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September 5th, 2019

Honourable Joyce Murry, P.C., M.P.
President of Treasury Board
Treasury Board of Canada
President's Office
140 O'Connor Street
Ottawa, Ontario

Via email:

Dear Minister Murray:

3M is pleased to provide our recommendations regarding Treasury Board’s June 29,
2019 publication in Canada Gazette, Part I, Regulatory Modernization–request for
stakeholder’s comments.

3M is encouraged and supportive of the government agenda related to the regulatory
modernization and is looking forward to further this conversation by bringing forward
recommendations through 3M experience with a wide variety of government
departments.

While retaining Canada’s world class regulatory systems, we are looking forward to
work with the government to identify ways to support innovation and business
investment through the new regulatory reform agenda.

3M looks forward to working with this government on delivering an agile regulatory
system that acts as a catalyst for investment and innovation

Sincerely,
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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:HealthCanada“TheBureau(theBureau)ofMicrobiologicalHazards” -
CFIA (Canadian Food Inspection Agency)
Practice:  Adoption of new analytical microbiological detection  methods

Agri-food products processed in the U.S. and other countries such as the European
Union members can use latest food safety microbial methods, and export to Canada
as Canada’s inspection system is considered equivalent but producers in Canada are
not allowed to use the same methods. The early access to innovative methods is
providing an advantage to non-Canadian food processors making them a more
attractive market to operate than the Canadian food manufacturing sector.

Although updates to guidance documents, templates, and requirements that
facilitate the submission process for stakeholders are expected from Health Canada,
duplicative efforts and costs required to gain approval in Canada are discouraging
developers and suppliers from investing and entering the Canadian market, while
also preventing Canadian food processors and laboratories from accessing the latest
technologies enjoyed in the U.S and other countries.

The safety of our food supply relies on the proper implementation of methods and
procedures (e.g., Hazard Analysis and Critical Control Points (HACCP) and Good
Manufacturing Practices (GMP)) to comply with regulations and ensure that food
products are free from anything that could potentially harm consumers.

Food businesses and testing laboratories depend on the availability of innovative
technologies to help them be more efficient, productive, sustainable, and cost-
effective, while also keeping pace with a dynamic global market and ensuring
consumer safety.

Due to rapid advances in biotechnology, automation, and software development,
numerous new methods for food analysis are developed and commercialized every
year. However, before a new analytical technology can reach the market, it must
undergo an exhaustive validation process to ensure it is reliable, accurate, and fit for
purpose. Well-known validation schemes are recognized and accepted worldwide
by government agencies and food businesses, and thus, are widely used by method
developers.
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As an example, ISO 1640 is the standard generally used by certification bodies in
Europe to validate new microbiological methods. Meanwhile, in the U.S., the
Association of Official Analytical Chemists (AOAC) offers two  alternatives:  the
AOAC Research Institute Performance Tested MethodsSM (PTM) program or  the
AOAC  INTERNATIONAL  Official  Method  of  AnalysisSM (OMA) program.

Canada (along with very few other countries) is an exception in that it does not
recognise any of these international standards and requires new analytical methods
to be revalidated and retested according to domestic protocols, regardless of their
approval by any of the former international schemes.

The Bureau (the Bureau) of Microbiological Hazards under HC develops the food
safety standards and policies required to minimize the risk of foodborne illnesses. In
addition, the Bureau—through the Microbiological Methods Committee (MMC)—is
responsible for validating, approving, and publishing in the Compendium of
Analytical Methods (the Compendium) the microbiological methods that can  be
used to comply with the CFIA mandated  testing.

Whenever microbiological criteria exist, processing facilities must have their testing
conducted in an accredited laboratory and the testing methods must be within the
scope of their accreditation in order to fulfil regulatory requirements enforced by the
CFIA. Therefore, food businesses are limited to use the methods found in the
Compendium in order to identify and analyze the hazards that pose a risk of food
contamination and to verify that food products meet the biological, chemical, and
physical standards established by HC regulations.

When 3M develops a new microbiological detection method that offers
improvements in the level of detection, accuracy, time to result, and productivity, it
submits the method to third-party accreditation bodies that are recognized by most
countries around the world. Many 3M Food Safety microbiological methods have
AFNOR Certification (ISO 1640), which complies with European regulations and/or
AOAC approval, which is accepted by U.S.   authorities.

