
5 September 2019

Mr. Brennen Young
Director
Policy and Strategic Planning
Regulatory Affairs Sector

Submitted via electronic mail to: rcd-dcmr <rcd-dcmr@tbs-sct.gc.ca>

Re: Regulatory modernization — Request for stakeholder comments

Dear Mr. Young,

Thank you for inviting our comments on four initiatives related to the Treasury Board of
Canada’s regulatory modernization agenda. Medtech Canada (formerly MEDEC) is the
national association representing the Medical Device Technology Industry in Canada.

Our association advocates for achieving patient access to leading edge, innovative
technology solutions that provide valuable outcomes. Our members are committed to
providing safe and innovative medical technologies that enhance the quality of patient
care, improve patient access to health care, and help enable the sustainability of our
health care system. The medical technology industry in Canada employs over 35,000
Canadians in approximately 1,500 facilities across the country.

Medtech Canada and members have participated in a number of stakeholder sessions
and fully supports the proposed changes to the Food and Drugs Act which are seen as
enabling further regulation in the areas of supporting innovation, expansion of clinical
research in Canada, and ‘Vanessa’s Law’.

We appreciate Health Canada’s extensive engagement with stakeholders on this
complex endeavour and recommend that Health Canada take the opportunity to
harmonize with other jurisdictions wherever possible. Whenever there are Canadian-
specific requirements, manufacturers may delay Canadian device submissions, or avoid
the Canadian market entirely, preventing or delaying access to Canadian patients.
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We have provided some detailed comments in the following pages and have indicated
where we have previously submitted comments throughout the document; however, it
has been extremely difficult to provide comprehensive comments over the summer, and
we look forward to providing additional context at any future meeting.

1. Targeted Regulatory Reviews (Round 2)

Medtech Canada welcomes the replacement of burdensome annual review
requirements with less prescriptive and more flexible provisions on establishment
licences and streamlining the review process for issuing and reviewing establishment
licences by reducing the amount of information required to be submitted.

Industry is currently engaged with proposals to modernize the regulation of clinical trials
and welcomes Health Canada’s intention of better aligning Canada with global best
practices regarding oversight and public access to information on clinical trials. We
welcome the inclusion of medical device investigations under clinical trials. This is seen
as simplifying the process for Health Canada and industry and paving the way for
expansion of research by Health Care Practitioners. We recommend keeping ITA
requirements in line with other jurisdictions such as the USA where, under the
Investigational Device Exemptions regulation (21 CFR §812), categories of
investigations are considered to have approved applications for IDE's for investigation of
a device other than for a significant risk device, providing that these devices are labelled
appropriately, certain records are maintained, and patients’ interests safeguarded
throughout.

Industry is pleased to see that Health Canada is planning on exempting certain digital
health software from current regulatory requirements and aligning with similar changes
introduced in the United States.

We support Canada’s intention to incorporate international standards into regulation
which can facilitate international trade, particularly since we are an industry that relies
upon global product development. Canada already plays a leadership role in areas of
international standard development although we would caution against leadership at the
expense of international harmonization.

To improve predictability in review timelines, an online tool for medical devices similar to
Health Canada’s Drug Submissions Tracking System would promote the ability of
industry to monitor and prepare for product decisions.
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(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.

Medtech Canada has recently responded to the proposed regulations strengthening
the post-market surveillance and risk management of medical devices in Canada.
We fully support these regulatory changes except for the requirement for annual
summary reports for Class II medical devices. The proposed amendments, save for
this provision on the Annual Summary Report (ASR), would codify already existing
best industry practices. We are very concerned that Health Canada is proposing to
deviate from international practices by requesting an annual report for each medical
device license (34,992 issued; 72% are class II, as of August 22, 2019). This
introduces a Canada-specific burden on Canadian industry; estimated at $530
million per year, for a negligible safety benefit to Canadians, and which was grossly
underestimated in the Regulatory Impact Analysis Statement accompanying the
proposed regulations. We fully support Health Canada’s intention to have real-time
safety data to help make timely safety decisions. However, for low risk Class II
medical devices which range from powered toothbrushes sold over the counter to
scanners and accessories for Class III and IV devices, we have suggested that
ASRs are not the most appropriate tool and do not provide any additional benefit for
the safety of Canadians. Consequently, we recommended re-evaluating the benefit
of requiring ASRs for all Class II products, potentially exempting low risk Class II
devices, or at least adopting the EU approach for annual reports so that EU reports
may be leveraged to reduce the burden on Canadian industry.

