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Annex 1

Targeted Regulatory Reviews

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 clean technology, digitalization, the use of technology-neutral

regulations, and 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.

a) Department: Health Canada
Regulation: Hazardous Products Regulations (HPR)

Background: The Hazardous Products Regulations (HPR) came into force in 2015 and specifies the
criteria for classifying hazards posed by chemical products and requirements for product labels
and SDSs. The HPR also modified the Workplace Hazardous Materials Information System
(WHMIS) to incorporate the Globally Harmonized System of Classification and Labelling of
Chemicals (GHS) for workplace chemicals.

Section 5.4 (1) of the HPR provides an exemption for small containers (100ml) labelling
requirements, allowing them to include a subset of information on a container due to size
limitations of the container itself. Unless the small capacity container exemption set out in
subsection 5.4(1) of the HPR applies, the label of a hazardous product must provide all of the
precautionary statements that are specified in section 3 of Annex 3 of the GHS.

Section 5.4 (2) of the HPR provides an exemption for containers that have a capacity of less than
or equal to 3ml to meet the requirement set out on s. 3.5 of HPR to have the label of a hazardous
product “remain affixed to, printed or written on or attached to the hazardous product or the
container and remain legible”.

Issue:

Section 5.4 (1)

Prior to the incorporation of GHS into the Hazardous Products Act and Regulations, the small
container exemption worked well for industry, allowing businesses to use a reduced label for
small capacity containers. WHMIS 1988 also allowed for businesses to choose the appropriate
statements they would include on the label subset. When GHS was incorporated into the HPR,
new labelling requirements were created for all chemicals used in the workplace. Additionally,
the updated WHMIS 2015 introduced prescribed statements with additional text. Given the GHS
requirements are lengthy and take up a considerable amount of space on the label, the small
container exemption should have been raised to correlate with this change.
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Due to the container exemption remaining at 100ml, businesses face significant burden in trying
to label these products according to the current regulatory language. These burdens include
investing in more costly labelling formats (i.e., fold out/peel back labels) that compromise safety.

Proposal: CCSPA recommends that the small container exemption currently found under s.    5.4
(1) of the HPR be amended to reflect the changes and requirements in labelling that GHS and
WHMIS 2015 introduced for industry. The maximum container size to qualify for an exemption
should be raised from 100 ml to 250 ml to allow industry flexibility in labelling small volume
products used in cutting edge markets such as microbiology and automotive/aeronautics. As such,
we propose the following amendment under the HPR:

Small-capacity containers — 250 ml or less

5.4 (1) The sale or importation of a hazardous product in a container that has a capacity of less

than or equal to 250 ml, including any subsequent container of the same capacity in which that

first container is packaged, is exempt from the application of paragraph 3(1)(c) and subparagraph

3(1)(d)(i) or (ii) in respect of the requirement to provide any precautionary statement or hazard

statement on the label of the hazardous product or the container.

Section 5.4 (2)

Issue: Section 5.4 (2) of the HPR provides an exemption from businesses having to “durably”

apply a label to a hazardous product or container if the container is less than 3ml in size. For

certain products, companies are compelled to expend significant resources to ensure a label

accompanies each individual container. For many of our members, this is not a practical solution

to the issue of labelling extremely small containers. Some flexibility in the regulation should exist

when the volumes are extremely small or packaging configurations so cumbersome that labelling

each primary container would be prohibitive and unnecessary. As an example, there are currently

products on the market that come in groups of tiny tubes that hold less than 0.5ml of liquid in

each tube. The grouping of tubes are contained within a mesh that makes the configuration a

significant burden to individually label.