However, in Canada, neither the certification nor the tests and validation data used
for those submissions are accepted by HC, which has its own protocol for validation
of alternative microbiological methods that differs from international schemes on
technicalities (e.g., definition of fractional positives, classification of food matrices,
and statistical analysis). Consequently, companies are obliged to generate a second
set of test data, prepare a new validation dossier, and start a new submission
specifically for the Canadian market. The process of validating, approving, and
publishing a new microbiological method in Canada is not only long but also  costly.

The pathogen testing market is growing globally, due in part to the implementation
of stricter regulations such as the SFCA and the FSMA. Regulatory modernization is
expected to make food manufacturers implement strong preventive systems, which
include food safety controls across the whole supply chain. In addition, shifting to an
outcome-based approach is projected to increase opportunities for innovation for
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food businesses, and give them more flexibility to introduce new technologies,
processes, and procedures while achieving food safety requirements.

Agri-food products processed in the U.S. and imported into Canada are tested using
methods approved in the U.S., but potentially not approved in Canada yet. Thus, the
early access to innovative methods is providing an advantage to American food
processors and could make the U.S. a more attractive market for method developers
than the Canadian food manufacturing sector.

b) Department: Health Canada
Legislation: Hazardous Products Act

Background: In 2014, the Hazardous Products Act (HPA) was amended to allow for
the modernization of the Hazardous Products Regulations. Included in the 2014
legislative amendments was the requirement, found in section 14.3 (1) (a) of the HPA,
for suppliers to keep a “true copy” of labels for workplace chemicals on a server
housed in Canada for 6 years.

Prior to 2014, this true copy label retention requirement for suppliers did not exist.
As the provision for “true copy” was included in the legislation. In the development
of the regulations, it avoided regulatory oversight for costing as it was considered
“compliance” and outside the scope of the Regulations and the One-for-One Rule.
To date, no clear policy intent or objectives have been provided to industry related
to the “true copy” provision.

The cost to comply with the “true copy” requirement is prohibitive and is realized
throughout the entirety of the Canadian supply chain. The main impact is on
manufacturing as raw material is imported or bought locally. Costs are not just borne
by the manufacturer, but upstream by the supplier and downstream by distributors.
Under this legislative requirement, everyone included within the supply chain should
collect and retain the label information already captured on the Safety Data Sheet
(SDS). The redundancy of collecting this information at multiple points in the supply
chain is an unnecessary burden and one without clearly defined benefit by Health
Canada.

Industry is obligated to provide Safety Data Sheets (SDS) for all hazardous chemicals
used in the workplace. Under the HPA, suppliers are required to retain a copy of all
SDSs for 6 years. This practice of SDS retention is aligned with both the United States
and the European Union. Canada is the outlier with respect to this unique label data
collection.

In the past several weeks, 3M and industry partners have been working with Health
Canada to facilitate a better understanding of the impact of the “true copy” provision
on Canadian businesses. While it has been suggested that alternative solutions may
be possible to address the data retention requirements prescribed in the legislation,
only a legislative amendment to HPA that removes section 14.3.1. (a) will eliminate
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the requirements to keep a “true copy” of a label. As such, we again respectfully
request that it is included in the next Regulatory Modernization Bill.

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

Background:TheHazardousProductsRegulations(HPR)cameintoforcein2015and
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. WHIMIS 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 WHIMIS
2015 introduced prescribed statements with additional text. Given the GHS
requirements are lengthily and take up a considerable amount of space on the label,
the small container exemption should have been raised to correlate with this change.

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: 3M 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 WHIMIS 2015 introduced for industry. The maximum container size to
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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. 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.

Proposal: In situations where a container holds less than 3 ml of product, there
should be 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 HPR labelling requirement.

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

Practise:NewSubstanceNotification

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 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 andquantity.

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
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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
systemtosubmitnecessary informationtoECCCisoutdatedandcosts industry time
(inthenumberofweeks) intheassessmentprocess.

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.

e) 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 via post.

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 mega bytes permitted to
be uploadedinthe SWIM database to anamount that is reasonable, consideringthe
type of information being requested. Additionally, ECCC should work to streamline
its information requests, ensuring that duplicative information requests pertaining to
NSNsareeliminated.

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 improve your ability to compete. What

opportunities do you see for improved user experience in navigating regulatory

requirements?

