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Executive Summary 

The Medical Devices Program (MDP) is managed through the Health Products and Food Branch 
(HPFB) of Health Canada. It evaluates and monitors the safety, effectiveness and quality of 
diagnostic and therapeutic medical devices, so that consumers and health care professionals can 
use them with confidence. Program activities include creating and maintaining the regulatory 
framework for medical devices, interacting and communicating with partners and stakeholders, 
performing risk–benefit assessments of medical devices, conducting post-market surveillance, 
and enforcing compliance with regulations. The program involves the following key program 
participants: the Medical Devices Bureau (MDB) within the Therapeutic Products Directorate 
(TPD), the Marketed Health Products Directorate (MHPD), the Biologics and Genetic Therapies 
Directorate (BGTD), the Health Products and Food Branch Inspectorate (the Inspectorate), and 
the Regions and Programs Bureau (RAPB). 

The evaluation of the MDP is part of Health Canada’s Five-Year Evaluation Plan. In accordance 
with the Treasury Board Policy on Evaluation (TBS, 2009), the evaluation assessed the relevance 
and performance (effectiveness, efficiency, and economy) of Health Canada’s activities under 
the MDP. The evaluation covered the period from 1999 to 2012, with an emphasis on the last 
five years. The results of the evaluation will inform the implementation of current and future 
activities of the MDP. 

An independent evaluation consulting firm conducted the evaluation on behalf of Health Canada. 
The evaluation drew on several lines of evidence, including a literature review, a document review, 
a review of administrative data, three case studies, two surveys (of manufacturers and other 
stakeholders), a focus group with medical device manufacturers, and key informant interviews. 

Findings 

Relevance 

The evaluation found government oversight of medical devices to be both necessary and relevant. In 
addition to their diagnostic and therapeutic benefits, there are significant risk and safety issues 
associated with medical devices that warrant an ongoing role for government. The existing 
environment is also characterized by significant change and uncertainty as novel technologies and 
products emerge that blur the existing boundaries among medical devices, pharmaceutical drugs, and 
biologics. These factors speak to the need for government oversight in this area in order to manage 
potential health and safety risks. Such a role, furthermore, is consistent with federal and Health 
Canada roles and responsibilities, as described in federal statutes and regulations, and aligns directly 
with Health Canada’s strategic outcome to inform and protect Canadians from health risks 
associated with food, products, substances, and environments. 

MDP activities are also well aligned with federal priorities to strengthen consumer safety. The 
federal government has devoted substantial resources over the past decade to broader initiatives 
intended to improve the safety of health products, including medical devices, through 
modernizing the regulatory framework for these products and, more recently, signalled its 
commitment to the long-term sustainability of the MDP by including medical devices in recent 
updates to its cost recovery framework and user fees. 
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Performance – program implementation 

Over the period of the evaluation, Health Canada has made progress in implementing its planned 
activities and, in the process, has responded to several emergent issues and challenges. However, 
a number of unresolved issues and challenges remain. 

On the pre-market side, in addition to implementing a new cost recovery framework, Health 
Canada has also undertaken several other initiatives that are intended to increase the efficiency of 
the submission review process. In particular, it has piloted electronic submissions for Class III and 
IV medical devices and, more recently, taken steps to increase the use of foreign information in 
Class III and IV applications. There is broad support among external key informants for measures 
to expedite the review process, particularly through the use of foreign reviews and data. 

Health Canada has recently chosen not to proceed with planned amendments to the 
investigational testing provisions of the Medical Devices Regulations that would have introduced 
Good Clinical Practices (GCP) requirements and an inspection program for investigational 
testing, concluding that the risks involved did not warrant an increased regulatory burden. Health 
Canada’s position is inconsistent with its main international counterparts in the United States 
(US) and Europe, where GCP requirements for investigational testing are in place. 

Prior to implementation of the new cost recovery framework, Health Canada’s review 
performance fluctuated over time for all three classes of device subject to pre-market review, and 
over the period of the evaluation, the 90% target had usually not been met. Review performance 
has been improving over the past three years, including under the new cost recovery framework. 
A more thorough analysis would consider review performance in relation to changing resource 
levels and trends in submission types and volumes. 

Combination products, which combine more than one type of regulated health product (e.g., drug-
device combinations, or biologic-device combinations), present a number of challenges for pre-
market review. Reported difficulties include inconsistent application of the criterion for 
classifying products; inappropriate classifications of some products as medical devices, which 
some internal key informants suggested may result in under-estimating their risks; and difficulties 
in completing reviews of combination products in a timely fashion. Finally, although fees for drug 
submissions are substantially higher than for medical devices, submission fees for combination 
products regulated as devices are paid solely to MDB at rates set for medical devices. Many key 
informants, both internal and external to Health Canada, emphasized an urgent need for Health 
Canada to develop and implement policy and guidance relating to the review and licensing of 
combination products. Although the US Food and Drug Administration (FDA)’s general approach 
to combination products is similar to Health Canada’s, unlike Health Canada, the FDA has 
developed a considerable body of policy and guidance for industry in this area. 
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Recommendation 1: 

Health Canada should review its approach to the review and licensing of combination 
products. 

Like combination products, single-use devices (SUDs) have also presented policy and regulatory 
challenges for Health Canada over the evaluation period. Unlike medical devices that are 
designed, labelled, and sold for multiple uses, SUDs are produced by manufacturers to be used 
once and then discarded. Reprocessing of SUDs has become common in Canada and is carried 
out by hospitals and by third-party reprocessors. In response to concerns about the safety risks 
associated with reprocessing expressed by the Office of the Auditor General (OAG) in 2004, 
Health Canada undertook a review of its authorities to determine its ability to regulate the 
reprocessing of SUDs, ultimately concluding that it does not have the authority to regulate the 
use of a device after its sale and therefore does not have the authority to regulate reuse. 

It is unclear if this conclusion remains valid for all reprocessing situations, suggesting that a 
reassessment of Health Canada’s role in light of market developments may be warranted in future. 
Furthermore, Health Canada’s long-held stance on the issue is at odds with that of its international 
counterparts. In the US, where federal and state jurisdictions are similar to Canada, all hospitals 
and third parties that reprocess SUDs are subject to the same regulatory requirements as original 
equipment manufacturers. Likewise, the European Union (EU) has recently proposed similar 
amendments to the Medical Devices Directive. In Canada, calls for some type of regulation or 
oversight of reprocessing on the part of Health Canada continue from health care facilities, 
original equipment manufacturers, and third-party reprocessing firms. 

Recommendation 2: 

Given the growing re-use of SUDs, Health Canada should review the implications of SUD 
reprocessing. 

On the post-market side, one of Health Canada’s main accomplishments has been the 
implementation of the Canadian Medical Devices Sentinel Network (CMDSNet) to supplement 
the existing system of medical device problem reporting. CMDSNet is intended to encourage 
voluntary problem reporting by health care professionals, among whom reporting has historically 
been low. The CMDSNet was launched in 2009 and, in its first three years, processed one third 
of all voluntary problem reports submitted to Health Canada and was an important source of 
safety signals. Health Canada plans to expand CMDSNet to include more health care institutions. 

Health Canada has also implemented a standardized approach to signal detection, assessment, 
and risk management, which is used across all regulated health products, including medical 
devices. While Health Canada’s post-market surveillance activities for medical devices have 
improved in recent years, opportunities for improvement include becoming more engaged in 
current discussions concerning the introduction of a device identification and registration system 
for medical devices; implementing a public database of medical device problem reports, such as 
exists in the US; and enhancing collaboration with international regulators to collect and monitor 
safety information. Other possible changes — both of which are in place in the US — include 
electronic submission of problem reports and introducing regulatory amendments requiring 
health care institutions to report medical device problems that result in serious illness, injury, or 
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death. Health Canada is currently experimenting with electronic submission of adverse drug 
reaction reports and, under the Food and Consumer Safety Action Plan (FCSAP), planned to 
introduce mandatory adverse drug reaction reporting for health care institutions, though such 
legislation has not been implemented to date. 

Recommendation 3: 

Health Canada should explore additional measures to enhance the post-market 
surveillance and monitoring of medical devices. 

In the area of compliance and enforcement, Health Canada has implemented significant changes 
to its inspection program for medical devices. Under the new risk-based approach, domestic 
Medical Device Establishment License (MDEL) holders are inspected on an established cycle 
and are rated as either compliant or non-compliant according to the risk given to observations 
noted during inspections. In 2012, in response to recommendations made by the OAG, Health 
Canada conducted a pilot project to assess the possibility of expanding the inspection program to 
foreign establishments, and based on the results, plans to include foreign establishments in the 
medical device inspection program beginning in 2013–2014. 

The presence of unlicensed devices on the Canadian market is a concern for industry 
stakeholders, who are critical of what they perceived as Health Canada’s failure to enforce 
compliance in this area and insufficient penalties in the event of non-compliance. Concerns about 
the presence of unlicensed medical devices on the Canadian market were also expressed by the 
OAG in 2004. To date, Health Canada has not analysed the extent of the problem or the health 
and safety risks it poses. 

Recommendation 4: 

Health Canada should determine the extent to which unlicensed medical devices are 
available on the Canadian market, and take steps to discourage this practice and ensure 
compliance with regulation. 

In the area of communications and stakeholder engagement, Health Canada aims to provide 
Canadians with more information on health products, and to make the regulatory system more 
open to consumer and other stakeholder input and involvement. Arguably the most important 
aspect of Health Canada’s role in communication and stakeholder engagement is the 
communication of post-market risk and safety information to health professionals and the public. 
Since 2005, Health Canada has communicated risk and safety information primarily through the 
MedEffect website. In February 2013, Health Canada launched a revised system for 
disseminating risk communications online, which appears to be a substantial improvement over 
the MedEffect system in several ways, including the availability of an advanced search feature 
and a new format for risk communications. Health Canada recently initiated an evaluation of its 
risk communications for health products, including medical devices, following through on long-
standing plans to assess the effectiveness of its risk communications products. 
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Performance – outcomes 

Over the period of the evaluation, Health Canada has engaged in many activities that should, in 
theory, contribute to the expected outcomes of the MDP. However, for various reasons, data to 
support definitive conclusions on outcomes achieved are relatively limited. 

Immediate outcomes 

In the immediate term, Health Canada’s activities are expected to produce increased awareness 
and understanding by non-industry stakeholders of risks and benefits related to medical devices. 
However, based on the limited results from the stakeholder survey, it is not possible to draw 
conclusions on this question. 

The evaluation found a reasonably high level of awareness and understanding among industry of 
Health Canada’s regulatory activities for medical devices, with the exception of its compliance 
activities and related enforcement actions. Most industry survey respondents were aware of 
various types of information made available by Health Canada and had also used this 
information. However, only a minority of respondents believe that Health Canada has consulted 
adequately with industry; that the existing consultation mechanisms are effective; and that Health 
Canada takes the concerns of industry into account in regulatory and policy development. 

In the short term, Health Canada’s activities are also intended to produce increased safety and 
effectiveness of medical devices. There are clearly processes in place that are designed to ensure that 
medical devices are safe and effective, but no concrete evidence of improvements in these areas. 

Finally, in the short term, Health Canada’s activities are expected to lead to increased industry 
compliance with regulatory requirements. While compliance information is relatively limited, the 
available data seem to suggest that serious non-compliance is relatively uncommon. Over the period 
of the evaluation, however, Health Canada has not reported regularly or consistently on the nature, 
seriousness, frequency, or prevalence of non-compliances related to medical devices, and has 
focused its reporting, instead, on quantifying activities and outputs. That said, the Inspectorate has 
recently developed an annual inspection summary report that will be published on the Health 
Canada website. The 2012–2013 report includes a description of Inspectorate activities and outputs, 
describes the overall compliance rate of industry, and lists the common observations cited in non-
compliant establishments. The report does not contain any information on actions taken by the 
Inspectorate in response to non-compliance.  

Recommendation 5: 

Health Canada should continue to build on its current approach to performance reporting 
to emphasize compliance and enforcement outcomes to a greater extent. 
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Intermediate outcomes 

In the intermediate term, Health Canada activities are expected to lead stakeholders to adopt safe 
behaviours with respect to the use of medical devices. It is known that some hospitals and health 
care facilities are engaged in SUD reprocessing in Canada and that unlicensed medical devices 
are available on the Canadian market and are presumably being used, although the magnitude of 
the problem and the safety risks involved are unknown. 

Health Canada activities are also expected to result in increased use of scientific evidence and 
risk-benefit analysis to inform decision making related to medical devices. The use of scientific 
evidence and risk-benefit analysis is formally integrated into Health Canada’s Decision-Making 
Framework for Identifying, Assessing and Managing Health Risks, and also into various pre-
market and post-market processes. Health Canada has established a number of Expert and 
Scientific Advisory Panels to provide guidance on regulatory and policy development, and has 
implemented some, though not all, of their recommendations. 

In the intermediate term, Health Canada also hopes to achieve a timely response to identified 
risks related to medical devices. For the most part, data were not available to support an 
objective analysis of this outcome. While in 2012, MHPD neared its target of completing 90% of 
signal assessments within its performance target, a similar analysis could not be undertaken for a 
wide range of other program activities. While it is important for Health Canada to establish and 
strive to meet performance standards, comparisons against external criteria or standards, such as 
the response of other regulatory agencies to specific risks, may also be informative. 