Proposal: In situations where a container holds less than 3 ml of product, there should exist some

flexibility to allow for the labelling of the next packaging layer. This could be achieved through an

amendment to section 5.4 (2) to provide for an exemption from labelling of containers that hold

less than or equal to 3ml when certain conditions are met. Under these conditions, the packaging

that would hold these 3ml or less containers would adhere to the HPR labelling requirement.

b) Department: Environment Canada and Climate Change (ECCC)

Practise: New Substance Notification

Background: The purpose of the New Substances Notification (NSN) Regulations (Chemicals and
Polymers) is to ensure that new substances (chemicals and polymers) are assessed for potential
risks to human health and the environment and, if required, control measures are put in place
before they are introduced into the Canadian marketplace. Any person wishing to import or
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manufacture a substance that is new to Canada must provide the government with specific
information 5-120 days before that substance is imported or manufactured. The information and
timelines depend on the substance and quantity.

Issue: Currently, wet signatures are required on NSNs for both payment and signature of the
application. Additionally, the information must be sent to the government screening centre via
courier, which takes valuable time, especially when working to bring innovative chemistry to
Canada. Further, couriers have difficulty locating the address due to lack of specificity on the
address provided (name of agency and postal code). Requiring both the use of wet signatures and
a courier system to submit necessary information to ECCC is outdated and costs industry time (in
the number of weeks) in the assessment process.

Proposed Solution: These requirements and practices should be replaced with the use of
electronic signature and an adequate e-submission system to allow for a more up-to-date and
streamlined NSN assessment process.

c) Department: Environment Canada and Climate Change (ECCC)

Practise: Single Window Information Management (SWIM)

Background: Environment and Climate Change Canada's Single Window Information
Management (SWIM) system integrates data collected through provincial and federal programs
into one streamlined system.

Issues:

Capacity: SWIM is used to provide electronic data; however, it is limited to a 10MB file size. This
is problematic in that many of the toxicity studies that accompany a New Substance Notification
(NSN) are more than double this size, which prevents industry from submitting data electronically.
Instead, companies are forced to print large volumes of material and send them viapost.

Duplication: Much of the requested information to be submitted in the front end of the SWIM
database is duplicative in nature and requests information that is already being supplied through
the attachments provided in the submission process (i.e., NSN, surveys). Re-populating this
information in the SWIM database can be quite time consuming as the database pages do not
refresh quickly.

Proposed Solution: ECCC should increase the number of megabytes permitted to be uploaded in
the SWIM database to an amount that is reasonable, considering the type of information being
requested. Additionally, ECCC should work to streamline its information requests, ensuring that
duplicative information requests pertaining to NSNs are eliminated.

2. Are there existing or emerging technologies, processes, or products in your firm or sector,

including the clean technology sector, facing barriers because of federal regulations? In

particular, please identify how digitalization, technology-neutral regulations, or the application

of international standards could reduce the regulatory burden for your firm or sector, or
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improve your ability to compete. What opportunities do you see for improved user experience

in navigating regulatory requirements?

Department: Health Canada
Regulation: Hazardous Materials Information Review Regulations/Hazardous Products
Regulations

Background: In 2015 the Hazardous Products Regulations (HPR) replaced the Controlled Products
Regulations (CPR). The CPR had provided for an exemption for the requirement to provide,
prepare or obtain a Material Safety Data Sheet (MSDS) for laboratory samples under specified
conditions. Subsection 9(2) provided an exemption from normal ingredient disclosure
requirements on MSDSs of laboratory samples used for research and development if certain
conditions were met. This provision allowed products used for research and development
purposes to be tested in facilities without having to file for a trade secret exemption as they were
not required to disclose the chemical identity of an ingredient of the controlled product on an
MSDS if: (a) the laboratory sample is intended solely to be tested for research and development
purposes; and (b) the generic chemical identity of the ingredient is disclosed on the material
safety data sheet. When the HPR came into force, this exemption was removed.