Previously submitted: The labelling provisions of the regulations were written when a
paper format was the only medium considered. Today, information may be in written
form provided in paper accompanying a product, via a web portal or as electronic
files within a device itself. Health Canada has already clarified in guidance that
instructions for use for certain devices may be provided electronically. The labelling
section in the Medical Device Regulations requires modernization to accommodate
products that are not sold in a physical format and therefore cannot have a physical
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label (e.g. amend 21(2) and 22 (1) (a)) and allow for other means of disseminating
information e.g. via the web for appropriate products.

(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?

The addition of an Advanced Therapeutic Product (ATP) category is seen as a

positive step towards having more agile regulations that are more responsive to

innovations in technology. Similarly, adding the concept of a ‘thing’ and ‘class of

things’ is a way for Health Canada to adapt to the blurring between categories of

therapeutic product as new technologies are developed. We continue to provide

input on how to best operationalize the process.

A number of Medtech Canada members are actively involved in the current pilot for

the Regulatory Enrolment Program and we look forward to the execution of this pilot

and future roll-out of the initiative.

Further expansion of the Device Advice initiative would be welcomed.

(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.

Within the context of Medical Devices, Health Canada adopts most International

standards appropriately, and the more closely Canada is aligned with requirements,

the lower the barriers are to industry since Canada represents only 2% of the global

market. However, we must continue to question regulations that will increase the

Canada-specific burdens on industry as described in our response under (1).
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We would ask that Health Canada not delay in accepting newer revisions of

recognized standards since this causes industry administrative burden to compile

and discuss any differences in their submissions. A recent change to an ambulatory

reference to ISO:13485 in the Medical Device Regulations is welcomed.

As these initiatives roll out, we will continue to engage actively with pilots and
consultations.

2. Review of the Red Tape Reduction Act

The following questions are intended to guide stakeholder submissions:
(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.

We would agree that these are valid examples of an administrative burden since they
are not required to develop a new product.

(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?

We have been pleased to have some topics considered and actioned through the
Regulatory Cooperation Council, such as reclassification of high-level disinfectants from
drugs to medical devices and the exclusion of MRI pulse sequences from
Investigational Testing Application (ITA) requirements. We continue to engage in
discussions in the area of other non-significant risk studies that might be excluded from
ITA requirements; similar to the US FDA approach.

(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?

We have previously provided costing estimates in a few areas such as UDI and post-
market surveillance. Unfortunately, in the latter case, while the cost per report is likely
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close enough, the number of annual reports required was incorrect leading to a gross
underestimation in the RIAS.

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

Many regulatory aspects of pharmaceutical products are applied to medical technology
without necessarily considering the differences in the products, number of skus, speed
of innovation, lifecycle and the industry itself.  A few, key differences are shown below:

Medical Technology Pharmaceuticals

Relatively young, very diverse industry Industry with long historical background

Industry is made up of a few large
companies and a large number of small
and medium-sized companies.

Industry is comprised primarily of
multinationals

Short product life cycle and investment
recovery period (typically 18 months on
the market)

Extensive product life cycle and long
investment recovery period (typically 5-
7 years development plus approx. 4-
year clinical trial before submission for
regulatory approval)

High distribution and training education
costs and requirement to provide
service and maintenance (for high tech
devices)

Low distribution cost, and, in most
cases, no direct service or maintenance

Often integral to clinical procedures,
and must work closely with a diverse
group of healthcare providers, to
provide information including
appropriate procedures

Education is primarily focused on the
condition and impact of the product
rather than product traits.