In the intermediate term, Health Canada expects to achieve increased international harmonization of 
regulatory requirements for medical devices. Health Canada has developed several agreements with 
other regulatory agencies, including the FDA and Australia’s Therapeutic Goods Administration 
(TGA). Health Canada has also been a long-standing active participant in the Global Harmonization 
Task Force (GHTF), has adopted nine GHTF standards, and is in the process of adopting another 
two. Health Canada is also a member of the International Medical Device Regulators Forum 
(IMDRF), the successor to the GHTF. Key informants were generally of the view that although 
Health Canada has made progress in this area, more could be done to harmonize Canada’s pre-
market and post-market processes for medical devices with other jurisdictions. 

Long-term outcomes 

In the long term, it is likely that Health Canada’s activities contribute to reduced health risks and 
adverse events associated with the use of medical devices. For example, actions such as 
removing unsafe medical devices from the market through recalls or preventing counterfeit 
products from entering Canada avert adverse health effects in humans that would have occurred 
had these actions not been taken. As for increased public confidence in medical devices and the 
regulatory system, the evaluation found no public opinion research conducted by Health Canada 
or any other entity that would shed light on this question, thus no conclusions are possible. 

Ultimately, Health Canada hopes to achieve a sustainable, cost-efficient, responsive, and 
science-based regulatory system for medical devices in Canada. Limited information on financial 
and human resources makes it difficult to draw conclusions regarding the sustainability and cost-
efficiency of the system, although submission review performance has been improving in recent 
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years, and several other initiatives are underway that are intended to enhance process 
efficiencies. With respect to the responsiveness and scientific basis of the regulatory system, 
while Health Canada has formally integrated scientific evidence and risk-based analysis into 
decision making, there are some concerns about the timeliness of its response to risks and the 
extent to which it takes stakeholder concerns into account in policy and regulatory development. 

Performance – efficiency and economy 

Changes in HPFB’s approach to financial reporting over the period of the evaluation made it 
challenging to consistently match MDP expenditures and budgets, so as to compare and analyze 
this information over time. HPFB has recently restructured its financial reporting to comply with 
Treasury Board requirements, which should improve the accuracy of this information and facilitate 
future analysis.   

While activity-based financial reporting has not taken place since 2008–2009, within TPD 
coding has been updated as of 2012–2013 so that functional activity information will be 
available in the future.  Activity-based reporting is important to support activity-based costing, 
which in turn is important to analysing the efficiency with which program activities are carried 
out. HPFB undertook an activity-based costing exercise in 2007 to support the proposal for 
updated user fees, and used the results of this analysis to calculate unit costs for a variety of 
regulatory activities, including submission review. The available data indicate that the timeliness 
of submission review for all classes of medical devices has been improving since at least 2009–
2010, and that improvements in performance have continued under the new cost recovery 
framework. However, without analysing the unit costs of submission review and other cost-
recovered activities, it is unclear if improvements in timeliness also represent improved 
efficiencies. In addition to enabling an assessment of the extent to which efficiencies may have 
been realized under the new cost recovery framework, such analysis would also assist the MDP 
in identifying where future adjustments to the framework may be necessary. For example, such 
analysis would assist the MDP in determining if adjustments to the framework need to be made 
to accommodate review of combination products. To this end, HPFB is reviewing its costs, fees, 
and performance associated with the MDP, as per its commitment in the User Fee Proposal and 
the Regulatory Impact Analysis Statement associated with the Fees in Respect of Drugs and 
Medical Devices Regulations. 
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Management Response and Action Plan 
Evaluation of the Medical Devices Program 

 

Recommendation Response Key Activities Deliverables 
Responsible 
Directorate 

Timeframe 

1. Health Canada 
should review its 
approach to the 
review and 
licensing of 
combination 
products 

Agree A combination product combines a drug component and a device component into a 
singular product and can be subject to either the Medical Devices Regulations or the 
Food and Drug Regulations. Examples include drug eluting stents and balloons, bone 
putty with growth factors and skin substitutes with cellular components. Health Canada 
receives about 1750 Class III and IV medical device applications annually; of these, 
about seven are for combination devices. The majority of combination products are drug 
eluting stents. 
 
In addition to the Drug Medical Device Combination Product Policy, posted on an 
interim basis in 2006, Health Canada developed and posted the Drug-Device Interface 
Classification Guidance in 2013 to provide further clarity to industry. 
 
Moving forward, as part of continuous improvement activities, the Therapeutic Products 
Directorate and the Biologics and Genetic Therapies Directorate will strive to improve 
the management of the licensing and evaluation of combination devices. 

TPD to develop and share within 
HPFB an SOP detailing the review of 
drug eluting stents under the Medical 
Devices Regulations. Health Canada 
will make the SOP available to 
interested manufacturers of 
combination devices. 

TPD June 2014 

Combination products will be 
included in TPD`s monthly Workload 
Management Forum and shared with 
BGTD, to better manage their review 
process, including achievement of 
performance targets. 

TPD June 2014 

2. Given the 
growing re-use of 
Single Use 
Devices (SUD), 
Health Canada 
should review the 
implications of 
SUD 
reprocessing. 

Agree Health Canada has taken several steps to address the risks associated with the 
reprocessing and reuse of SUDs. These include: 
 
 2004, 2005, and 2007 Information Letters to stakeholders expressing Health Canada’s 

concerns and providing updates on developments regarding reuse of SUDs 
 2005 establishment of a Scientific Advisory Panel on Reprocessing of Medical 

Devices 
 2007 coordination and participation in the ad hoc Federal/Provincial/Territorial 

(F/P/T) working group of infection control specialists. The working group, co-chaired 
by Health Canada and Manitoba, reviewed evidence of the safety of SUD reuse and 
developed a Pan-Canadian Framework Statement. The Framework provided direction 
to the P/Ts on SUD reuse and third-party SUD reprocessing. It was agreed to in 
principle by all members and was to be used as the basis for further work within the 
provinces/ territories under their respective mandates. 

Draft a discussion paper to be used to 
develop a policy position on SUDs 
which outlines the issues, 
international and P/T landscape, as 
well as considerations and options to 
address the reuse and reprocessing of 
SUDs. 

TPD January 
2014 
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Recommendation Response Key Activities Deliverables 
Responsible 
Directorate 

Timeframe 

   2012-2013 participation in various stakeholder fora (e.g., Canada’s Medical 
Technology Companies (MEDEC), Ontario Hospital Association) and engagement of 
P/T health ministries via Canadian Agencies for Drugs and Technologies in Health 
(CADTH) Policy Forum to discuss SUD reuse and seek information on cases of 
adverse incidents with reprocessed SUDs. 

 
Health Canada will continue to use the Canadian Medical Devices Sentinel Network to 
gather evidence of adverse incidents associated with reprocessed and reused SUDs. To 
date, no incidents of patient harm have been reported via the Network. Health Canada 
will also continue to monitor international and other developments in this area. 

   

3. Health Canada 
should explore 
additional 
measures to 
enhance the post-
market 
surveillance and 
monitoring of 
medical devices. 

Agree Canada has one of the safest and most rigorous health product safety systems in the 
world.  Once approved, medical devices are subject to continuous monitoring and review, 
based on the latest information available.   All potential safety issues are systematically 
assessed using a risk-based approach. 
 
Health Canada continues efforts to expand the Canadian Medical Devices Sentinel 
Network (CMDSNet). Launched in 2009, CMDSNet is a pilot project consisting of a 
network of health care facilities across Canada that report adverse events for medical 
devices.  The system has been a valuable source of safety signals. 
 
In the October 2013 Speech from the Throne, the Government committed to introduce 
legislation that would enhance authority for mandatory reporting by health care 
institutions of serious events impacting patient safety, including medical device incidents.  
 
Health Canada is reviewing its post-market surveillance system for health products, 
including medical devices.  This includes the development of a strategy to move from a 
passive surveillance model to an active surveillance model for the management of health 
product risks. 
 
Health Canada has established a project priority within the Departmental Investment Plan 
aimed at modernizing the Information Technology tools across the Medical Devices 
regulatory product lifecycle.  Within the scope of this Investment Plan project, Health 
Canada is now planning for the development and implementation of an electronic 
problem reporting framework in order to enhance post-market surveillance and 
monitoring of medical devices. The project will explore the adoption of best practices and 
electronic tools used by the US Food and Drug Administration (US FDA) for the data 
entry, processing, and analysis of medical device problem reports.  This solution will 
include the expansion of the Electronic Submissions Gateway (ESG) which has currently 
been implemented jointly with the US FDA under the Regulatory Cooperation Council 
(RCC). The ESG provides a “single window” for industry to electronically submit 
regulatory information to both the US FDA and Health Canada. 

Introduction of new authorities for 
reporting of medical device incidents. 

MHPD December 
2013 
(completed) 

Strategy for active surveillance of 
health products, including medical 
devices.  

MHPD June 2014 

Develop a proposal, to be reviewed 
through the departmental process, on 
electronic tools to support the data 
entry, processing, and analysis of 
medical device problem reports. 

MHPD/RMO
D 

December 
2014 
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Recommendation Response Key Activities Deliverables 
Responsible 
Directorate 

Timeframe 

4. Health Canada 
should determine 
the extent to 
which unlicensed 
medical devices 
are available on 
the Canadian 
market, and take 
steps to 
discourage this 
practice and 
ensure 
compliance with 
regulation. 

Agree Medical devices must be licensed by Health Canada prior to being imported or sold on 
the Canadian market. Health Canada uses a risk based compliance and enforcement 
approach which includes both reactive as well proactive compliance activities.  When 
Health Canada becomes aware of unlicensed products it has a range of compliance 
actions available that are aimed at preventing unlicensed medical devices from entering 
or remaining on the Canadian market, including stop sale or recall of a product, product 
seizures / forfeiture, and detention or disposal. In fiscal year 2012/13, Health Canada 
conducted close to 600 establishment inspections to verify compliance with a range of 
regulatory requirements, including device licensing. 
 
In addition to active compliance and enforcement, Health Canada also undertakes the 
following activities to  monitor and promote compliance: 
 
 Annual proactive Compliance Monitoring Projects, targeting specific medical devices 

(or groups of related devices) in the marketplace to determine their level of 
compliance with the Medical Devices Regulations. These projects are also used as an 
opportunity to educate retailers and health care providers in Canada.  

 Issuing notices to Healthcare facilities, Medical Professional Associations and Industry 
regarding the purchasing/selling of licensed medical devices, including a September 
2013 Notice to Industry and Healthcare Facilities that included a reminder to them of 
their roles and responsibilities under the Medical Devices Regulations.  

 Providing “It’s Your Health” articles to the public on “Buying Medical Devices over 
the Internet” (2011) and “Medical Test Kits for Human Use” (2011).  

Input on medical device import 
requirements to support the creation 
of a Single Window Initiative (SWI) 
IT solution that will assist with 
identifying and refusing importation 
of unlicensed medical devices. 

Inspectorate December 
2014 

  
The vast majority of medical devices available on the Canadian market are imported. In 
2012, Industry Canada estimated that approximately 80% of the Canadian market was 
supplied by imported medical devices. Over the last two years the Canada Border 
Services Agency (CBSA) referred around 1900 medical devices to Health Canada of 
which 35% were refused entry on the account of being unlicensed medical devices. With 
that in mind, Health Canada is currently engaging with the CBSA in the development of 
the Single Window Initiative (SWI), which aims to facilitate trade and create a single 
integrated import declaration form for importers to meet requirements of participating 
Government Agencies, including Health Canada. As a result, the SWI will facilitate trade 
for compliant industry, as well as provide an effective way to process the import refusal 
of unlicensed medical devices, thereby preventing them from reaching the Canadian 
marketplace and discouraging such a practice through subsequent compliance promotion.
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Recommendation Response Key Activities Deliverables 
Responsible 
Directorate 

Timeframe 

5. Health Canada 
should build on 
its current 
approach to 
performance 
reporting to 
emphasize 
compliance and 
enforcement 
outcomes to a 
greater extent. 

Agree Health Canada currently uses the overall compliance rating (i.e. % compliance) of 
industry as an outcome based performance indicator to measure and assess the results of 
the Inspectorate’s outputs (i.e. inspection targets, # of incidents opened/closed) in 
achieving program objectives. This performance measure is reported monthly and 
included in the Health C Dashboard, as well as used in the Departmental Performance 
Report, Report on Plans and Priorities, and Performance Measurement Framework 
(PMF). 
 
Since the period reviewed in this evaluation, Health Canada has also developed an 
Annual Inspection summary report for external publication. The report describes in detail 
the overall compliance rate of industry per program and lists the common observations 
cited in non-compliant establishments. It also provides specific examples of observations 
cited against the Food and Drugs Act and Regulations and provides links between 
inspections conducted by activity (i.e. manufacturer, importer, distributor, etc.), 
observations noted and their associated risk category. The aim of publishing this report is 
to address many of the performance outcomes in the PMF, including “Increased 
awareness and understanding among industry of Health Canada’s regulatory framework”, 
and “Increased industry compliance with Health Canada’s regulatory requirements.” 

First annual inspection summary 
report prepared for publication. 