Department: Health Canada
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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.” This means that when lab
samples are provided to a different workplace, 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 itconsiders tobe atrade secret.The trade secret registration
process  is  both  costly  ($1800  per tradename),  time  consuming  (8+hours for
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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 innovation and creates disincentive for investing in research
and development of potential new products.

For example, wee are currently working to formulate a 7-part system to the
customer’s satisfaction 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, the trade secret application fees is significant and deter to do R&D in Canada.
This in large part is due to the very nature of R&D with a cycle of trial-error- re-do,
and as such creating several registrations. Further, the amount of time taken to
prepare and complete the application for exemption is significant.

Proposal: 3M 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 the material
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, if possible.

a) 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
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example, insecticide-treated clothing), and herbicides (for example, herbicide-
treated landscape fabric). A pesticide that has been intentionally 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.

The antimicrobial preservative 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 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 was that:

• 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.

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.

Proposal:
3M 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 temporarily 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
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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 support the health and safety of
Canadians as Health Canada would be relying on competent foreign jurisdictions
with aligned treated articles frameworks.

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.
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Exploring Options to Legislate Changes to Regulator  Mandates

3M is pleased to have the opportunity to engage with Treasury Board as it considers
how best to ensure that regulators consider economic growth and competitiveness
while exercising their regulatory functions.

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

It is essential for regulators and industry to work together to develop regulations, with
consideration given to the impacts regulations may have on business. A clear
understanding of the sectors being regulated as well as an ability to meaningfully engage
with industry during the regulatory development process is an essential part of creating
a regulatory framework that allows Canadian businesses to continue to remain
competitive.

The federal government should consider implementing the following recommendations:

a. Increase federal leadership in eliminating interprovincial trade barriers by
improving different aspects of the Canada Free Trade Agreement Regulatory
Reconciliation and Cooperation Table

o The prime minister and premiers must ensure that the new body sets clear
goals, timelines and accountability for interprovincial regulatory
harmonization.

o Get agreement and commitment from all jurisdictions on desired outcome and
overall target, timing, andtimetable.

o Ensure that consultation is done at the table level to ensure consensus and all
available data is considered during the table consultation before moving to
respective provincial and territorial regulatory framework.

3M submitted recommendations to harmonize regulations across provinces through
the Canadian Free Trade Agreement. Most of the recommendations related to
Occupational Health and Safety are included in the initial plan published by the
Premiers, however, little further is known in terms of process or progress, and it is
unclear who leads each area and who is accountable for results. According to the
RCT completed reconciliation agreements and implementation status, many of the
OHS has been finalized without consultation with industry and it is unclear what
criteria were used, and how the outcome will be implemented.

b. Ensure consistent and transparent cost-benefit analysis is included in regulatory and
legislative proposals using a standard format to be established that includes impact
on industry cost and competitiveness.

The  is  a  published  requirement  for  cost-benefit  analysis  through  the    “Cabinet
Directive on Regulations”, however cost-benefit analysis is often established without



Page 13 of 15

input from industry and information is often not available. Each department is
defining how best to establish cost-benefit, what is included, excluded and the
extent of reaching out to industry is inconsistent. The perceived need for robust
industry input is inconsistent. In addition, if a regulation is modified through a
legislative change (for example the budget implementation act), no cost-benefit
analysis is required.

An example is the ‘Hazardous Product Act’ - Prescribing and maintaining documents
under the Workplace Hazardous Materials Information System (WHMIS) and the
inclusion by Health Canada of a “True Copy” of the Label in the Act in addition to the
safety data sheet.  This was included without cost-benefit analysis.  Industry is still
in contact with the department to understand the rationale and to demonstrate the
significant cost and unnecessary administrative burden of collecting, retaining and
filing this information across entire supply chain with unclear tangible benefit to the
health and safety of workers associated with the requirements.

c. Improve regulatory consultations and engage earlier with stakeholders to consider
alternatives to additional regulatory burden

o Work with stakeholders in looking at preliminary design, analysis and impact in
advance of publishing draft regulations.

o Ensure that consultations are outcome focused, not policy-focused, while
remaining transparent and evidence-based.

o Evaluate different ways of handling perceived regulatory gap before drafting
regulations.

Using the same example of “true copy”, it is still unclear what regulatory gap the
department was intending to solve through a “Canada Only” requirement not
included in any Global Harmonized System countries requirements. The rationale for
a regulatory change should be clear, and other means of addressing the issue should
be evaluated before moving forward with a potential regulatory modification adding
costly and complex administrative layer for industry.