Licensing requirements vary according
to risk classification of product

Licensing requirements vary according
to the nature of the product and the
department within the TPD

Quality management is through
twice/year 3rd party auditing of
compliance with ISO:13485 under the
Medical Device Single Audit Program
(MDSAP)

Audited to Good Manufacturing
Practices (GMP) every 2 years by
Health Canada Inspectors.
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Improvements of medical technology
often result from the feedback received
from the users and can be shared to
improve best practices.
Industry can be more responsive to
end-users

Improvements including revised dosing
strategies, and off-label indications
cannot be shared by the manufacturer.
Less input by end users into the
development process and
limited opportunity to change product

Consequently, resources in device companies are limited; there is more frequent and
faster innovation; higher costs for training, service and maintenance of devices; costs
for mandated auditing to ISO:13485 under MDSAP. Therefore, we recommend that
more consideration of these differences be made and taken into account when
considering new requirements. We are always available to provide background to
Health Canada as required.

3. Exploring options to legislate changes to regulator mandates

We applaud the government’s commitment to modernize our regulatory framework
with a focus on supporting innovation and business investment, as described in the
Cabinet Directive on Regulation published September 7, 2018 and would like to
see an assessment of regulatory efficiency and economic growth as an integral
part of regulators’ mandate. Unfortunately, since this consultation took place over
the summer vacation months, we have been unable to provide suggestions for the
key principles related to efficiency and economic growth. We would welcome the
opportunity to provide feedback at a later date.

4. Suggestions for the next annual Regulatory Modernization Bill.

Industry is encouraged to see the introduction of the Regulatory Modernization Bill as a
new annual mechanism designed to remove outdated and redundant requirements in
legislation that impede federal regulators from making changes required to keep pace
with innovation and technology, and to modernize requirements and practices.

The following questions are intended to guide stakeholder submissions:
(1) Is there legislation that prohibits the regulatory flexibility and/or
experimentation necessary to allow emerging technologies to enter the
market?
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Anywhere Canadian requirements are different from other major jurisdictions, e.g.
definitions of drugs and devices, recall definition, legislated review timelines, e-IFU
limitations for direct to consumer, etc., may prohibit flexibility.

(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 Medical Devices Bureau is in the process of removing fax machines and wet
signatures from their processes.

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

In the Medical Device Regulations, the classification of devices is outdated and needs
to be reviewed to include core innovative devices and technology since legislation is not
keeping up with new and evolving technology e.g. Artificial Intelligence, machine
learning, apps etc. This has been addressed in part through the addition of ATP and
concept of ‘thing’ to the Food and Drugs Act but there needs to be further elaboration.

The MDSAP audit covers not only ISO:13485 but also the regulations of the country
specified in its scope. With the requirement for manufacturers to hold an MDSAP
certificate to obtain and maintain a licence in Canada, inspection of a Medical Device
Establishment License is a duplication for Canadian manufacturers.

Previously submitted:

• The definition of recall, including harmonization with other agencies, needs to be
changed to facilitate the global product recall process. At this time, Canada is
required to report all recalls through the process whereas, in other countries such
as the USA, non-safety recalls no longer need to be reported but are still required
to be tracked and are reviewed during inspections. Current regulations do not
enable efficient implementation of post-market cybersecurity patches. Stand-
alone software and software integrated in devices continues to increase, and
today’s technology enables quick bug fixes and security updates, similar to
consumer devices. However, the current recall framework hampers ability to
make these fixes quickly. Use of a risk-based framework to assess when device
changes for cybersecurity vulnerabilities require reporting to Health Canada
would enable faster implementation of bug fixes/security patches and reduce
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regulatory burden for Health Canada and industry, while ensuring that
cybersecurity vulnerabilities with significant risk of patient harm continue to be
reported to Health Canada. We understand Health Canada intends to amend the
device recall regulations (as per the June 2016 Notice of Intent). We recommend
Health Canada determine how to update the recall regulations to enable adoption
of a similar framework as specified in the US FDA Guidance entitled Postmarket
Management of Cybersecurity in Medical Devices.

• Health Canada should review and update the advertising restrictions. Currently,
Section 27 states that “No person shall advertise a Class II, III or IV medical
device for the purpose of sale unless

(a) the manufacturer of the device holds a licence in respect of that device or,
if the device has been subjected to a change described in section 34, an
amended medical device licence; or
(b) the advertisement is placed only in a catalogue that includes a clear and
visible warning that the devices advertised in the catalogue may not have
been licensed in accordance with Canadian law.”