Inspectorate March 2014 
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1.0 Introduction 

The Medical Devices Program (MDP) is managed through the Health Products and Food Branch 
(HPFB) of Health Canada. It evaluates and monitors the safety, effectiveness and quality of 
diagnostic and therapeutic medical devices, so that consumers and health care professionals can 
use them with confidence. Program activities include creating and maintaining the regulatory 
framework for medical devices, interacting and communicating with partners and stakeholders, 
performing risk–benefit assessments of medical devices, conducting post-market surveillance, 
and enforcing compliance with regulations. The program includes the following key participants: 
the Therapeutic Products Directorate (TPD), the Marketed Health Products Directorate (MHPD), 
the Biologics and Genetic Therapies Directorate (BGTD), the Health Products and Food Branch 
Inspectorate (the Inspectorate), and the Regions and Programs Bureau (RAPB). 

The evaluation of the MDP is part of Health Canada’s Five-Year Evaluation Plan. Using the 
Treasury Board Policy on Evaluation (TBS, 2009), the evaluation assessed the relevance and 
performance (effectiveness, efficiency, and economy) of Health Canada’s activities under the 
MDP, covering the period from 1999 to 2012, with an emphasis on the last five years. The results 
of the evaluation will inform the implementation of current and future activities of the MDP. 

An independent evaluation consulting firm conducted the evaluation on behalf of Health Canada. 
The evaluation drew on several lines of evidence, including a literature review, a document 
review, a review of administrative data, three case studies, two surveys (of manufacturers and 
other stakeholders), a focus group with medical device manufacturers, and key informant 
interviews. This report presents the evaluation findings, draws conclusions, and makes 
recommendations. 

 Organization of the report 1.1

The report is divided into several sections. Section 2 provides a detailed profile of the MDP, and 
Section 3 describes the evaluation methodology. Sections 4 through 7 provide the evaluation 
findings pertaining to relevance, governance and implementation, achievement of outcomes, and 
efficiency and economy. Section 8 concludes and presents recommendations. Three appendices 
accompany the main report. Appendix A contains the evaluation matrix; Appendix B contains the 
list of references, and Appendix C contains supplementary data tables. 

2.0 Profile of the Medical Devices Program 

The MDP evaluates and monitors the safety, effectiveness and quality of diagnostic and 
therapeutic medical devices, so that consumers and health care professionals can use them with 
confidence. Health Canada derives its authority to deliver the MDP from the Food and Drugs 
Act and the Medical Devices Regulations. According to the Act: 
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“device” means any article, instrument, apparatus or contrivance, including any 
component, part or accessory thereof, manufactured, sold or represented for use in 

(a)  the diagnosis, treatment, mitigation or prevention of a disease, disorder or 
abnormal physical state, or its symptoms, in human beings or animals, 

(b)  restoring, correcting or modifying a body function or the body structure 
of human beings or animals, 

(c)  the diagnosis of pregnancy in human beings or animals, or 

(d)  the care of human beings or animals during pregnancy and at and after 
birth of the offspring, including care of the offspring, 

and includes a contraceptive device but does not include a drug; (GoC, 2011c, 
sec. 2). 

The Medical Devices Regulations, which apply only to devices intended for human use, define four 
classes of medical devices, all of which fall within the purview of the MDP. Generally, medical 
devices are classified based on risk criteria such as invasiveness and length of time intended to stay 
in the body; whether the device depends on an energy source; whether the device is diagnostic or 
therapeutic in nature; and whether the device transmits energy to patients (radiation-emitting 
devices, for example). Based on these criteria, medical devices are classified as follows: 
 
 Class I: These are devices with the lowest risk, such as bandages, laboratory culture media, 

hospital beds, and manual toothbrushes. These devices are not invasive beyond the eardrum 
or pharynx, unless they fit the definition of a surgical or dental instrument. Class I devices 
are not subject to pre-market regulatory review in Canada, although manufacturers of Class I 
devices require establishment licenses issued by Health Canada in order to operate legally 
(see Section 2.1.4Error! Reference source not found. for more information on 
establishment licenses). 

 Class II: These are low-to-medium risk devices, including most invasive devices, such as 
needles, tampons, latex condoms, urethral catheters, and corrective contact lenses that are 
intended to remain in the body for less than 30 consecutive days. This category also includes 
radiographic X-ray and magnetic resonance imaging (MRI) machines. Class II devices are 
subject to an administrative review, but are not scientifically reviewed at the pre-market 
stage. 

 Class III: These include medium-to-high-risk devices and surgically invasive devices that 
are intended to remain in the body for 30 days or more, or be absorbed by the body. Some 
examples include joint replacement implants (hip, knee, shoulder, ankle), intraocular lenses, 
ultrasound diagnostic imaging equipment, and glucose monitors. Class III devices are subject 
to a scientific pre-market review. 
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 Class IV: These are the highest-risk devices, where a medical device failure could pose 
serious and/or immediate risks to the patient. Examples include pacemakers, artificial heart 
valves, implantable defibrillators, and human immunodeficiency virus (HIV) test kits. Breast 
implants and devices containing animal and human tissues and/or derivatives are also Class 
IV devices. Class II devices are subject to a scientific pre-market review. 

A major responsibility of the MDP is to review and authorize and/or license medical devices for 
sale in Canada. 

 Roles and responsibilities of Medical Devices 2.1
Program partners 

As noted above, the main partners in the MDP are the TPD, the MHPD, the BGTD, the Inspectorate, 
and the RAPB. Other partners involved in program delivery and/or management include the Policy, 
Planning and International Affairs Directorate (PPIAD), the Resource Management and Operations 
Directorate (RMOD), and the Environmental and Radiation Health Sciences Directorate (ERHSD) 
under the Healthy Environments and Consumer Safety Branch (HECSB). The roles and 
responsibilities of each of these partners are briefly described below. 

2.1.1 Therapeutic Products Directorate 

The TPD is responsible for regulating pharmaceuticals and medical devices for human use under 
the authority of the Food and Drugs Act and Regulations and Medical Devices Regulations. It 
undertakes scientific research, risk assessments, and policy development, and evaluates 
submissions from manufacturers regarding the safety, effectiveness, and quality of 
pharmaceutical products and medical devices. More specifically, the TPD engages in the 
following activities as part of the MDP, primarily through the Medical Devices Bureau (MDB): 

- developing policy related to medical devices 

- reviewing applications for Class II, III, and IV medical devices to permit their importation 
and sale in Canada 

- authorizing investigational testing to allow manufacturers to investigate the suitability of 
medical devices for use on human subjects 

- giving access to non-marketed medical devices through the Special Access Program when 
conventional therapies have failed, or are unsuitable or unavailable 

- supporting the post-market monitoring and surveillance activities of the MHPD and the 
Inspectorate by conducting risk assessments of post-market incidents (i.e., Health Risk 
Assessments, or HRAs) 

- working with the Standards Council of Canada (SCC) to recognize third-party 
organizations to audit the quality systems of manufacturers of Class II, III, and IV medical 
devices, under the Canadian Medical Devices Conformity Assessment System 
(CMDCAS) 
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While device testing and research and laboratory investigations were performed by the MDB in 
the past as part of its post-market monitoring activities, decommissioning of laboratory capacity 
was completed by the end of June 2010, and the function was officially ended in August 2010.  

Two divisions within the MDB are responsible for carrying out many of these activities. The 
Device Licensing Services Division (DLSD) determines the classification of medical devices for 
licensing and ensures that regulatory requirements for licensing are being adhered to, while the 
Device Evaluation Division (DED) is responsible for reviewing medical device submissions. 
Within the DED, there are four primary areas — In Vitro Diagnostics, Musculoskeletal, 
Cardiovascular, and General and Restorative — corresponding to the broad types of medical 
devices. 

A variety of other offices, bureaux, and divisions within the TPD also have responsibilities with 
respect to medical devices, as summarized in Table 1. 

Table 1: Offices, bureaux, and divisions within TPD with responsibilities related to medical 
devices 

Entity Roles/responsibilities 

Director General’s Office (DGO)  Overall responsibility for TPD 
 Approves new licences for Class III and IV medical devices 

Office of Submissions and Intellectual 
Property (OSIP), formerly the Submission 
and Information Policy Division (SIPD) 

 Manages initiatives on records management for TPD 
 Liaises with MDB to ensure combination products involving drugs are 

reviewed by appropriate bodies within TPD and/or BGTD (for biologics) 

Office of Planning, Performance and Review 
Services (OPPRS) 
formerly the Office of Business 
Transformation (OBT) 

 Manages initiatives relating to workload, efficiencies, and process 
improvements for TPD 

Office of Risk Management (ORM)  MDB provides information to risk management officers within ORM for use 
in briefing senior departmental officials 

 Works with MDB to develop/implement options in response to post-market 
issues/adverse events 

Bureau of Policy, Science and International 
Programs (BPSIP) 

 Performs policy work on behalf of MDB, including developing and 
publishing policies and guidance documents; MDB provides technical input 

 Performs international work on behalf of MDB, such as developing 
Memoranda of Understanding (MOUs) with other governments; MDB 
provides technical input 

 Manages external advisory bodies 
 Provides biostatistical training and expertise to the review function 
 Manages second level of appeals and opportunity to be heard processes 

Bureau of Cardiology, Allergy and 
Neurological Sciences (BCANS) 

 Works with MDB on reviews of combination products 

Bureau of Gastroenterology, Infection and 
Viral Diseases (BGIVD) 

 Works with MDB on reviews of combination products 

Bureau of Metabolism, Oncology and 
Reproductive Sciences (BMORS) 

 Works with MDB on reviews of combination products 

Bureau of Pharmaceutical Sciences (BPS)  Works with MDB on reviews of combination products 

Source: Preliminary interviews 
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2.1.2 Marketed Health Products Directorate 

MHPD works to assure that HPFB programs “take a consistent approach to post-approval safety 
surveillance, assessment of signals and safety trends and risk communications concerning all 
regulated marketed health products” (MHPD, 2011). Its responsibilities include developing post-
market surveillance policy; conducting clinical and epidemiological post-market safety 
surveillance; carrying out risk management activities, including the issuance of risk 
communications; and conducting regulatory oversight of advertising. 

Within MHPD, various bureaux have specific responsibilities. The Marketed Health Products 
Safety and Effectiveness Information Bureau (MHPSEIB) is responsible for verification reviews 
of mandatory problem reports, a function that was transferred to it from the Inspectorate in 
October 2011. MHPSEIB receives all mandatory problem reports, conducts verification reviews 
of these reports, and, depending on the nature of the reports, sends them on to the appropriate 
stakeholders within the MDP for further action. MHPSEIB is also responsible for responding to 
Access to Information (ATI) requests related to medical devices. 

The Marketed Pharmaceuticals and Medical Devices Bureau (MPMDB) is responsible for signal 
detection, signal assessment and other types of safety assessment, and development of 
recommendations in response to identified safety issues, as well as deciding on the need for risk 
communications and coordinating content development of risk communications. The Therapeutic 
Effectiveness and Policy Bureau (TEPB) is responsible for the dissemination of risk 
communications, including email notifications and web posting on the Healthy Canadians website. 

2.1.3 Biologics and Genetic Therapies Directorate 

The BGTD regulates drugs and products derived from living sources, as well as 
radiopharmaceuticals. Products regulated by the BGTD include blood and blood products, 
vaccines, hormones, enzymes, cytokines, monoclonal antibodies, gene therapy products, and 
cells, tissues, and organs. As a partner in the MDP, the BGTD is involved in reviewing 
combination products — i.e., products that have both a medical device and a biologic component 
— through joint reviews with the MDB. An example of a combination biologic-device would be 
tissue-engineered products containing living cells or blood components and cellular products 
manufactured with a device; a more specific example is autologous cell therapy product 
processed with a device to treat cardiovascular disease. Additionally, the BGTD is involved in 
reviewing devices that are intended to inactivate pathogens in blood components. 
 
2.1.4 Inspectorate and RAPB 

The Inspectorate and the RAPB Regional Operations are responsible for delivering the 
Inspectorate Program. The main role of the Inspectorate is “to deliver a national compliance and 
enforcement program for all products under the mandate of the Branch, with the exception of food 
products that are the responsibility of the Canadian Food Inspection Agency” (Inspectorate, 
2011a). With respect to medical devices, the Inspectorate carries out the following activities: 
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- reviewing applications for, and issuing, Medical Device Establishment Licences 
(MDELs)i 

- conducting domestic inspections of all MDEL holders, including importers and 
distributors of medical devices, as well as manufacturers of Class I medical devices 

- conducting compliance verifications of complaints related to importers, distributors, or 
manufacturers of medical devices 

- working with the Canada Border Services Agency (CBSA) to verify the conformity of 
medical device imports with pre-market requirements for import 

- enforcing compliance with the Food and Drugs Act and the Medical Devices Regulations 
through a variety of measures, including stop-sale letters, product recalls, licence 
suspensions, product seizures, prosecution, and others 

- conducting education sessions with stakeholders regarding compliance with the Medical 
Devices Regulations 

- developing policy related to compliance and enforcement of medical devices 

RAPB is the operational arm of Health Canada in the regions. Responsibilities include 
compliance promotion activities, as well as enforcement of laws and regulations through 
inspections, investigations, and evaluations of compliance with standards affecting 
manufacturing, packaging and labelling, importing, distributing, and selling of medical devices. 
The RAPB regions are responsible for receiving voluntary medical device problem reports and 
conducting compliance verifications of these reports. 

