Health Santé
I*I Cgﬁada Cgrr]uaeda

Draft guidance document:
Terms and conditions for
medical devices

i+l

Canada






Table of contents

1
2 4T o 1F Tt o T R 1
3 YooY o T-ITa Lo I Vo] [Tor- 14T oY o TR 1
4 Policy objectives and StatemeENts......c.cuuuuiiiiiiiiiiiiiiiniiiiiesssesiesesnrsressssssessssssessssssssssnnnsessssenss 2
5 POIICY OBJECEIVES. ...ttt ettt s e st e b e s bt e s it e e be e bt e satesabeeabeesbeesatesabeenneesaee s 2
6 (o] [To R = 1= 4 1 T=T o £ ORISRt 2
7 Note about guidance doCUMENtS iN GENEIAL......cccuieeeeeeuenerreeieereriiereeenennseeeeeseeeeeeeeeenssssssssessesesesssssnnnsssssssanss 3
8 About terms and CONAItIONS ......ccoiiiiiiiiiiiiierr e 3
9 Amending terms and CONAILIONS .......iiiiiiiiiiiiiiiirirrerrrerresee e e eesasssessssssssesssnsesesssnnsesssssssssssansanns 4
10 Communicating With ManUfaCtUrers.........ccciiiiiiiiiiiiccrrerrersee e eeessssssessssssssssesssesssnnanssssssssnss 5
11 Enforcing terms and CONAItIONS .........euueeemeriiiiiiiiiiiiiiiiinii et e s se s s s s s s s s sssssnnnnns 5
12 T AN S PAIENCY cuuieuriiieeiiinniiieniiienieiessierassstrssstrsssstesssstasssrsssssrsssstsssssssssstssssstassstsssssssssssssssssassstsnsssrasssssnssssnsssns 6
13

INSERT YOUR DOCUMENT TITLE HERE | iii







14  This document provides guidance to manufacturers on how Health Canada will exercise the authority to
15 impose or amend terms and conditions (T&Cs) on Class Il to IV medical device licences. This is in accordance
16 with proposed amendments under section 36 of the Medical Devices Regulations (MDR).

17 Introduction

18 The Food and Drugs Act (FDA) and its regulations give Health Canada the authority to regulate food, drugs
19 (including natural health products), medical devices and cosmetics. As a medical device regulator, our role is
20 to verify that regulatory requirements for the safety and effectiveness of medical devices are met through a
21 combination of pre-market scrutiny, post-market surveillance, and compliance and enforcement activities.

22 Health Canada takes a risk-based approach to the regulation of medical devices where the level of review

23 before licensing depends on the risk presented by the device. The safety and effectiveness evidence required
24 to support a medical device licence application is in proportion to the risk of the device. This approach

25 balances the need to provide the population of Canada with timely access to new and innovative technology
26 with the need for appropriate levels of pre-market oversight of safety and effectiveness evidence.

27 Since 1998, under section 36 of the MDR, Health Canada can impose terms and conditions (T&Cs) on a Class Il
28 to IV medical device licence. T&Cs have been used as regulatory tools to help ensure that medical devices in
29 Canada continue to meet safety and effectiveness requirements of sections 10 to 20 of the MDR.

30 In 2014, the Protecting Canadians from Unsafe Drugs Act (Vanessa’s Law) introduced amendments to the
31 FDA. Vanessa’s Law improved Health Canada’s regulatory authority to collect data about a therapeutic

32 product before or following market authorization. (Note: Under the FDA, a therapeutic product is a drug or
33 device or any combination of drugs and devices. It does not include a natural health product within the

34 meaning of the Natural Health Products Regulations.)

35 Vanessa’s Law also conferred powers to take immediate action to protect the health and safety of people in
36 Canada when a risk with a therapeutic product is identified. It further provides Health Canada with the

37 necessary authorities to implement a life cycle approach to regulating drugs and medical devices by providing
38  the authorities to make regulations under the FDA.

