative problems. As
challenges continue to arise in this rapidly growing industry, CHFA recommends that there be
appropriate infrastructure and staff to support the growing workload. The impact of this
operational inefficiency continues to disappoint industry along with the hindrance of the NHP
program’s credibility. Adequate funding and technical support would help address these issues.
However, improved management accountability for the regulatory mandate, as well as a
rebalancing of efforts towards the post-market environment, would also help to improve the
system.

Exploring Options to Legislate Changes to Regulator Mandates

What approaches should TBS consider to legislate regulatory efficiency and economic growth
as an integral part of regulatory mandates?

Importation of Natural Health Products
The extension of the Drug Personal Importation Policy to NHPs essentially creates an unleveled
playing field for importers as it allows unrestricted personal importation of non-compliant NHPs
every 90 days with no warnings to Canadians that the products are not licensed or legal for sale
in Canada. In many cases, the production facilities in which they are manufactured do not have a
Canadian Site Licence. These rules are outlined in the Import and Export Policy for Health
Products Under the Food and Drugs Act and its Regulations POL-0060.  The policy states:

A Canadian who chooses to obtain a health product from outside Canada which may or
may not have been reviewed and market authorized by Health Canada is allowed to
import:

• A single course of treatment or a 90-day supply based on the directions for use,
whichever is less, of a health product as long as the product does not contain a
substance listed in Schedule F of the Food and DrugRegulations.

The health product must be for their own personal use, the use of a person for
whom they are responsible or for use on an animal for which they are
responsible.

This allows (knowing or unknowing) Canadian consumers to easily purchase non-compliant
products from all over the world via the internet and mail systems. It is our understanding that
when customers buy product online there is little work done to monitor package content to
ensure that only 90 days’ worth of product was purchased. As the ecommerce market continues



to grow and trends suggest that it is becoming increasingly convenient for consumers, we suspect
businesses who want to sell in Canada will opt not to use our regulatory system at all and simply
sell into Canada via courier deliveries. If this trend continues, there is potential that companies
will abandon their efforts to licence NHPs in Canada because of the high burden of proof and
easy loophole that is in place. As a result, consumers will not be able to purchase these products
from their local Canadian retailer, which is damaging to the many small and medium-sized
independent businesses that are already struggling to compete with mass market and chain
stores.

The original intent of the policy on personal importation was to allow Canadian citizens to bring a
pharmaceutical product acquired abroad due to an emergency or if they ran out of supply, back
to Canada. They would then need to find a physician that would take over care and prescribe
further medication if required in the future. Clearly, NHPs are imported under different
circumstances, as they are not required to be prescribed by health care professionals or used for
any immediate medical concerns/emergencies.

We encourage the government to work with industry to better understand the impact of
personal importation of NHPs, the effectiveness of the existing regulations and policies, and how
this currently and in the future will affect innovation and economic growth.

Regulatory Harmonization and Fluidity
The Safe Food for Canadians Regulations (SFCR) is an example of a methodically developed and
well executed plan for regulatory implementation, and CHFA members would like to commend
the preliminary modernization success of SFCR. SFCR reaches across many food commodity
groups and will directly promote the growth of the agriculture and food sector. CHFA is calling for
the SFCR to serve as a reminder to the TBS that harmonization and fluidity across industries is
important, as many of them are connected and influence each other.

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

TBS should continue working with Statistics Canada, Agriculture and Agri-Food Canada and other
departments to develop updated and reliable statistics that also factor in the NHP sector. As a
sector that is often considered a subset of drugs, it is common that the data about the natural
health product sector is not granular enough to deduce specific results for NHPs. In addition,
while we are seeing reporting specific to organic food, it would be important that this distinction
be continued so as to best monitor the growth and future opportunities for this component of
Canadian agriculture. We would appreciate the opportunity to discuss in further detail
opportunities to analyze these sectors, their contribution to the Canadian economy, how
consumer demand is growing and how businesses in this sector are varying compared to other
similar business models. This is especially important as we head into potential changes for the
NHP sector in particular.

It is expected that changes to industry will occur when new regulations or amendments are
introduced and a shift in requirements is expected. It would be beneficial for TBS to implement



an annual review after regulatory and government structure modifications to track the impact on
relevant industries. Assessing regulatory and government changes will give regulators an analysis
of their impact on industry and help them to make informed decisions on future consultation and
engagement opportunities with affected stakeholders.

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)?

Economic Competitiveness and Equality
As consumers are increasingly focused on the positive impact of NHPs on their health, we are
seeing consistent year over year growth in our sector – both here and abroad. Because of this, it
would be in the government’s interest to better understand the sector, determine what support
it needs to continue on a growth trajectory and to implement program and directorate objectives
that support the industry. The current system in place provides adequate rules and regulations
for the sector. Rather than implementing policies that increase business burden without resulting
in a significant benefit to the end user, the Directorate needs to better plan their objectives so as
to not unintentionally cause negative business outcomes. A better understanding of our sector by
government would also create opportunities to ensure relevant government programs include
the NHP sector in their scope and support its continued growth. This support includes:
agricultural support programs, small business support programs or export support programs,
similar to what exists in other similar commodity sectors. By having these support programs
available to the NHP industry, it will help reduce their economic burden and provide positive
impacts on their economic competitiveness and equality within the Canadian Government.

Suggestions for the Next Annual Regulatory Modernization Bill

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

As the innovation and introduction of new technologies continues in industry, it is important that
the federal government also keep up with the ever-changing technological landscape. Currently,
the NNHPD is in the process of implementing a new web-based system for the submission of
Product Licence Applications (PLA). The form is a welcomed tool, and while more work is needed
to make them fully functional and compatible with existing monographs and product types, it is a
much appreciated improvement. To submit these applications, industry stakeholders use ePost
as the selected submission tool. Industry stakeholders have repeatedly shared concern with
limited liability of ePost, should NNHPD divulge confidential information to any other party. As a
result, some stakeholders have opted not to use it because they do not deem it to meet an
appropriate level of efficiency and privacy. We suggested that Health Canada review alternate
systems that would meet industry’s need for a higher quality delivery tool that meets the needs
of industry. While the department is doing a great job developing the ePLA tool and industry
looks forward to future iterations of it that improve usability, ePost is not ideal or viewed as
being the best solution to deliver applications for review.



Communication is key and the internet is both an effective and efficient delivery method for
messages and tools. In order to ensure accurate information is conveyed to Canadians, and
stakeholders’ alike, ongoing review of the Health Canada webpages is necessary. For example,
the NNHPD under went a directorate restructuring and renaming in 2014 and there are currently
webpages that state NHPD (old directorate) when they should state NNHPD (current directorate).
While a small detail, this can be confusing and conflicting to new stakeholders who read the
page. Secondly, links and tools still exist that encourage industry to use eSB (eSubmissionBuilder)
as a submission system for PLAs. As mentioned above, the current system is a web-based ePLA
using ePost. Although industry may use parts of the eSB (i.e., ePLA and webPLA) most fields
within eSB are no longer used. This is another example of confusing forms being available. An
individual who is new to the industry or new to applying for a PLA may not know that this is not
the best or most current tool to use and makes it more difficult for applicants to navigate the
requirements for product application submissions. It would be helpful to ensure information
remains up-to-date and available in an easy to navigate format.

We appreciate this opportunity to provide comments on behalf of Canada’s growing Natural
Health Products sector. We are encouraged by the government’s approach to seek out
stakeholder feedback to help encourage improved regulatory systems. Should there be any
questions on the content of this letter, please do not hesitate to contact me.

Sincerely,

Helen Long
President
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