2.1.5 Other partners 

Various other Health Canada partners also have responsibilities under the MDP. 

 ERHSD is responsible, under the authority of the Radiation Emitting Devices Act, for 
regulating devices (including medical devices) that emit radiation. These include X-ray 
equipment, medical lasers, ultrasound devices, MRI equipment, and similar devices. Within 
the ERHSD, the Consumer and Clinical Radiation Protection Bureau (CCRPB) is consulted 
for technical expertise as needed at the pre-market stages in reviews of radiation-emitting 
medical devices. The ERHSD is also involved in post-market surveillance of radiation-
emitting devices. 

 PPIAD provides leadership and support on strategic planning, as well as policy development 
and planning on horizontal issues of strategic importance. It also provides leadership with 
respect to international affairs. 

                                                 
i  All importers or sellers of medical devices for human use in Canada require an MDEL, with the exception of 

retailers; health care facilities; manufacturers of Class II, III, or IV medical devices who only sell medical 
devices for which they hold a valid licence or medical devices subject to Parts 2 and 3 of the Medical Devices 
Regulations; persons solely selling medical devices subject to Parts 2 and 3 of the Regulations; and dispensers.  



 

Evaluation of the Medical Devices Program - 1999-2000 to 2011-2012 
February 2014 7 

Health Canada and the Public Health Agency of Canada Evaluation Report 

 RMOD is responsible for resource allocation, including cost recovery policy and 
implementation, as well as rolling up performance measurement information to generate 
Branch and Departmental performance reports. These responsibilities were transferred to 
RMOD from PPIAD in July 2011. 

 Program activities 2.2

The MDP consists of five main activities delivered by the program partners. These activities are 
briefly described below. 

 Develop, implement and maintain the regulatory framework for medical devices. This 
activity involves the development and implementation of various types of legislation, 
regulations, policies (including cost recovery), guidance documents, and MOUs related to 
maintaining and improving the regulatory framework for medical devices. 

 Communicate with partners and stakeholders. Through this activity, the MDP communicates 
via a variety of mechanisms with partners and stakeholders, which include the general public, 
industry, health professionals, academics and researchers, and others. This activity also 
includes consultations with stakeholders on issues related to medical devices (e.g., 
consultations with industry on draft guidance documents), as well as risk communications 
relating to safety issues associated with medical devices. 

 Conduct risk and benefit assessments of medical devices. Risk–benefit assessments are 
undertaken as part of several activities, including pre-market reviews for Class II, III, and IV 
medical devices; reviews of requests submitted under the Special Access Program; and 
reviews of Investigational Testing Authorizations (ITA). At the post-market stage, the MDP 
undertakes HRAs as well as signal and other types of safety assessments. 

 Conduct surveillance and monitoring activities for medical devices’ safety and effectiveness. 
Through this activity, the MDP monitors the performance of medical devices on the market 
by collecting and analysing information on reported issues, concerns, or adverse events. The 
monitoring data are analysed and used to develop and publish information on medical device 
hazards and to recommend corrective actions. This activity includes literature monitoring, 
trend analysis, signal detection and assessment, and preparation of HRAs for reported 
problems. 

 Perform compliance and enforcement activities. These activities are aimed at monitoring and 
enforcing manufacturer compliance with the regulations relating to medical devices. The 
activities include issuing MDELs; inspecting importing and distribution sites; conducting 
market surveys to verify device and establishment licences; investigating problem reports 
from health care facilities, health care professionals, and consumers; reviewing mandatory 
problem reports submitted by manufacturers and importers; monitoring recall actions 
undertaken by manufacturers and importers; and reviewing advertising in response to 
complaints. 
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 Program logic 2.3

The implementation of the activities identified above corresponds with specific immediate, 
intermediate, and long-term outcomes. In the immediate term, MDP activities are expected to lead 
to increased external stakeholder awareness and understanding of medical device-related risks and 
benefits. They are also expected to improve industry awareness and understanding of Health 
Canada’s regulatory framework for medical devices; to enhance the safety and effectiveness of 
medical devices; and to increase industry compliance with the regulatory framework. 

The achievement of these immediate outcomes is expected to lead to intermediate outcomes of 
external stakeholder adoption of safe behaviours associated with medical devices; increased use 
of scientific evidence and risk–benefit analysis by Health Canada to inform decision making; 
timely regulatory response to identified risks; reduced exposure to health risks associated with 
the use of medical devices; and harmonization of Canada’s regulatory framework for medical 
devices with international approaches. 

In the long term, Health Canada hopes to reduce adverse events associated with the use of 
medical devices; increase public confidence in medical devices and the related regulatory 
system; and produce a sustainable, cost-efficient, responsive, and science-based regulatory 
system for medical devices in Canada. These outcomes are expected to contribute to Health 
Canada’s ultimate goal of improving the health and well-being of Canadians. 

2.4 Description of the Medical Devices Program – Logic 
Modelii 

The Medical Devices Program (MDP) uses the following resources (inputs) to deliver its 
activities, produce outputs and accomplish its outcomes: funding; human resources; facilities, 
infrastructure; Acts, regulations, policies and priorities; science and technology; and, research 
data. 
 
The MDP consists of five main activities delivered by the Program partners, namely: 
 
 development, implementation and maintenance of the regulatory framework for Medical 

Devices (MDs) 

 communication with partners and stakeholders 

 risk and benefit assessments of MDs 

 post-market surveillance and monitoring for MDs’ safety and effectiveness 

 compliance and enforcement 
 

                                                 
ii  To obtain a copy of the Logic Model graphic please use the following e-mail “Evaluation Reports HC - 

Rapports Evaluation@hc-sc.gc.ca”. 
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These activities are targeted at different groups, namely: 
 
 development, implementation and maintenance of the regulatory framework for Medical 

Devices (MDs) 

- MD industry; hospitals; health care professionals; Other Government Departments 
(OGDs) and agencies; patients and consumers; international governments and 
organizations; Provincial/Territorial (P/T) governments; and, third-party 
registrars/auditors 

 communication with partners and stakeholders 

- MD industry; Canadian public; hospitals; health care professionals; P/T governments; 
and, international governments and organizations 

 risk and benefit assessments of MDs 

- MD industry; hospitals; health care professionals; experts; international governments and 
organizations; and, third-party registrars/auditors 

 post-market surveillance and monitoring for MDs’ safety and effectiveness 

- Health Canada regulators; and, international governments 

 compliance and enforcement 

- MD industry; OGDs and agencies; international governments and organizations; and, 
other Health Canada regulatory compliance programs 

 
As a result of each activity, the Program generates a number of products and/or services, namely: 
 
 development, implementation and maintenance of the regulatory framework for Medical 

Devices (MDs) 

- legislation and Regulations; policies; guidance; Mutual Recognition Agreements 
(MRAs); Memoranda of Understanding (MoUs); cost recovery fees; and, consultations 
and feedback 

 communication with partners and stakeholders 

- data sources/systems, Web; research findings; partnerships and collaboration; stakeholder 
educational material/events/meetings; publications, notifications, advisories , recalls; risk 
communications; correspondence/public enquiries; and, summary basis of decisions 

 risk and benefit assessments of MDs 

- risk-benefit assessments (initial and on-going, including Health Risk Assessments 
[HRAs]/Health Hazard Evaluations [HHEs]); market authorizations (initial and on-
going); Investigational Testing Authorizations (ITAs); and, Special Access Program 
authorizations 

 post-market surveillance and monitoring for MDs’ safety and effectiveness 
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- data, analysis, evidence; HRAs/HHEs; reports, regulatory recommendations; signal 
identification and characterization; laboratory studies; and, Risk Management and 
Mitigation Plans 

 compliance and enforcement  

- compliance and enforcement reports; compliance and enforcement actions, including 
prosecution, licence suspension, seizures, recall requests, stop sales and search, etc.; 
laboratory studies; establishment licences; and, Risk Management and Mitigation Plans 

 
The implementation of the activities identified above corresponds with specific immediate, 
intermediate, and long-term outcomes. In the immediate term, the development, implementation 
and maintenance of the regulatory framework for MDs as well as communication with partners 
and stakeholders are expected to lead to increased external stakeholder awareness and 
understanding of MD-related risks and benefits as well as to improved industry awareness and 
understanding of Health Canada’s regulatory framework for MDs.  This latter outcome together 
with compliance and enforcement activities are expected to increase industry compliance with 
the regulatory framework.  Similarly, conducting risk and benefit assessments together with 
surveillance and monitoring activities are expected to enhance the safety and effectiveness of 
MDs. 
 
The achievement of these immediate outcomes is expected to lead to intermediate outcomes.  In 
this manner, increased external stakeholder awareness and understanding of MD-related risks 
and benefits together with improved industry awareness and understanding of Health Canada’s 
regulatory framework for MDs are expected to lead to a harmonization of Canada’s regulatory 
framework for MDs with international approaches.  Increased external stakeholder awareness 
and understanding of MD-related risks and benefits is also expected to lead to external 
stakeholder adoption of safe behaviours associated with MDs.  This latter outcome together with 
increased industry compliance with the regulatory framework and enhanced safety and 
effectiveness of MDs are expected to contribute to a reduced exposure to health risks associated 
with the use of MDs.  Enhanced safety and effectiveness of MDs is also expected to lead to 
increased use of scientific evidence and risk–benefit analysis by Health Canada to inform 
decision making and timely regulatory response to identified risks. 
 
In the long term, intermediate outcomes of external stakeholder adoption of safe behaviours 
associated with MDs, increased use of scientific evidence and risk–benefit analysis by Health 
Canada to inform decision making, timely regulatory response to identified risks, and a reduced 
exposure to health risks associated with the use of MDs are expected to contribute to a reduction 
of adverse events associated with the use of MDs, increased public confidence in MDs and the 
related regulatory system, and to a sustainable, cost-efficient, responsive, and science-based 
regulatory system for MDs in Canada.  This latter outcome is also expected to be influenced by 
the harmonization of Canada’s regulatory framework for MDs with international approaches. 
The ultimate outcome of the Program is to help ensure access to safe and effective MDs and to 
provide information for healthy choices. 
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2.5 Resources 

The MDP is funded by Health Canada and by industry through cost recovery. In 2011–2012, 
total MDP expenditures were $29.9 million. Revenues from cost recovery were $14.0 million. 

 Program context 2.6

Management and delivery of the MDP, like all federal regulatory programs, is influenced by a 
number of overarching policies, directives, and pieces of legislation, which provide the context for 
such programs. Regulations are one of a number of government instruments to achieve policy 
outcomes. The 2012 Cabinet Directive on Regulatory Management requires regulatory programs to 
demonstrate efficiency and effectiveness by ensuring that the benefits of regulation justify the costs 
and by demonstrating tangible results for Canadians (GoC, 2012). Inherent in the Directive is the 
need to consult with affected bodies at all stages of the regulatory process; to select the appropriate 
mix of government instruments, including regulatory and non-regulatory responses; to impose the 
least possible cost on business and Canadians that is necessary to achieve the policy objectives; to 
take advantage of opportunities for coordination and collaboration with provincial/territorial 
governments and internationally, including limiting the number of specific Canadian regulatory 
requirements and minimizing differences with key trading partners (i.e., the US) and to measure 
and report to Canadians in a timely manner on the performance of regulatory programs. 

Regulatory programs that impose a user fee, such as the MDP, are subject to the User Fees Act. 
This Act requires regulating authorities to consult with clients and service users and establish 
service standards comparable to those in other countries prior to amending fees or creating new 
ones (GoC, 2011e). 

The Communications Policy of the Government of Canada (TBS, 2012) requires federal 
institutions to, among other things, provide the public with “timely, accurate, clear, objective and 
complete” information about policies, programs, services and initiatives in all regions of Canada 
and in a range of formats, and to consult the public when establishing priorities and planning 
programs and services 

In May 2012, the federal government released the Regulatory Roadmap for Health Products and 
Food (HPFB, 2012c). The Roadmap envisions an efficient and transparent regulatory system that 
protects and improves consumer safety, reduces regulatory burden for small business, supports 
scientific innovation, and increases the variety of health options and benefits available to 
Canadians. These goals are consistent with the Cabinet Directive on Regulatory Management, 
which requires federal departments to consider the impact on small businesses of new or 
amended regulations, while protecting and advancing the public interest in health and safety. 
Thse goals are also guided by the Government of Canada’s Red Tape Reduction Action Plan, 
which aims to reduce administrative burden on business. 
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3.0 Methodology 

This section of the report describes the evaluation methodology. 

 Evaluation design and methods 3.1

The evaluation design was developed based on the findings of an evaluability assessment 
completed as a first step in the evaluation. The evaluability assessment consisted of a preliminary 
review and assessment of available documents and administrative data, as well as preliminary 
interviews with 21 key program stakeholders, including representatives of TPD, the 
Inspectorate/RAPB, BGTD, MHPD, PPIAD, and HECSB. 

The evaluation design and the evaluation matrix (Appendix A) were developed based on the 
evaluability assessment. The evaluation matrix addresses 10 key questions and a number of sub-
questions relating to program relevance and performance (effectiveness, efficiency, and economy), 
in accordance with the Treasury Board’s Policy on Evaluation. 