39 To this end, Health Canada is proposing expanded T&Cs regulations to support the life cycle approach for
40 regulating medical devices. These proposed regulations provide us with authorities to:

41 e expand the scope of use of T&Cs and
42 e impose or amend T&Cs at any time during the medical device’s life cycle

23 Scope and application

44  This guidance document applies to T&Cs imposed on Class Il to IV medical device licences under subsection
45 36(2) of the MDR. The term “medical device,” as used in this document, is defined in the MDR as follows:

46 o medical device means a device within the meaning of the Act [FDA], but does not include any device
47 that is intended for use in relation to animals (section 1)

48 This guidance document does not address the following T&Cs:

49 o those imposed on a “lot of in vitro diagnostic devices” (section 37 of the MDR) or
50 e those imposed on medical devices authorized under interim orders for the importation and sale of
51 medical devices for use in relation to COVID-19

52 For more information on interim order authorizations, please refer to:

53 e Interim Order No. 3
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https://laws-lois.justice.gc.ca/eng/acts/f-27/
https://www.canada.ca/en/health-canada/services/drugs-health-products/covid19-industry/medical-devices/interim-order-3-import-sale-medical-devices.html
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Policy objectives and statements

Policy objectives

This guidance document explains the purpose of T&Cs. It also outlines the process that will be applied when
T&Cs are:

e imposed on Class Il to IV medical device licences or
e amended (includes the removal of T&Cs)

The objective is to ensure that:

e T&Cs are imposed and amended fairly and consistently
e regulated parties are given an opportunity to voice their concerns or submit suggested modifications
to the T&Cs before the T&Cs are imposed

Policy statements

The proposed regulations will give the Minister the power to impose and amend T&Cs on a Class Il to IV
medical device licence at any time in the device life cycle. This will compel medical device manufacturers,
through T&Cs, to take steps to address the safety, effectiveness, risks and benefits of their medical devices.

This will enhance Health Canada’s ability to oversee and assess devices as well as enhance communications
with manufacturers from licensing to the post-market stage. The sooner that issues are identified, the sooner
they can be addressed. The oversight provided by T&Cs and the reduction in risks and uncertainties will allow
consumers to have continued access to safe and effective medical devices.

Health Canada is not changing the issuance requirements for medical device licences. When an application
for a medical device licence (or a licence amendment) is submitted to the Minister, the Minister determines
whether the device meets safety and effectiveness requirements of sections 10 to 20 of the MDR. As
required by subsection 36(1) of the MDR, it is only when these requirements are met that the Minister shall
issue or amend a medical device licence. T&Cs are not intended to enable the licensing of a medical device
that has not met the safety and effectiveness requirements of sections 10 to 20 of the MDR.

Currently, the Minister may impose T&Cs on a medical device licence requiring that manufacturers:

e conduct tests on a device to ensure it continues to meet the safety and effectiveness requirements
of sections 10 to 20 of the MDR
e submit the results and protocols of any tests performed

Currently, the Minister also may amend T&Cs imposed on a medical device licence to take into account any
new developments with respect to the device.

Under the proposed amendments, T&Cs may be imposed on a Class Il to IV medical device licence at the time
of licensing or at any time after the licence has been issued. T&Cs may also be amended at any time.

The goal of imposing or amending T&Cs is to meet 1 or more of the following objectives:

e maintain the safety and effectiveness of the medical device
o by ensuring the device continues to meet applicable safety and effectiveness requirements
of sections 10 to 20 of the MDR
e optimize the benefits and manage the risks associated with the medical device
e identify changes and manage uncertainties related to the benefits and risks of the medical device

Before imposing or amending a T&C, the Minister will first consider whether:

e there are uncertainties relating to the benefits or risks associated with the medical device
e therequirements under the FDA are sufficient to meet the stated objectives



95 o by considering, for example, if there are other legislative tools that can be used to meet the

96 objectives instead of using T&Cs
97 o the proposed T&C may contribute to meeting the objectives
98 o for example, by not knowingly requesting T&Cs that would not fulfill the stated objectives
99 e compliance with the proposed T&Cs is technically feasible
100 o there are less burdensome ways to meet the objectives of the proposed T&Cs

101 These considerations help to guide the Minister’s decision to impose or amend T&Cs. The considerations are
102 not conditions that must be met in order to impose or amend T&Cs.