Issue: The Hazardous Products Act (HPA) defines “sell” as

(a) offer for sale or distribution, expose for sale or distribution, have in possession for sale or
distribution or distribute — whether for consideration or not — to one or more recipients, and
(b) make any transfer of possession that creates a bailment or, in Quebec, make any transfer of
possession of a movable, for a specific purpose, without transferring ownership, and with the
obligation to deliver the movable to a specified person or to return it, such as a transfer by means
of a deposit, a lease, a pledge, a loan for use or a contract of carriage;

The accompanying technical guidance provides a more detailed explanation of “sell” and states
that “where a hazardous product, such as a laboratory sample, is supplied to a work place by the
same entity that operates the work place, the supply of that hazardous product is not governed
by the HPA. However, in such circumstances, the provision of safety information to workers falls
under federal, provincial and territorial occupational safety and health legislation. On the other
hand, where a hazardous product is supplied to a workplace by a different entity than the
operator of the work place, then the supplier of the hazardous product is “distributing” the said
product under the HPA. Consequently, the supplier, in this case, is required to comply with the
requirements of the HPA and the HPR.” What this means is that when lab samples are provided
to a different workplace, then they must comply with the HPA/HPR.

The HPA’s definition of “sell” goes beyond the actual sale of a product and includes products that
may be sampled for research and development purposes. As such, these products are subject to
both the HPA and the HPR, which requires adherence to both the Hazardous Materials
Information Review Act and Regulations (HMIRA/HMIRR). Under HMIRA, a company must apply
for an exemption from disclosing information it considers to be a trade secret. The trade secret
registration process is both costly ($1,800 per tradename), time consuming (8+ hours for
registrants to build a complete package) and lengthy (up to three years to arrive at a decision).
This type of investment in products that may never be marketed in Canada creates roadblocks to
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innovation and creates disincentive for investing in research and development of potential new
products.

Case Study: One of CCSPA’s members is currently working with a large customer to formulate a
7-part system to the customer’s satisfaction. Our member is testing formulations and process to
try to create a viable product. Although this product formulation is in the R&D Phase and may
ultimately fail, they have had to incur $12,600 in trade secret application fees on this project
alone. This, in large part, is due to the fact that the very nature of R&D is a cycle of trial-error-re-
do; and, as such, our member has had to revise those 7 registrations approximately 10 times.
Further, the amount of time taken to prepare and complete the application for exemption is
significant. Our member has estimated they have spent an entire month of one employee’s time
assembling the initial package and then re-working it every time there is a formulation
adjustment.

Proposal: CCSPA proposes that regulatory text, included below, that mirrors the previous CPR
exemption be added to the Hazardous Materials Information Review Regulations. This would
promote research and development, allowing new innovations to be marketed in Canada, as well
as reduce business costs for companies wishing to invest in new technologies. Further, this would
not compromise the health and safety of workers as the generic chemical identity would still be
disclosed on the Safety Data Sheet. It should also be noted that the U.S. does not have these
barriers to R&D.

CPR Section 9

(2) The sale or importation of a laboratory sample of a controlled product is
exempt from the application of paragraph 13(a) or 14(a) of the Act in respect of
the requirement to disclose the chemical identity of an ingredient of the
controlled product on a material safety data sheet if

(a) the laboratory sample is intended solely to be tested for research and
development purposes; and

(b) the generic chemical identity of the ingredient is disclosed on thematerial
safety data sheet.

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 clean

technology, digitalization, technology-neutral regulations, or the application of international

standards in regulation? Please provide concrete examples, ifpossible.

a) Department: Health Canada
Act: Food and Drugs Act

Background: The Governments of Canada, the United States (US) and Mexico signed the new
Canada-US-Mexico Agreement (CUSMA) on November 30, 2018. The three countries are now
undertaking the domestic processes towards ratification and implementation. This new
agreement will replace the North American Free Trade Agreement (NAFTA), if implemented. The
CUSMA contains a number of commitments that impact the federal health portfolio, including an
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obligation to permit the distribution of samples of certain low-risk products authorized for sale in
Canada (Chapter 12, Annex 132 Appendix Article 6).