The evaluation consisted of several data collection methods. Some of the data collection 
methods, in particular the survey of stakeholders and the key informant interviews, were 
designed to capture information to support concurrent evaluations of HPFB’s Human Drugs and 
Biologics Programs, as well as the evaluation of the MDP. 

Literature review. The literature review addressed evaluation questions related to program 
relevance, long-term outcomes, and alternate approaches. Peer-reviewed (i.e., scientific and 
academic) and grey literature was considered in the review. Relevant literature was located 
through online searches. 

Document review. The document review addressed all of the evaluation questions to the 
extent that supporting documents were available. The review encompassed government 
documents, primarily produced by Health Canada, related to MDP planning, management, and 
ongoing operations. Several hundred documents were reviewed as part of the evaluation. 

Administrative data review. The administrative data review addressed evaluation questions 
related to program outcomes. The review considered data produced by the TPD, MHPD, and the 
Inspectorate. Although theoretically distinct, the document review and the administrative data 
review were, in practice, two aspects of the same task, as the majority of administrative data was 
included in program documents. 

A library of approximately 1,000 individual documents, sources of administrative data, and pieces 
of literature was developed. The library included 678 documents; 185 web pages; 118 journal 
articles, and various other types of sources, which were reviewed over the course of the evaluation. 
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Case studies. Three in-depth case studies were conducted. The case studies examined the 
licensing of combination products, the CMDCAS, and the reprocessing of single-use devices 
(SUDs). These topics were selected from among a list of 28 potential topics identified by the MDP 
prior to the project launch, and were chosen because they were identified in preliminary interviews 
as being especially topical. Each case study consisted of a document review and a small number of 
key informants interviews with Health Canada representatives and external stakeholders. For the 
case study on SUDs, a focus group with hospitals and health care facilities was also conducted. 

Survey of industry. The bilingual survey of industry used a web-based approach and focused 
on evaluation questions related to outcomes. The survey targeted manufacturers of Class II, III, 
and IV medical devices. Guidance and direction from Public Works and Government Services 
Canada on public opinion research and surveys limited the evaluation to surveying individuals 
who were known to have had contact with Health Canada for reasons related to the MDP. Thus, 
the survey sample was drawn by Health Canada from the Medical Devices Active Licence 
Listing, which consists of all manufacturers currently licensed to sell Class II, III, and IV 
medical devices in Canada, whether they are based inside or outside of Canada. After cleaning, 
the final sample consisted of 3,476 manufacturers. 

The survey achieved 206 completions, representing a completion rate of 6.5%.iii This response is 
somewhat lower than the 10% rate that is typical of web-based surveys of industry in the 
evaluator’s experience, and may be due to the fact that an initial communication was not sent to 
potential respondents. Instead, the survey invitation was disseminated by the evaluator. 

Survey of other stakeholders. A bilingual web-based survey was also used to reach users of 
medical devices, including health care professionals and patients/consumers. This survey was 
also intended to capture outcome information from users of human drugs and biologics to 
support concurrent evaluations of Health Canada’s regulatory activities in those areas. In 
particular, the survey was intended to capture information on the impact of Health Canada’s 
communication and consultation activities on stakeholder awareness and understanding of risks 
related to therapeutic products, as well as information on the impact of these activities on 
stakeholder use of these products. 

As was also the case with the industry survey, the evaluation was limited to surveying 
individuals who were known to have had contact with Health Canada. Accordingly, the 
evaluation requested to use Health Canada’s MedEffect listserv, which consists of over 20,000 
subscribers to MedEffect’s e-notice, as the survey sample. In light of concerns about privacy, the 
possibility that use of the listserv for survey purposes might cause subscribers to unsubscribe to 
MedEffect, and the fact that the listserv includes individuals who are not within the survey’s 
target group (such as Health Canada employees and health care professionals and consumers 
residing outside of Canada), however, the listserv was not made available. 

To support the survey, Health Canada provided a list of stakeholders identified through its 
Stakeholder Information Management System (SIMS) database. After cleaning, the final sample 
consisted of 651 potential respondents. 

                                                 
iii  Calculated out of 3,161 valid email addresses. 
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The questionnaire included separate modules for medical devices, human drugs, and biologics. 
A total of 16 stakeholders responded to the survey, representing a completion rate of 2.6% 
overall.iv Of these, eight (1.2% of potential respondents) responded to the module relating to 
medical devices. While the reasons for this low response rate are not clear, they may include the 
lack of an initial communication from Health Canada. 

Focus group with manufacturers of Class I medical devices. The focus group 
addressed many of the same types of questions as the industry survey. Eight individuals 
representing Canadian Class I manufacturers were recruited to participate based on a list of all 
manufacturers currently licensed in Canada, and seven participated. All participants received an 
honorarium for their participation, which helped offset the opportunity cost of their participation 
during regular business hours. The focus group was conducted by telephone. 

External key informant interviews. The key informant interviews focused on evaluation 
questions relating to program implementation and effectiveness. The interviews addressed 
questions relating to medical devices, human drugs, and biologics in order to support all three 
evaluations without overburdening key informants with multiple requests for interviews. 
Interviewees include industry representatives, researchers and academics, patient and consumer 
organizations, health care providers, professional associations, and others. 

A total of 81 potential key informants, identified by Health Canada and the evaluator, were 
contacted to be interviewed. Of these, 44 participated in an interview, including 15 industry 
stakeholders and 29 other external stakeholders. A total of 19 interviewees provided comments 
that pertained directly to the MDP; of these, 13 were external stakeholders, and six were industry 
stakeholders. 

Interviews were conducted by telephone in each key informant’s preferred official language. The 
interviews were digitally recorded to ensure accuracy, and the notes were returned to key 
informants for review and approval. Key informants were assured of the confidentiality of their 
responses. 

For final reporting, data from all lines of evidence was integrated or triangulated in order to 
arrive at the overall evaluation findings. Triangulation is a process through which answers to 
research questions generated by different data collection methods are compared. Where different 
methods produced similar findings, those findings were assumed to have greater validity, and 
therefore, greater confidence in the results is warranted. 

 Limitations of the methodology and mitigation 3.2
strategies 

There are several important methodological limitations to note. First, given the vast scope and 
complexity of the subject matter, the document review and the literature review were both 
limited by the time and resources available to complete them. The document review was further 
limited to documents that were provided to the evaluation by Health Canada, or that were 
publicly accessible. Although the evaluation made every attempt to request relevant documents 
                                                 
iv  Calculated out of 622 valid email addresses. 
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from Health Canada as the research proceeded, it was clearly not in a position to identify all 
documents that might be relevant. Some of the responsibility for identifying relevant documents 
therefore lay with the program partners themselves. 

The stakeholder survey is seriously limited as a direct result of the sample development process. 
The sample for the survey was small, especially in comparison to the actual health care provider 
and patient/consumer populations. Furthermore, for reasons that are not entirely clear, the survey 
achieved a very low overall response rate, and only eight stakeholders responded to the component 
pertaining to medical devices. While the use of the MedEffect list might not have produced a higher 
response rate, it would have, at minimum, increased the number of completions to a level worth 
reporting. Thus, it would have provided some data to support outcome questions relating to the 
impact of Health Canada’s risk communications on stakeholder awareness, understanding, and 
behaviour. In the absence of survey data, there is very little information to support conclusions on 
these questions. That being said, even if the MedEffect list had been used, the opinions and 
information collected by the survey would not have represented the general population of 
stakeholders in Canada. Rather, the opinions and information would have reflected a group of 
stakeholders who receive frequent communications from Health Canada. 

Like the stakeholder survey, the industry survey sample was also limited by a low response rate. 
While the low response rate in this case was somewhat mitigated by the fact that the original 
sample was reasonably close to a census of licensed Class II, III, and IV manufacturers, the 
survey findings are nonetheless limited by self-selection bias. 

With respect to the external key informant interviews, approximately half of those who were 
identified ultimately did not participate in an interview. It is unknown if the interview findings 
would have been substantially different had these individuals participated. However, it is important 
to note that many of those who chose not to participate indicated that they were not familiar 
enough with the program to give meaningful responses. Like all key informant data, the findings 
from the interviews should not be interpreted as representing the views of stakeholders in general. 

Finally, it is important to note that although two rounds of interviews with program representatives 
were initially planned, only the preliminary round of interviews took place. An interview guide 
was prepared for program representatives, and a request was made to Health Canada to identify 
program personnel to participate in a second round of interviews, the purpose of which was to 
provide the program with an opportunity to respond to the preliminary evaluation findings and 
address any gaps in information. Due to time constraints, the evaluation proceeded to final 
reporting without completing the planned second round of interviews. However, throughout the 
process, the evaluation consulted with program personnel by means of conference calls and email 
to request additional information and clarify issues. 
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4.0 Findings: relevance 

This section of the report presents the evaluation findings on relevance. 

 Ongoing need 4.1

The scientific literature suggests that in addition to their therapeutic benefits, there are significant 
risk and safety issues associated with medical devices that warrant an ongoing role for 
government. For example, risks to patients may result from medical device failures stemming from 
design or construction flaws. Similarly, risks may arise from poor “human factors engineering” 
(e.g., devices designed with poor ergonomics may be prone to error because they are difficult to 
use properly, which may lead to patient harm). As another example, radiation exposure from 
medical imaging technology and medical treatments increases the risk of adverse health events for 
patients, particularly the risk of developing cancer, but also the risk of other complications such as 
skin toxicity (Hoppe et al., 2008) and death from radiation overdose (Israelski & Muto, 2004). 

Moreover, as medical technology becomes more complex, evaluating medical technology, 
including medical devices, naturally becomes more complex (Goodman, 2002, p. 3). This is 
particularly true as novel technologies and products emerge that blur the existing boundaries 
among medical devices, drugs, and biologics. Indeed, the emergence and growth of new medical 
technologies, combination products, and personalized medicine underscores the need for an 
ongoing regulatory role. 

Personalized medicine refers to a form of the practice of medicine that aims to tailor prevention 
and treatment efforts to subgroups of patients by integrating information related to “the 
pathophysiology of a disease, the mechanism(s) underlying the beneficial and adverse effects of 
a therapy, as well as the impact of genetic and environmental variability on pathophysiology and 
treatment response” (Brown, 2012, p. 119). The literature commonly associates personalized 
medicine with closer integration of diagnostics and therapeutics. Diagnostic devices that 
facilitate the practice of personalized medicine are often referred to as “companion diagnostics”. 
These and other types of combination products are presenting challenges as regulatory agencies 
around the world struggle with developing an appropriate framework to manage risks associated 
with these products. 

Thus, the use of medical devices carries with it a number of potential health and safety risks. In 
the absence of government intervention, it is not clear that these health and safety risks would be 
satisfactorily mitigated. Indeed, Zuckerman, Brown, and Nissen (2011) found that between 2005 
and 2009, most of the medical devices recalled by the US FDA underwent little or no pre-market 
review. It is also clear that the current environment is characterized by significant change and 
uncertainty as new technologies emerge. These factors speak to the need for government 
oversight in this area and to the relevance of the MDP. 
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 Alignment with federal priorities 4.2

The evaluation found the MDP to be aligned with the priorities of the Government of Canada. 
While federal Budgets and Speeches from the Throne have not mentioned medical devices 
directly in recent years, the federal government has devoted substantial resources over the past 
decade to broader initiatives intended to improve the safety of health products in general through 
modernizing the regulatory framework for these products. 

This process of regulatory renewal has been underway for approximately the past decade. The 
goal of renewal is to ensure continued, timely access by Canadians to safe and effective health 
products in the face of several major challenges to the existing regulatory system. According to 
Health Canada, these challenges include an outdated regulatory toolkit; the system’s current 
incapacity to consider products through their entire lifecycle, from discovery through to 
examining ‘real-world’ benefits and risks; the impact of scientific and technological changes, 
globalization of the marketplace, and a more informed and engaged public; and insufficient 
resources for long-term efficiency and sustainability (HPFB, 2007a). 

The Branch’s plans for regulatory renewal were articulated in the 2007 Blueprint for Renewal 
(HPFB, 2007a) and, more recently, in the Regulatory Roadmap for Health Products and Food, 
released in May 2012 (HPFB, 2012c). The broad goals of regulatory renewal, as expressed in 
these documents, include the following: 

- taking a “product lifecycle” approach to regulation (i.e., an approach to regulating health 
products that encompasses all stages of product development) 

- implementing regulatory interventions proportional to risk 

- strengthening post-market surveillance, and compliance and enforcement 

- learning from and collaborating with international counterparts 

- enhancing transparency and openness 

- basing regulation on scientific evidence 

- ensuring the sustainability of the regulatory framework 

The federal government has undertaken several major initiatives that are clearly aligned with the 
objectives of regulatory renewal. Beginning in 2006 the federal government allocated $172.5 
million over a five-year period to the Therapeutic Product Safety Initiative (TPSI). The TPSI was 
intended to enhance approaches to safety across the full lifecycle of market health products 
through several activities. With respect to medical devices, the TPSI was meant to contribute to 
the development of an investigational testing unit (ITU) in the MDB, and to support the 
Inspectorate’s transition to a four-year cycle for medical device establishment inspections 
(Health Canada, 2006b). 
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More recently, Budget 2008 devoted $489.4 million under the Food and Consumer Safety Action 
Plan (FCSAP) to ensure that consumer products and food are safe and beneficial to Canadians’ 
health (Health Canada, 2008b). The FCSAP is a horizontal initiative — involving Health 
Canada, the Public Health Agency of Canada (PHAC), the Canadian Food Inspection Agency 
(CFIA), and the Canadian Institutes of Health Research (CIHR) — with an overall goal to 
modernize food, health, and consumer product safety regulations and practices in Canada, using 
proactive interventions and active oversight to respond as early as possible to potential risks. 