103 Note about guidance documents in general

104 Guidance documents provide assistance to industry on how to comply with governing statutes and
105 regulations. They also provide guidance to Health Canada staff on how mandates and objectives should be
106 met fairly, consistently and effectively.

107 Guidance documents are administrative, not legal, instruments. This means that flexibility can be applied.
108 However, to be acceptable, alternate approaches to the principles and practices described in this document
109 must be supported by adequate justification. They should be discussed in advance with the relevant program
110 area to avoid the possible finding that applicable statutory or regulatory requirements have not been met.

111 As always, we reserve the right to request information or material, or define conditions not specifically
112 described in this document, to help us adequately assess the safety, efficacy or quality of a therapeutic
113 product. We are committed to ensuring that such requests are justifiable and that decisions are clearly
114 documented.

115 This document should be read along with the relevant sections of other applicable guidance documents.

116 About terms and conditions

117 Medical device licences may be issued with or without T&Cs.

118 During the pre-market stage of the medical device life cycle, the scientific review of applications is in

119 proportion to the risk of the device. As required by subsection 36(1) of the MDR, the medical

120 device must meet applicable safety and effectiveness requirements of sections 10 to 20 of the MDR before
121 Health Canada will issue a medical device licence.

122 T&Cs may be imposed or amended at any time post-market. An example is when the Minister becomes
123 aware of new risks or uncertainties about a device after the device has entered the market and where there
124 is uncertainty about the safety, effectiveness, risks or benefits of that device.

125 Each T&C may also have a different timeline in which it must be fulfilled. There is no limit on the number of
126 T&Cs that may be imposed on a licence or the number of amendments that can be made on existing T&Cs.

127 The Minister takes a case-by-case approach to imposing T&Cs while also applying regulatory requirements

128 consistently.

129 The following are examples of circumstances when T&Cs may be imposed or amended:

130 e uncertainties exist at the time of licensing that could impact safety and effectiveness, but cannot
131 realistically be resolved during pre-market review

132 o such as long-term clinical performance of the device

133 e new information about the device’s performance in the real world suggests uncertainties with its
134 safety or effectiveness
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The following are some examples of what medical device manufacturers may be required, through T&Cs, to
provide:

o stability study results
real-time aging results
new evidence from post-market studies
performance data to confirm acceptable variations over time
clinical data collected from underrepresented patient populations
o to assess impacts based on sex or gender, for example
e future international market experience
o sales and incident data in Canada or internationally to be submitted annually to verify that
the safety profile of the device remains acceptable and similar to what it was at the time of
licensing, for example
e clinical study results, for example:
o long-term, ongoing follow-ups of clinical studies
o final results of device-specific clinical studies in cases where strong interim data were used
to support a medical device licence decision
e final results to confirm interim results, most often related to clinical evidence, stability studies or
aging testing

Depending on the circumstances, these examples of T&C requirements may be applied upon licensing, after
licensing or both.

Amending terms and conditions

Amending a T&C includes modifying or removing a T&C. Health Canada may modify a T&C, for example,
when:

e further clarification is required to resolve an uncertainty
o when the requested evidence has been provided but fails to completely address or resolve
the uncertainty that was identified, for example
o therequired data are not yet available and will be provided at a later point in time, necessitating a
new T&C deadline
e new information about the device is provided by a third party, identified in the published literature
or collected by Health Canada
e the information provided resolves the issue, resulting in the T&C being fulfilled and subsequently
removed

In general, Health Canada initiates T&C amendments. However, a manufacturer may request an amendment
to a T&C. When doing so, the manufacturer must provide us with the following:

e astrong rationale as to why they are requesting an amendment
o for example, a study cannot be completed for scientific or technical reasons
e adetailed description of the proposed amendment

The Minister would consider the information provided by the manufacturer in making their decision.