To support implementation of CUSMA, Health Canada envisions a regulatory framework that is
risk-based and focussed on enabling the distribution of samples to the general public of lower-
risk non-prescription drugs and natural health products referenced in CUSMA, as well as a limited
set of products with comparable risk  profiles  (i.e., athlete’s  foot  medication,  throat
lozenges). Health Canada is proposing that household, hard-surface disinfectants also be
permitted to be distributed as samples. Currently, due to disinfectants’ classification as a drug
under the Food and Drugs Act (F&DA), household and institutional disinfectants are currently
prohibited, under section 14, from distribution as samples. CCSPA provided Health Canada with
our analysis to support the regulations (February 20, 2019). This information can be provided
upon request.

Issue: Bill C-100, An Act to implement the Agreement between Canada, the United States of
America and the United Mexican States, was tabled in Parliament on May 29, 2019, and included
provisions to enable the distribution of samples, as prescribed in future regulations. While this is
a crucial step in advancing the distribution of samples of low risk products in Canada, the timeline
for ratification of Bill C-100 is uncertain. Further, based on Health Canada’s forward regulatory
plan 2019-2021, the timeline for implementation of the regulations that would specify the type
of products to be distributed as samples, is slated for the spring of 2022. This is nearly three years
away. While CCSPA fully supports the sampling of low-risk products to the general public, we are
concerned with the current timing of implementation of both the enabling legislation and the
associated regulations.

Proposal: CCSPA would request that TBS consider the use of a regulatory sandbox or pilot program
to enable the distribution of low risk products to be sampled to the general public. Budget 2019
defined regulatory sandboxes as “controlled safe spaces in which innovative products, services,
business models and delivery mechanisms can be tested without immediately being subject to all
of the regulatory requirements.” As such, our proposal would align with the purpose of a
regulatory sandbox, allowing consumers to sample products that are beneficial to them in a safe
manner. It would also provide Health Canada an opportunity to gather important data on
sampling practices that would inform future guidance for industry, once regulations have been
formalized. Further, as the U.S Environmental Protection Agency permits the distribution of
sampling of disinfectants to the general public, this sandbox would enable regulatory alignment
between the U.S. and Canada on sampling, creating a level playing field for Canadian business and
consumers.

b) Department: Health Canada
Regulation: Pest Control Products Regulations (PCPR)

Background: Based on the Pest Management Regulatory Agency’s 2018 Information Note,

The term “treated article” is generally used to refer to any product that has been

intentionally treated with a pesticide. Articles can be treated with pesticides such

as antimicrobials (for example, textile treated with a preservative), insecticides

(for example, insecticide-treated clothing), and herbicides (for example,

herbicide-treated  landscape  fabric).  A  pesticide  that  has  been intentionally

https://ustr.gov/sites/default/files/files/agreements/FTA/USMCA/Text/12_Sectoral_Annexes.pdf
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
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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incorporated into or applied to an article during manufacture for import, sale or

use in Canada must be registered under the Pest Control Products Act.

For imported articles, the antimicrobial active used to treat the article is always required to be registered

under the Pest Control Products Act; however, the PMRA will not require the registration of some articles

treated with an antimicrobial preservative, if they meet certain criteria. For example, some paints include

a preservative that stops the growth of microorganisms that would spoil the paint. The paint product itself

would likely be exempt from registration. On the other hand, a jacket treated with a pesticide to repel

mosquitoes would require PCPA registration, as the jacket itself is acting as a pest controlproduct.

For manufacturers treating articles with antimicrobial preservative in Canada, the active ingredient and

the end-use product must be registered under the PCPA for that use. According to the PMRA’s 2018

Information Note, for treated articles that have been imported, the end-use product used to treat the

article (in the foreign jurisdiction) must contain an active that is also registered under the PCPA for that

same use.

Prior to the publication of the PMRA’s Information Note, industry followed practises that it believed were

in keeping with the Pest Control Products Act and Regulations. Industry’s understanding wasthat:

• Foreign Manufacturers treating articles with antimicrobial preservatives follow registered use

rates of the country where the article was treated.