This is an area where Health Canada sometimes takes different interpretations,
leading to inconsistencies in global labelling. Unlike promotional materials (such
as a catalogue), Instructions for Use (IFU) are not used to promote the sale of a
medical device but to convey important information regarding its safe use to the
user, after purchase. To facilitate global labelling, devices may be referred to in
generic terms within the document or reference is made to unlicensed devices, or
alternative brand names. This information is not intended as an offer for sale of
such devices. Even adding a disclaimer such as that on a catalogue, is difficult
when dealing with global labelling. We recommend that IFUs are clearly exempt
from these restrictions.

• Definitions in the Device Regulations requiring review:

o Surgical instruments definition – There remains confusion regarding the
classification of surgical instruments as a result of the current definition
which is not harmonized with the USA, and interpretation of the current
definition has not been consistent at Health Canada. Surgical or dental
instruments are currently defined as “a reusable medical device that is
intended for surgical or dental use, including cutting, drilling, sawing,
scraping, clamping, hammering, puncturing, dilating, retracting or clipping,
without connection to an active device”. Whereas in the USA, “a manual
surgical instrument for general use is a nonpowered, hand-held, or hand-
manipulated device, either reusable or disposable, intended to be used in
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various general surgical procedures.” This definition is followed by an
extensive list of instruments including cannulas and needles. As a result,
some of these types of devices do not come to Canada because they are
considered Class II and require an MDSAP certificate vs. their Class I
status in the USA. We recommend alignment of the definition with the
USA.

o Bar code definition - the definition of Bar code in the regulations ‘…unique
bar code in the symbology of the Universal Product Code (UPC), the
Health Industry Business Communications Council (HIBCC) or the
European Article Number (EAN)…’ is very prescriptive and, as written,
seems to limit to UPC, HIBCC and EAN types of barcodes. As Barcode is
a common term it is not clear why it is required to be defined in the device
regulations (similar to the fact that FDA also does not define the term in
the Food, Drug and Cosmetic Act). We suggest removing the definition
from the device regulations and clarifying in future guidance if needed. If
there is a key reason for including it in the definitions, at a minimum, the
examples should be removed, and we suggest something like: A barcode
(also bar code) is an optical, machine-readable, representation of data.

o Manufacturer definition – There is inconsistency with the USA on the
definition of a Manufacturer of a medical device, specifically the inclusion
in Canada of ‘…under a trade-mark, design, trade name or other name or
mark owned or controlled by the person…’. This creates challenges for
companies doing business in the USA and Canada with respect to issues
around Trademarking and the ownership of the Trademarks.  This
disparity can lead to a different legal manufacturer for the same product
sold in the USA and Canada, and thus different legal entities having
responsibility for compliance and post-market notifications. This incurs
incremental legal expenses, delays to bringing medical devices to patients
in Canada, and also creates confusion and inconsistency in the
marketplace.

• The requirement in the regulations to cancel licences after 30 days of
discontinuing a device (section 43(3)) is arbitrary and very prescriptive. It is
understandable that Health Canada wants to ensure that licences are cancelled
when no longer in use, however the 30-day requirement is a burden and often
causes challenges in quality audits (nonconformances are issued by Registrars
based on the 30-day requirement and different interpretations of
‘discontinued’). We suggest changing this to an annual requirement to inform
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Health Canada of licence discontinuation - provision 43(3) would be removed
and an additional requirement added to section 43(1) to capture the requirement
as part of annual licence renewal. Furthermore, the regulations 43(3) are
unclear on when a product license should be discontinued particularly when the
product that is no longer offered for sale is a system that may remain in use and
require spare parts and/or service for many years.

In closing, Medtech Canada appreciates Health Canada’s request for comments on
Regulatory Modernization. Medtech Canada looks forward to continuing to work with
Health Canada to develop appropriate regulations for devices, taking into consideration
the global device landscape, the unique nature of device submissions and device
innovation cycles.

Thank you again for inviting our participation as you deliberate important initiatives to
modernize the Canadian regulatory system.

Yours sincerely,

Diana Johnson
Vice President Regulatory Affairs
Medtech Canada

c.c.: Brian Lewis, CEO
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