175 Communicating with manufacturers

176 When imposing a new T&C or amending an existing T&C on a medical device licence, we will inform the
177 manufacturer of the following in writing, as applicable:

178 e theissue that has been identified

179 e the proposed T&C, its objective and the timeframe for fulfilling the T&C

180 e the legal authority that supports the imposition of the proposed T&C

181 e the submission requirements to fulfill the proposed T&C, instructions on what to include in the
182 response and how to submit the response

183 e the time period for making representations on the proposed T&C

184 e potential consequences of non-compliance with a T&C

185 In general, the manufacturer will have up to 10 calendar days to submit a response to the proposed T&C

186 before the T&C comes into effect. During that 10-day period, manufacturers may voice their concerns or
187 submit suggested modifications to the proposed T&C.

188 The Minister would consider the manufacturer’s submission and issue a decision along with a rationale and
189 the final T&Cs. For example, the manufacturer may submit an alternative approach that meets the T&C

190 objective. We would respond with a decision as to whether we accept this approach and give a rationale
191 explaining our decision. If the manufacturer does not express any concerns or make any submissions during
192 the 10-day window, the proposed T&Cs would automatically come into effect and apply to the licence.

193 Note: Manufacturers may have less than 10 days to respond to T&Cs depending on the urgency of the
194 situation. In emergency cases where the health and safety of Canadians may be severely compromised,
195 Health Canada may provide no notice before we impose or amend a T&C. However, manufacturers can
196 approach us after T&Cs have come into effect to discuss the T&Cs.

197 After T&Cs have been imposed on a medical device licence or amended, manufacturers may still reach out to
198 us. Manufacturers are encouraged to reach out to us at any time if they have any questions or concerns
199  about their medical device licence.

200 Enforcing terms and conditions

201 As required by section 21.7 of the FDA, medical device licence holders have an obligation to comply with
202 T&Cs. All T&Cs are enforceable under the MDR and under the FDA.

203 Health Canada could consider pursuing compliance and enforcement measures against manufacturers that
204 fail to comply with T&Cs. An example would be a failure to submit a stability study in the specified
205 timeframe.

206 Non-compliance with T&Cs can lead to:

207 e licence suspension (section 40 of the MDR) or
208 e prosecution of the medical device licence holder (section 31.2 and, in some cases, section 31.4 of the
209 FDA)

210 The licence holder may be liable to fines or even imprisonment.
211 For more information on compliance and enforcement measures in general, please refer to the following:

212 e Compliance and enforcement policy
213 e Guidance on medical device compliance and enforcement
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https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-manufacturing-practices/policies-standards/compliance-enforcement-policy-0001.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/information-health-product/medical-devices/guidance-medical-device-compliance-enforcement-0073.html

214 Transparency

215 To increase transparency and communicate risks to people in Canada, Health Canada will begin to publish
216 information about all T&Cs imposed on medical device licences. This includes new and amended T&Cs.

217 We will post information about T&Cs that have been imposed or amended on a medical device licence in
218 both official languages. We will strive to update these summaries regularly.

219 The summaries will not include:

220 e confidential business information

221 e other information protected by law, such as:

222 o personal information as defined in the Privacy Act

223 o information that is protected by the Canadian Charter of Rights and Freedoms, section 8

224 Health Canada will also continue to communicate up-to-date information about medical devices, including
225 the following sources of information:

226 e Medical Devices Active Licence Listing: contains product-specific information on all medical devices
227 that are currently or have been licensed for sale in Canada
228 e Medical device incidents: contains product-specific information on medical device incidents reported

229 in Canada


https://health-products.canada.ca/mdall-limh/
https://hpr-rps.hres.ca/mdi_landing.php

	Table of contents
	Introduction
	Scope and application
	Policy objectives and statements
	Policy objectives
	Policy statements

	Note about guidance documents in general
	About terms and conditions
	Amending terms and conditions
	Communicating with manufacturers
	Enforcing terms and conditions
	Transparency