Medical devices are implicated in three strategies under the Health Products component of the 
FCSAP, as summarized in Table 2.v 

Table 2: Involvement of medical devices in the FCSAP 

Strategy Description 

Strategy #6: Consumer 
Information Strategy for Health 
Products 

A multi-pronged strategy to make more information available to consumers, make consumer 
information more accessible and consumer friendly, and make the regulatory system more open 
to consumer input and involvement 

Strategy #10: Risk-based Border 
Integrity Initiatives 

Development of a national program to increase coordination and collaboration, with the 
objective of protecting Canadians from using or consuming non-compliant imported health 
products, and associated activities 

Strategy #11: Corrective 
Action/Fines and Penalties 

Implementation of modern compliance and enforcement tools through amendments to the Food 
and Drugs Act, including the authority to order a recall of unsafe health products, order label 
changes, and order actions to effect compliance, and modernization of the fines and penalties 
framework 

 
In 2008, the Government of Canada introduced legislation – Bill C-51 – embodying several 
elements of regulatory modernization. The provisions relevant to medical devices included (but 
are not necessarily limited to) (GoC, 2008; Health Canada, 2010c; Tiedemann, 2008): 

- incorporation of a progressive licensing framework where “the assessment of benefits 
and risks is to be based on scientific and objective evidence” and there is “ongoing 
assessment of information about a therapeutic product over its lifecycle” 

- addition of new administration and enforcement measures, including mandatory recalls of 
therapeutic products 

- expansion of the Powers of the Minister to include requiring label changes, 
reassessments, and recalls, and requiring information about benefits and risks to be 
publicly available 

- substantial increases in the penalties for offences 

                                                 
v  However, the MDP did not receive any FCSAP funding for Strategy #11. It is unclear why medical devices 

were not included in more of the strategies under the Health Products component of the FCSAP, such as 
Strategy #1 – pre-submission meetings; Strategy #3 – risk management and mitigation strategy; Strategy #7 – 
periodic safety update reports; and Strategy #8 – mandatory adverse reaction reporting by institutions.  
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With the dissolution of Parliament on September 7, 2008, Bill C-51 did not become law (GoC, 
2008). Since then, the federal government has taken a more incremental approach to regulatory 
modernization. Its most recent vision for modernization is expressed in the Regulatory Roadmap 
for Health Products and Food, released in May 2012. The Roadmap envisions a phased approach 
to modernization, with full implementation of all phases expected to be completed within a 
minimum of five years (HPFB, 2012c). 

The federal government has also signalled its commitment to regulatory modernization for health 
products by undertaking revisions to its existing cost recovery framework. The 2007 Cost 
Recovery Initiative (CRI) was also in part a response to concerns raised by the Office of the 
Auditor General of Canada (OAG) in 2004 and 2006 about Health Canada’s ability to fulfill its 
regulatory requirements given its resource levels.vi In response to the OAG’s concerns, the CRI 
was intended to “contribute to a stable funding platform to provide important regulatory services 
for Canadians” (Health Canada, 2010a). A major milestone of the 2007 CRI was achieved with 
the coming into force of Fees in Respect of Drugs and Medical Devices Regulations on April 1, 
2011 (GoC, 2011b; HPFB, 2011a). 

The major federal initiatives described above clearly demonstrate alignment between MDP, 
HPFB, and federal priorities, particularly with respect to regulatory modernization for health 
products, including medical devices. Furthermore, MDP activities are consistent with Health 
Canada’s current Program Activity Architecture (PAA) and, in particular, with the strategic 
outcome focused on helping to ensure that Canadians “are informed of and protected from health 
risks associated with food, products, substances and environments” and helping to ensure that 
products Canadians use “are as safe as possible, and that threats to health are addressed 
effectively” (Health Canada, 2011b). 

 Consistency with federal roles and responsibilities 4.3

The evaluation found the MDP to be consistent with federal roles and responsibilities, as these 
are defined in law.vii Health Canada’s mandate is set out in the Department of Health Act, which 
defines the Minister’s duties to include the preservation of Canadians’ health and well-being. 
Roles the Minister is required to fulfill include promoting the physical, mental, and social well-
being of people in Canada; protecting them against health risks; conducting investigations and 
research in public health, including monitoring diseases; establishing consumer product safety 
standards; and collecting and distributing health-related information (GoC, 2011a, sec. 4(2)). 
More broadly, the Minister’s jurisdiction covers all matters related to the health of Canadians 
that have not otherwise been assigned by the government to another body. 

The MDP’s primary authority derives from the Food and Drugs Act (the Act) and the Medical 
Devices Regulations, which define the parameters of a medical device and give legislative 
support to Health Canada’s role in regulating the use of medical devices and taking actions to 

                                                 
vi  More specifically, in 2006, the Office of the Auditor General (OAG) recommended establishing baseline 

information for performance measurement, setting user fees based on clear and measurable service standards, 
and reviewing core funding to determine if it is sufficient (OAG, 2006). 

vii  Note that Health Canada does not derive its authority solely from legislation; indeed much of its role is through 
the exercise of the federal spending power. 
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enforce compliance with those regulations. The Act limits the purposes for which any food or 
health product in general may be advertised or sold (GoC, 2011c, sec. 3). Sections 19–21 of the 
Act relate directly to devices, prohibiting the sale of harmful devices, the use of inaccurate 
labelling, or the use of misleading labels to create the appearance of meeting a standard. 

The Medical Devices Regulations elaborate on the requirements for the safety and effectiveness 
of any medical devices designed, manufactured, or distributed in Canada; the standards for 
labelling and advertising; and the actions that may be taken for each class of medical device that 
is believed to not meet these requirements, including requests for information, the prohibition of 
sales, or other corrective actions (GoC, 2011d, sec. 9–27, 39–43). 

5.0 Findings: governance and implementation 

This section reports the evaluation findings on program governance and implementation. 

 Program governance 5.1

The MDP is administered primarily by the TPD, the MHPD, and the Inspectorate. In response to 
the 2004 report of the OAG, Health Canada established a Director-General-level steering 
committee and a permanent program secretariat to provide oversight and direction for the MDP, 
with members from all three directorates (HPFB, 2007a, p. 15). As of 2007, regular program 
management meetings involving all three Directors General, managers, and staff were being held 
to discuss issues (HPFB, 2007b, p. 14). 

HPFB implemented a new governance structure in 2012–2013. Under the new structure, a Program 
Executive Committee has overall responsibility for the Branch’s six programs. These include the 
MDP, the Pharmaceutical Drugs Program (human and veterinary drugs), the Biologics Program, the 
Natural Health Products Program, the Food Safety and Nutrition Program, and the Nutrition Policy 
and Promotion Program. Each of these programs is governed by a Program Executive Committee 
Sub-Committee. Within HPFB, a variety of committees and working groups also exist to manage 
various aspects of MDP activity. 

According to information provided by the Branch, whereas in the previous governance structure, 
planning was done only at the Directorate level and decisions were reported along program lines 
to senior officials, in the new model, Programs drive planning and reporting and the Directorates 
provide functional activities to deliver Program outcomes. The new approach is expected to more 
directly align the work done by all Directorates with the strategies, outcomes and priorities of the 
Programs. 

The participation of the other Health Canada partners in the MDP is formalized to varying 
degrees. The BGTD participates formally in the MDP through the Drug–Device Combination 
Products Policy (DDCPP). Under the DDCPP, a combination product has to satisfy only one set 
of regulations — either the Food and Drug Regulations or the Medical Devices Regulations — 
rather than both. The classification of the product depends on “the principal mechanism of action 
by which the claimed effect or purpose of the product is achieved” (Health Canada, 2005a). 
Combination products can be presented to either the BGTD or the TPD for classification. Within 
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the TPD, various bureaux (BCANS, BGIVD, BMORS, and BPS) also become involved in the 
review process for specific types of combination products, as does the CCRPB within the 
ERHSD and the Centre for Blood and Tissues Evaluation within the BGTD, when appropriate. 
The review process for combination products is described in detail in Section 5.2.1. 

In addition to these Health Canada partners, external organizations and stakeholders are involved 
in MDP governance in various ways. Health Canada collaborates with the SCC, Canada’s 
national accreditation body, in the initial accreditation, surveillance, witness, special, and re-
accreditation audits of international conformity assessment bodies (registrars) (Health Canada, 
2009a). Through the CMDCAS, SCC-accredited auditors conduct audits of medical device 
manufacturers’ quality management systems (QMS) on behalf of Health Canada. This addresses 
the quality system requirements found in Section 32 of the Medical Devices Regulations. 

The TPD also collaborates with industry and other stakeholders through the Bilateral Meeting 
Program (BMP). Through this program, the TPD holds bilateral meetings with various national 
stakeholder organizations between one and four times per year, depending on the organization; 
other HPFB directorates are also often involved in the bilateral meetings to ensure that all 
relevant issues are covered (TPD, 2006). These meetings are held to discuss regulatory issues, 
exchange information, and share expertise and responsibilities. As part of the BMP, the TPD 
meets three times per year with MEDEC, the largest industry association representing Canada’s 
medical device technology companies. 

Under the National Border Integrity Program, the Inspectorate works with the CBSA to ensure 
that imported health products meet the requirements of the Food and Drugs Act and its 
Regulations. Health products held at the border by the CBSA may be referred to the Inspectorate 
for a recommendation on whether to allow entry into Canada based on compliance with the Food 
and Drugs Act and its Regulations. Products that are non-compliant with legislative and 
regulatory requirements are recommended for refusal into Canada. 

Finally, a variety of Expert Advisory Committees (EAC) and Expert Advisory Panels (EAP) 
have played a role in guiding MDP activities over the evaluation period. Their activities are 
described in Section 6.6 of this report. 

5.1.1 Performance measurement 

There are a number of performance measurement strategies (PMS) that are directly relevant to 
the MDP. These include frameworks for the TPSI, the FCSAP, and the CRI, as well as the MDP 
Results-based Management and Accountability Framework (RMAF) and HPFB logic model and 
accompanying PMS. Data on MDB performance, which include metrics on the volume of 
applications received, review times, workload, and backlog statistics has historically been the 
main focus of MDB performance reporting. Reports on MDB metrics are to inform senior 
managers and other decision-makers, and are also shared with MEDEC. In addition, monthly 
dashboard reports were implemented with the CRI and are used to inform decisions on priorities 
and resource allocation. Health Canada also reports annually against established performance 
standards for the MDP in the Departmental Performance Report, which is tabled in Parliament. 
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 Program implementation 5.2

The MDP has made progress over the period under evaluation in implementing its planned 
activities and, in the process, has responded to several emergent issues and challenges. The 
discussion below focuses on pre-market activities, post-market surveillance and monitoring, 
compliance and enforcement, and communications and stakeholder engagement.viii 

5.2.1 Pre-market activities 

Over the period under evaluation, as part of this activity, the MDP has emphasized the 
development of policies, processes, and tools to facilitate a growing number of investigational 
testing applications and submissions for medical device licenses, and experimented with 
mechanisms for introducing efficiencies into its QMS audit process through international 
collaboration. The review process for combination products and the regulation of SUDs also 
emerged as significant issues during this time. 

Investigational testing 

Investigational testing is conducted by manufacturers or device sponsors on medical devices that 
do not yet meet the safety and effectiveness requirements set out in Sections 10 to 20 of the 
Medical Devices Regulations. In order to proceed with investigational testing, manufacturers and 
sponsors are required to obtain authorization from Health Canada confirming that the 
corresponding testing regulations have been met. Applications for investigational testing are 
refused if the MDB determines that the device is unsafe for testing, that testing is not in the best 
interests of patients, or that the testing objective is impossible. 

The OAG has been critical of Health Canada’s approach to investigational testing. In its 2004 
report on the MDP, the OAG noted that once approved, investigational tests are not adequately 
monitored by Health Canada, nor does Health Canada, unlike the US FDA, require medical 
device manufacturers to follow Good Clinical Practices (GCPs) when conducting investigational 
testing (OAG, 2004, p. 13). The OAG recommended that Health Canada undertake an 
assessment of the risks of investigational testing and take necessary steps to manage those risks 
(OAG, 2004, p. 13). 

Health Canada agreed with the OAG’s recommendations and began drafting amendments to the 
investigational testing provisions of the Medical Devices Regulations (TPD, 2009b). In a 
discussion document released in 2007, Health Canada noted that “[a] comparison of the medical 
devices frameworks of the FDA, EU and Therapeutic Goods Administration (TGA) shows that 
HC is the only jurisdiction that does not require in regulation that medical device IT conforms to 
GCP”; Health Canada also noted that Canada was the only jurisdiction that did not have or was 
not planning to implement an inspection program for investigational testing sites (Health 
Canada, 2007). 