3M has experienced this when Health Canada implemented “Canada-Only”
requirements for ranges chemical concentration requirement on labels within the
‘Hazardous Products Regulation’- The Globally Harmonized System for Labelling and
Classification of Workplace Chemicals (GHS) that created high administrative cost
and no benefit. These changes were reversed after the initial implementation, but
compliance cost and reversal cost were  significant.

d. Increase international alignment

o Establish a specific due process for creating “Canada-Only” regulatory
modifications to ensure Canadian businesses are not put at a disadvantage in the
global economy unless the need is clearly identified and recognized by the
government.
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o If pursuing “Canada-Only” specific regulatory modification, the cost and business
impacts should be quantified in the regulatory analysis and specifically analysed
as to why regulations should be different.

o Establish due process to ensure international standards are recognized and taken
into consideration to avoid costly testing duplication, delay to market and
competitive challenges.

An example of this issue is the “Health Canada Microbiological Hazards Food Safety
Standards” where the government does not recognize EU or US recognized
international standards in microbial detection. Canada uses a “Canada only”
regulatory process for new food safety methods approval. International validations
are accepted in all countries including the US with exceptions only in China, Brazil
and Canada.

The impact is a competitive challenge for Canadian food producers while all imports
using the same methods is recognized by CFIA and can be imported without further
requirements putting Canada food producers in a weak position as importers can use
the latest methods in other jurisdictions. The impact is high cost, delays in
commercialization, and lost of productivity for food producers. Another example is
the fact that no other Globally Harmonized System compliant country has a “label
true copy” requirements and the need was never justified or costed.

e. Include economic and business impacts into the regulatory process and the
mandate of regulators

This requirement would require some clear expectations and requirements to avoid
creating regulations that eventually are reversed and the perceived “black box” of
cost-benefits analysis where industry is not consulted.

Health Canada mandate for example, only covers health safety of Canadians and
although it is expected that health safety is essential, the aspect of considering cost
impact of their action should be included in their mandate to ensure regulatory
requirements impact is well understood before implementation and options are
considered.

f. Create Mechanisms to reduce cumulative burden, accelerate regulatory
simplification, enhance regulatory competitiveness and accountability
o Create a permanent stakeholder–advisory body or enhance Treasury Board’s

oversight role to overcome the slow pace of regulatory improvements as well as
the inconsistent application of regulatory directives and best practices.

o The mandate should include providing an avenue for businesses to bring forward
process issues they experience in the system and clear changes that should be
handled.

g. Include regular review provisions inthe regulatory process to ensure there is apost-
evaluationtodefinethatgoalsweremet –that cost-benefit isstill relevant – thatthe
regulationisstillneededandif it shouldbemodernized.
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The purpose should be to ensure that regulators appropriately consider the potential
impacts of their activities and decisions on economic growth, both for individual
businesses and more widely for sectors or groups that they regulate.

The activity should not diminish the regulator’s other mandated responsibilities and
protections, but rather works alongside these duties, to ensure that the impacts of
regulatory activities are also considered through the lens of economic growth.

Similar to what we see in the United Kingdom, the scope should apply to all
regulatory functions enabled through an Act or subordinate legislation and not
simply the regulation itself. This includes regulation, compliance activity and
enforcement, and the creation of standard setting or guidance.

It is essential that consultation happens before the regulatory is finalized. Today, the
timing of the consultation is after the regulation is developed when the regulator is
already committed to its developed approach. This leaves little room for industry to
effectively engage with a department to develop regulations that protect the health
and safety of Canadians and environment while still ensuring Canadian business’
remains competitive.

The UK includes core competencies for regulators to ensure business growth is
considered that should be of interest to Canada:

• Understanding of the current business environment and the business
sector(s) regulated

• Understanding of how regulation and the way it is enforced can impact on
the business communities and individual businesses regulated

• Understanding of the factors that affect business approaches to compliance

• Ability to engage constructively with business

• Ability to tailor your approach to businesses and individuals that you interact
with

2. 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)?

Industry and regulators must work together to ensure that considerations of
economic growth and business competitiveness can work alongside the primary
objectives of protecting the health and safety of Canadians and the environment.
This can only be achieved when meaningful, consistent and transparent engagement
with stakeholders occurs throughout the entirety of the regulatory process and there
exists a broad understanding of the industry on the part of the regulator of the
industry it is regulating.