• Imported products making no claims would fall under the Canadian Environmental Protection Act

(CEPA) and other appropriate Canadian regulatory authorities.

• Foreign and Canadian Manufacturers adding preservatives to an article for non-pesticidal

purposes use the DSL process.

The PMRA, via the 2018 December Information Note, provided a written interpretation of the law that

resulted in companies re-assessing products. The impact of this written interpretation is significant. In

order for our members to continue to bring innovative products to Canada, we need to find a creative

approach to regulate articles treated with antimicrobial preservatives in foreign jurisdictions.

Issue: For treated articles that are imported into Canada making no pesticidal claim and already falling

under other Canadian regulatory authorities, the PMRA’s policy creates a significant barrier in bringing

innovative products and technologies to the Canadian market.

Due to the differences in registration of antimicrobial actives between Canada, and similar jurisdictions,

such as the U.S., the EU and Australia, companies incur significant costs to register an active under the

PCPA, that is already registered in the jurisdiction where the article is treated and already regulated under

other Canadian legislation.

The PMRA maintains that the majority of antimicrobial preservatives used in manufacturing are currently

registered in all three jurisdictions. Currently, in Canada, we have 50 actives registered for manufacturing

purposes with the PCPA. The European Union, as an example, has ~236 actives registered. Should

Canadian businesses treating articles with actives in the EU for import to Canada be required to register

the same active under the PCPA, the prohibitive cost of registration may not warrant the return on

investment.
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Proposal:

CCSPA is proposing that TBS consider the use of a regulatory sandbox or pilot program to enable articles

treated in specific foreign jurisdictions with antimicrobial actives (making no pesticidal claim) to be

exempt from registering the active under the PCPA.

The PMRA has acknowledged that, “Canada’s approach to articles treated with antimicrobial

preservatives is aligned with similar jurisdictions such as the United States and the European Union.

Alignment of regulatory approaches helps facilitate global markets”. As such, we would propose that an

antimicrobial active registered in the United States, the European Union, and Australia (given its

similarities in approach), used specifically to treat an article for the same use, be approved for the same

use in Canada (on a trial basis). This would not compromise the health and safety of Canadians as Health

Canada would be relying on competent foreign jurisdictions with aligned treated articles frameworks.

Should the pilot be successful, Health Canada could consider the use of an ambulatory incorporation by

reference that would include a list or schedule of antimicrobial actives registered in these three

jurisdictions. Antimicrobials not found on that list or with differing uses would need to apply for

registration with the PMRA.

Budget 2019 defined regulatory sandboxes as “controlled safe spaces in which innovative products,

services, business models and delivery mechanisms can be tested without immediately being subject to

all of the regulatory requirements.” Moving forward with this proposal would support regulatory

alignment between similar jurisdictions, allow new technologies to enter the Canadian marketplace and

reduce unnecessary costs for business.

c) Regulatory Uncertainty

Background: Canadian Regulators provide oversight for pest control products and food safety, as well as
conduct product amendment. This process involves re-evaluating existing regulations and amending them
as they see fit to meet the present-day demand of the industry, the health and safety of Canadians and
the environment. While this process is understood and accepted by the industry, it is a very lengthy
procedure.

Issue: This long process creates a state of uncertainty for the industry, because fundamental business
decisions cannot be made about products when businesses/companies do not know if their product will
be compliant with the existing or upcoming regulation. This leads to a huge expense of funds in research
and development that often leads to the non-release of the new products. Sometimes, companies do
know that their new products will meet the new/proposed regulation, but the delay in releasing the new
regulation makes businesses unable to act. This create a huge loss for the industry, as well as for
consumers that are unable to have existing or new products for use, as companies wait on the regulators
to finish their amendment.

Proposal: Create and set a fixed time frame for regulatory amendments. Regulators and policymakers
responsible for re-evaluating existing regulations should set a fixed time frame to do so; and this will, in
turn, create certainty within the industry. Businesses will be able to make decisions as well as plan on
R&D, product development, etc.
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