                                                 
viii  To streamline the presentation of information, this organizational scheme does not align precisely with the 

program logic model. Nevertheless, all relevant program activities are covered. 
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According to program representatives, Health Canada concluded in 2012 that the risks associated 
with investigational testing did not warrant an increased regulatory burden. Program personnel 
reported that this conclusion was reached on the basis of internal analysis and consultation. An 
Issue Analysis Summary on investigational testing was initiated, but was never completed. It is 
therefore unclear what evidence formed the basis for the Department’s conclusion. 

Since 2008, ISO 14155 (Good Clinical Practices) has been recognized by the MDB. According 
to Health Canada, the use of recognized standards is intended to improve consistency in the 
interpretation of the regulations; more specifically, if an application contains a “Declaration of 
Conformity” to a recognized standard, this will in many cases eliminate the need to review the 
test data for the aspects of the device addressed by the standard (Health Canada, 2006a). 

While Health Canada has not moved forward with regulatory amendments relating to 
investigational testing, it took steps in 2005 to address an expected increase in the number of 
investigational testing applications. In that year, Health Canada established the ITU within the 
MDB for this purpose (TPD, 2007a). The ITU could not be fully staffed in its first year and faced 
capacity challenges in subsequent years when its review section was required to handle a large 
number of Class III and IV device New and Amendment applications, and an increase in the 
number of combination product applications which are reviewed jointly with drugs (TPD, 2008). 

It is unclear whether these challenges persist to the present day. Contrary to expectations, the 
number of investigational testing applications has not been steadily increasing, but rather has 
fluctuated over time, as has the timeliness of these reviews.ix Information on the level of 
resources devoted to review of investigational testing applications over time – an essential factor 
in this analysis – was not available to the evaluation. See Appendix C for more detailed 
information. 

Two other points are worth noting in relation to investigational testing. First, the existing 
guidance documents for investigational testing on Health Canada’s website date to 1999. Second, 
the ITU is responsible for reviewing investigational testing incident reports. Information related 
to this activity was not available to the evaluation, and consequently the evaluation was not able 
to assess the extent to which the ITU has fulfilled this role in practice. 

Submission review and market authorization 

Medical devices are classified according to the potential risk they present to a user, and a more 
extensive review process is undertaken for each higher-risk class of device. Each medical device 
application submitted for licensing is first screened for completeness and quality of the 
information provided. If the application passes the initial screening process, Health Canada 
reviews it for product safety, effectiveness, and quality to determine the probable benefit/risk 
ratio that the device presents. An overview of pre-market information requirements can be found 
in Appendix B. The product may then be granted market authorization or rejected if the 
application is found deficient and the applicant cannot or does not address the deficiencies. 

                                                 
ix  TPD has set a target of completing 90% of investigational testing application reviews within the 30-day 

performance standard. 
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Health Canada has recently indicated its intention to analyse the present categorization of 
medical devices and adjust it “to better reflect the management of benefit, harm, and uncertainty” 
(HPFB, 2012c, p. 14). 

Generally speaking, Health Canada’s approach to classifying medical devices is similar to that of the 
US, the EU, and Australia. Despite some differences among jurisdictions in classification schemes, in 
all cases, the class of medical device increases with the level of risk associated with its use. 

The 2004 Report of the OAG on Canada’s regulation of medical devices found that the MDP 
effectively manages risks in the pre-market phase, noting that the highest-risk devices were subject 
to the highest level of review; pre-market review processes were consistently followed and 
properly documented; and expertise and experience were incorporated into the review process 
(OAG, 2004, p. 15). However, in the same report, the OAG noted that Health Canada had 
consistently failed to meet its performance targets for reviewing Class III and IV license 
applications, primarily due to a shortage in human resources, and recommended that Health 
Canada take steps to meet its performance targets in order to help ensure timely access to safe 
medical devices (OAG, 2004, pp. 16–18). In its 2011 report, the OAG acknowledged that although 
Health Canada had increased funding available for the MDP and was planning on increasing user 
fees (OAG, 2011, pp. 2–3), it continued to have difficulties meeting performance targets. 

In theory, processing applications within established performance targets is expected to facilitate 
timely access to effective medical devices, thus increasing available treatment options without 
putting end-users at greater risk. Target review times vary by device class, procedure, and 
priority level. In total, the time expected for a first decision increases with the class (and so 
expected risk) of the device, from 15 days for Class II to 75 days for Class III and 90 days for 
Class IV (HPFB, 2006). 

Health Canada’s approach to measuring review performance changed with the implementation of 
the new cost recovery framework in April 2011. Prior to that date, MDB’s performance target was 
completing 90% of all decisions for each class within the target time frame. While the MDB is still 
accountable for achieving this performance target, an additional metric was established with the 
implementation of the new cost recovery framework — namely, requiring submissions, on average, 
to meet the target review time for first review for their submission class (II, III, IV). 

To enable comparisons over time, the evaluation analysed timeliness of submission review using 
the 90% target for all decisions. The analysis found that: 

 Within each class, the annual number of medical device applications has fluctuated over 
time. For Class II devices, the number of applications ranged between 2,431 and 4,136; for 
Class III devices, the number of applications ranged between 1,103 and 1,568; and for Class 
IV devices, the number of applications ranged between 315 and 469. TPD’s projected annual 
increases of “at least 5%” for “all new class II, III and IV medical device applications” 
between 2008 and 2012 — prepared to support the CRI —have not materialized (Health 
Canada, 2008a, p. 12). Only Class IV devices have experienced a steady increase in 
applications over this period. 
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 Overall, the timeliness of submission review for Class II, III, and IV medical devices has 
fluctuated dramatically over the years, and the 90% target has usually not been met. For 
Class II devices, between 51% and 92% of applications were reviewed within the target over 
this period; for Class III devices, between 55% and 97% of applications were reviewed 
within the target; and for Class IV devices, between 47% and 89% of applications were 
reviewed within the target. 

 The timeliness of submission review has been improving for all three classes of medical 
devices since at least 2009–2010, and improvements in performance have continued under 
the new cost recovery framework. 

See Appendix C for more detailed submission review data. 

The available performance data are consistent with the perceptions of industry key informants, 
who noted that Health Canada’s review process is not as timely as desired and is unpredictable 
with respect to timelines. Among respondents to the industry survey, 18% believe that the new 
cost recovery framework has improved the timeliness of regulatory services, while 22% did not. 
The remainder were the either neutral (31%) or did not know (29%).x 

In interviews with industry, it was implied that Health Canada may be deliberately using 
mechanisms such as screening periods and requests for additional information to gain additional 
time to complete reviews without being penalized for lack of timeliness. While the evaluation 
could not confirm or refute this claim, the following points are notable: 

 The proportion of submissions with additional information requests has also been increasing 
fairly steadily over time, from 25% of all submissions in 2003–2004 to 54% of submissions 
in 2011–2012 (Health Canada, 2013a); see Appendix B for more information. Program 
representatives indicated that the increase in additional information requests is likely linked 
to implementation of Good Review Practices (GRP) — explained in more detail below — 
and increased scientific scrutiny of applications. 

 Health Canada data indicate that the overall internal market authorization time (MAT) for 
Class III and IV applications was reduced by 30 days between 2009 and 2012, or by 16 days 
when factoring in time-outs for industry responses to additional information requests. 
Overall, MAT was reduced by 10% over this period (weighted average). From Health 
Canada’s perspective, these data support the conclusion that delays in the review process are 
due to the time taken by industry to respond to additional information requests, rather than 
attempts by Health Canada to manipulate the review process in order to buy additional time. 

A more detailed analysis of submission review data, taking into account factors such as changes 
in resource levels and number of applications over time, may provide further insight into Health 
Canada’s review performance. For example, it would be informative to consider annual review 
performance in light of the ratio of the number of full-time equivalents (FTEs) to the number of 
applications each year for each submission class. 

                                                 
x  The question posed by the survey covered regulatory services in general, such as submission review and 

establishment licensing. 



 

Evaluation of the Medical Devices Program - 1999-2000 to 2011-2012 
February 2014 26 

Health Canada and the Public Health Agency of Canada Evaluation Report 

Combination products 

Ideally, analysis of submission review performance would take into consideration the impact of 
combination product applications. Finding the most efficient process to review all components of 
a combination product without compromising safety or quality has been an ongoing challenge 
for Health Canada. At present, combination products are classified as either a device or a drug 
prior to review, based on the principal mechanism of action of the product; once classified, the 
product review is led by MDB or the appropriate TPD bureau or BGTD centre. Regardless of 
which group leads a review process, the other consulting groups are contacted and brought into 
the process. The consulting group provides its recommendation for product approval, although 
the final recommendation is entirely under the control of the lead group. This system was 
intended only to operate on an interim basis until more comprehensive regulatory changes could 
be made to accommodate combination products (Health Canada, 2005a). 

The case study on combination products identified numerous issues arising from this approach, 
including (but not limited to) inconsistent application of the criterion for selecting regulations 
and the lead reviewing body according to a product’s principal mechanism of action; challenges 
in completing combination product reviews within the 90-day target for medical devices;xi and 
lack of accommodation within the current performance tracking system and fee structure for 
joint reviews.xii 

Over the past few years, Health Canada has completed a very small number of joint reviews of 
combination products: 31 between 2007–08 and 2012–2013, including 12 amendments and 19 
new Class III and IV applications. This represents 0.3% of all new and amendment Class III and 
IV applications over this period.  There have been no clear trends in the number of these 
submissions over time, and Health Canada representatives noted that it is difficult to anticipate 
future trends. Nonetheless, Health Canada key informants interviewed as part of the case study 
emphasized the need for more policy and guidance to guide the review of combination products. 
In its 2012–2013 mid-year review report for the MDP, Health Canada indicated that: 

[w]ork is underway to develop a project plan to adequately assess the policy and 
workload implications of combination devices. Currently, impacts are limited, but 
larger volumes could put program at risk of missing Class IV medical devices 
review standards (HPFB, 2012b, p. 2). 

                                                 
xi  Target review times for human drugs and biologics may be up to 300 days. Thus the 90-day target for reviewing 

combination products that involve a drug or biologic component is perceived as insufficient given the nature of 
the data that must be reviewed. In addition, some concerns were expressed by Health Canada representatives 
that the greater complexity of biologic drugs compared to pharmaceuticals has not been taken into account in 
the setting of drug submission fees or performance targets; thus, when a combination device-biologic only 
recovers medical device fees, there is a significant impact on BGTD resources.  

xii  BGTD reviewers report their time against an MDB submission in the time tracking system. Under the current 
system, only the performance of the lead bureau is affected if the review is delayed while waiting for a 
consulting bureau’s recommendation. Furthermore, although fees for drug submissions are substantially 
higher than for medical devices, submission fees for combination products regulated as devices are paid 
solely to MDB at rates set for medical devices.   
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To this point, HPFB’s July 2013 integrated dashboard report — developed to support 
performance reporting under the CRI — showed that while only two reviews of devices 
involving human/animal tissue (a type of combination product) were completed between April 1, 
2013 and July 31, 2013, both exceeded the service standard for submission review by more than 
10% (Health Canada, 2013f). However, Health Canada representatives also reported that of three 
reviews of devices involving human/animal tissue to report on as of August 31, 2013, all were 
within the service standard. 

Health Canada representatives noted that HPFB’s ongoing initiative to implement an enterprise 
approach to informatics within the Branch should improve its ability to track workload across 
product categories. Program representatives noted that in future, analysis of submission review 
performance should be better positioned to consider the impact of combination production 
applications. 

It is of note that this issue of combination products is not unique to Canada. While an exhaustive 
comparison of international approaches to combination product review was beyond the scope of 
this evaluation, the review process in the US is similar to Canada’s, in that combination product 
submissions are assessed by a coordinator and assigned to a lead review body from among the 
separate drugs, device, and biologics centres (Patterson, 2003). However, unlike Health Canada, 
the FDA has a dedicated Office of Combination Products that is responsible for coordinating these 
reviews, and the FDA may choose to apply either or both of its device and drug regulations to a 
combination product. The FDA also has an Intercenter Agreement between the Center for 
Biologics Evaluation and Research (CBER) and the Center for Devices and Radiological Health 
(CDRH) for the review of combination products, which transfers the responsibility for the 
regulation of medical devices related to licensed blood and cellular products to CBER. As well, in 
August 2013, the FDA consolidated the primary responsibility for regulating wound care products 
containing live cells in CBER. Finally, the FDA has developed a considerable body of guidance 
for industry related to combination products (FDA, 2013). 

Other initiatives to improve submission review 

In addition to implementing a new cost recovery framework, Health Canada has undertaken 
several other notable initiatives intended to improve the efficiency, as well as the quality, of the 
submission review process. 

 Good Guidance Practices (GGPs) and Good Review Practices (GRPs) have been developed 
for greater consistency in the development of guidance documents and in the submission 
review process, respectively.xiii 

 In January 2010, as part of broader plans to invest in electronic tools for more efficient 
decision-making review processes, the MDB implemented a pilot program to encourage 
manufacturers to submit Class IV medical device licence applications in both paper and 
electronic formats. In October 2011, the pilot was extended to include Class III devices. 
Health Canada reported that the pilot is still ongoing, however, and no analysis of outcomes 
has been completed to date. In its mid-year report on the MDP for 2012–2013, Health 

                                                 
xiii  GGPs were developed jointly by TPD and BGTD. GGPs and GRPs are intended to be used across TPD, i.e., 

for pharmaceuticals as well as medical devices.  
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Canada noted that any replacement to the Medical Devices System (MDS) (which is 
currently used to manage medical device submissions) “must allow for the filing of 
electronic applications similar to the system that has been developed for drug product 
submissions” (HPFB, 2012b). 

 In October 2011, as part of broader plans to improve review efficiency through increased use 
of foreign reviews, Health Canada launched the Use of Foreign Reviews Pilot Project, which 
ran until March 2013. Class III and IV medical device License Applications and License 
Amendment Applications were eligible under the project. An internal report from mid-2012–
2013 noted that the pilot project was “achieving limited success due to lack of participation 
and information from foreign sources” (HPFB, 2012a). Program representatives indicated 
that MDB did not receive any foreign reviews under the pilot. 

Both industry and non-industry key informants were supportive of expanded use of information 
and knowledge from other jurisdictions during the review process. Industry key informants 
consider timely review as especially critical for medical devices compared to pharmaceutical 
drugs and biologics because of greater difficulties in protecting intellectual property and the 
relatively short period of market exclusivity granted to medical devices. 

Quality management systems certification 

As part of the license application submitted to Health Canada to sell a Class II, III, or IV medical 
device in Canada, a manufacturer must submit an ISO 13485:2003 QMS certificate. A 
manufacturer obtains a QMS certificate by undergoing an audit from a Health Canada 
Recognized Registrar, recognized by Health Canada under Section 32.1 of the Medical Devices 
Regulations. Currently, Registrars are accredited by the SCC on behalf of Health Canada. In 
order to be accredited, they need to meet the ISO 17021 standard, as well as the CMDCAS 
Sector Qualification Q90R0. Health Canada decided to use third parties to audit and certify QMS 
because of the large number and location of manufacturers around the world that sell medical 
devices in Canada. The CMDCAS program is similar to the EU notified bodies program, which 
also relies on third parties to conduct audits, but different from the approach used in the US and 
Australia, where the regulatory agency is responsible for conducting these audits. 

Health Canada’s current approach to QMS certification does not appear to be controversial from 
the perspective of stakeholders, and, in fact, a few interviewees commented positively on Health 
Canada’s approach to using third parties to conduct QMS audits. It is important to note that 
Health Canada has undertaken a number of initiatives to introduce efficiencies into the QMS 
audit process: 

 In 2004, HPFB signed an MOU with Australia’s TGA, under which a QMS certificate issued 
by either the TGA or a Health Canada Recognized Registrar that satisfies both countries’ 
requirements is accepted in both countries (Health Canada, 2004). 
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 In 2008–2009, Health Canada and the US FDA launched the Pilot Multipurpose Audit 
Program (PMAP) to evaluate the effectiveness of performing a single third-party 
audit/inspection of medical device manufacturers’ quality systems. Six multipurpose audits 
were conducted in that year, which showed a time-savings in person-days. According to 
program representatives, efforts are ongoing to expand the program beyond the pilot phase.xiv 

 Health Canada is currently involved in an initiative with the FDA, the TGA, and Brazil’s 
Anvisa (National Health Surveillance Agency), which are considering using third-party 
organizations to undertake QMS audits. Program representatives explained that through this 
project, Health Canada will assess the idea of incorporating more regulatory agency 
oversight of the third-party audit organizations than currently exists in the Canadian model, 
in which such oversight is in large part the responsibility of the SCC. Program 
representatives reported that this project would not necessarily result in the exclusion of the 
SCC from the process, but it may result in a reduced role for the organization. 

Single-use devices 

Single-use devices (SUDs) have presented unique policy and regulatory challenges for Health 
Canada over the period under evaluation. Unlike medical devices that are designed, labelled, and 
sold for multiple uses, SUDs are produced by manufacturers to be used once and then discarded. 

SUDs have become increasingly available over the past few decades. Examples of SUDs are 
needles, lancets, syringes and urinary catheters. As the Canadian Agency for Drugs and 
Technologies in Health (CADTH) points out, there is “a financial advantage for a manufacturer 
to release SUDs rather than multi-use devices because they can be brought to market sooner and 
do not require the same degree of documentation and validation” (CADTH, 2008a, p. 1). 
Furthermore, “there is no requirement for a manufacturer to prove that a device cannot be 
reprocessed” (CADTH, 2008a, p. 1). Here, reprocessing can be defined as including “all steps 
performed to make an original single-use device previously used on one patient ready for use on 
another patient”; this is distinct from reuse, which “refers to the repeated use or multiple use of 
any medical device, including devices intended for single use with reprocessing between uses” 
(Polisena et al., 2008, p. 437). 

Given the higher costs of purchasing new SUDs, many health care facilities in Canada have 
become involved in reprocessing of these devices. A 2008 study by CADTH examining practices 
among 398 respondents from among 572 acute care hospitals found the following: 

 Seventy-two percent of the respondent hospitals did not — at the time of the study — reuse 
or reprocess SUDs. However, 81% percent reported that their facility had reused or 
reprocessed SUDs in the past (CADTH, 2008b, p. 4), suggesting that only 14% had never 
reused or reprocessed SUDs. 

                                                 
xiv  According to a US General Accounting Office (GAO) report produced in 2008, the PMAP was established in 

2006, not in 2008–2009. In its 2008 report, the GAO noted that as of May 7, 2008, two inspections of foreign 
establishments had been conducted through this program. The report noted that the “small number of 
inspections completed to date by accredited third-party organizations raises questions about the practicality 
and effectiveness of these programs to quickly help FDA increase the number of foreign establishments 
inspected” (GAO, 2008b).  
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 Of the remaining 28% of respondent hospitals — all of which either reprocessed SUDs in-
house or had SUDs reprocessed by a third party at the time of the study — 85% reprocessed 
their SUDs in-house. 

The available evidence does not support the conclusion that there are inherently greater health 
and safety risks associated with reprocessed SUDs.xv However, many stakeholders, including 
health care facilities and the provinces and territories, have expressed concern about the potential 
health risks and legal liability issues associated with the practice, and have called upon Health 
Canada to regulate in the area.xvi 

The OAG assessed the issue of SUD reprocessing in its 2004 report, noting that Health Canada 
had “not developed a position on managing the risks related to the reuse of single-use devices” 
and recommending that it “take action, such as regulating reprocessed single-use devices, to 
manage the health and safety risks related to the reuse of single-use medical devices” (OAG, 
2004, p. 26). In response, Health Canada undertook a review of the current federal statutory and 
regulatory authorities to determine its ability to regulate SUD reprocessing and consulted with 
stakeholders, including the provinces and territories, “to determine the best approach to minimize 
the health and safety risks related to the reuse of single-use medical devices” (OAG, 2004, pp. 
26–27). 

The consultation and review included the establishment of a Scientific Advisory Panel on 
Reprocessing of Medical Devices (SAP-RMD) to provide recommendations. Health Canada has 
implemented several of the recommendations of the SAP-RMD, including developing interim 
recommendations for hospitals and health care facilities on reprocessing SUDs (Health Canada, 
2005b) and developing guidelines for the reprocessing of SUDs (Health Canada, 2011b). 

The Panel’s main recommendation was that reuse of SUDs not be allowed occur unless they are 
regulated by Health Canada and there is clear evidence of safe reprocessing and compliance with 
validated protocols. Health Canada initially intended to develop a regulatory framework for 
reprocessing of SUDs. Later, in 2007, Health Canada concluded that “the Food and Drugs Act, 
from which the Medical Devices Regulations derive their authority, is not intended to apply to 
the use of a device after its sale. Therefore, Health Canada does not have the authority to regulate 
reuse” (TPD, 2007b, p. 2).xvii 

It is uncertain if this conclusion remains valid for all reprocessing situations. Currently, there is 
at least one third-party reprocessing firm actively involved in the sale of reprocessed SUDs to 
Canadian health care facilities. In this and similar situations, it would appear that a transfer of 
ownership (i.e., a sale) does indeed occur, implying that Health Canada may have jurisdiction in 
these circumstances. 

                                                 
xv  See, for example, CADTH (2008a, p. 6) and the FPT working group (2008). 
xvi  As Health Canada notes, this may be because SUD use among hospitals in Canada grew considerably at the 

same time that consciousness about the transmission of blood borne pathogens was on the rise, leading to 
heightened concern about the possibility of this type of transmission when re-using SUDs (TPD, 2005, p. 2).  

xvii  The activity of the SAP-RMD is described in Section 6.6. 
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Health Canada’s position on this issue has not changed since 2007. Further, Health Canada 
representatives indicated that Health Canada does not intend to seek the authority to regulate 
SUD reprocessing, as Health Canada has no evidence to suggest that this activity presents a 
safety issue. Thus, in Canada at the present time, policies and practices related to the 
reprocessing of SUDs are set solely at the provincial/territorial and regional health authority 
level. CADTH reports that at present three provinces) do not reprocess any SUDs; six reprocess 
SUDs through third-party reprocessors; three reprocess non-critical SUDs within hospitals and 
outsource semi-critical and critical SUDs to third-party reprocessors; and one province does not 
reprocess any critical or semi-critical SUDs (CADTH, 2011). 

In the US, where the vast majority (84%) of SUD reprocessing is conducted by third-party 
reprocessors, (U.S. Food and Drug Administration, 2009), the FDA responded to the potential 
risks arising from this practice by publishing guidance in 2000 indicating that hospitals and third 
parties that reprocess SUDs would be “regulated in the same way as original equipment 
manufacturers” and be subject to all the regulatory requirements of the Food, Drug, and Cosmetic 
Act that are applicable to the original manufacturer, including registration and listing; Good 
Manufacturing Practices (GMPs) under the Quality System regulation; submission of adverse 
event reports; labelling, tracking, corrections, and removals; and pre-market notification and 
approval (FDA, 2000). With the passage of new legislation in 2002, the FDA imposed additional 
requirements for about 70 types of reprocessed devices, implemented new labelling requirements, 
and began inspecting reprocessors and monitoring reports of adverse events (GAO, 2008a). It is 
important to note that in a 2008 report on SUD reprocessing in the US, the US General Accounting 
Office (GAO) noted the FDA’s conclusion “that the available data, while limited, do not indicate 
that reprocessed SUDs present an elevated health risk” (GAO, 2008a). 

Conversely, CADTH reports that in the EU, practices vary among member countries. Reprocessing 
is illegal in some countries (e.g., France) and permitted in other countries with guidelines and 
standards (e.g., Sweden, Germany), while others have no specific regulations or policies (CADTH, 
2011). In 2012, the European Commission proposed amendments to the Medical Device Directive 
recommending harmonized regulation for reprocessing of SUDs, allowing for member states to 
prohibit reprocessing. Under this option, reprocessors would be considered manufacturers of the 
reprocessed device, and therefore held to the same obligations of medical device manufacturers, 
including appropriate labelling for the reprocessed device. The Commission suggests the proposed 
amendments will lead to the development of a high quality and strictly regulated reprocessing 
sector in the EU (European Commission, 2012a, p. 25, 2012b, p. 45). 

Stakeholder views differ on whether Health Canada should provide some type of oversight of 
SUD reprocessing, with some supportive of Health Canada’s position that responsibility for 
reprocessing of single-use devices falls under provincial jurisdiction and others arguing that 
Health Canada has an overriding responsibility to protect the health of Canadians and, 
consequently, should demonstrate leadership by either regulating reprocessing of SUDs or 
otherwise intervening in this area. 
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5.2.2 Post-market surveillance and monitoring 

Enhancing post-market surveillance and monitoring of the safety and effectiveness of therapeutic 
products, including medical devices, is one of the main themes of HPFB’s regulatory 
modernization initiative. Key activities in this area include ongoing collection and assessment of 
national and international post-market safety data and reports, and national and international 
cooperation relating to post-market surveillance. During the evaluation period, Health Canada 
implemented improvements to its post-market surveillance system by introducing the Canadian 
Medical Devices Sentinel Network (CMDSNet) and by implementing a standardized approach to 
signal detection, assessment, and risk management for all therapeutic products, including 
medical devices. 

Problem reporting 

Problem reporting historically has been the pillar of Health Canada’s approach to post-market 
surveillance and monitoring of medical devices. Problem reporting may be mandatory or voluntary, 
and may come from manufacturers, health care professionals, institutions, or the public. 

Section 59 of the Medical Devices Regulations requires manufacturers and importers of medical 
devices sold in Canada to submit a mandatory problem report for incidents involving failure of a 
medical device, deterioration in its effectiveness, or inadequacy of labelling or directions for its 
use, as well as for incidents involving death or a serious deterioration in health of a patient, user, 
or other person, or the potential for these outcomes if the incident were to recur. Under Section 
60, if the incident involves death or a serious deterioration in health, a preliminary mandatory 
problem report must be submitted within 10 days of the manufacturer or importer becoming 
aware of the incident, while those not involving death or a serious deterioration in health must be 
reported within 30 days of the manufacturer or importer becoming aware of the incident. Prior to 
October 2011, manufacturers and importers were required to submit mandatory problem reports 
to the Inspectorate’s Medical Device Compliance unit. Since that date, they have been required 
to submit these reports to MHPD’s Canada Vigilance Program. 

The number of mandatory problem reports submitted to Health Canada fluctuated significantly 
between 2006–2007 and 2011–2012, from a low of 2,395 reports in 2006–2007 to a high of 
7,806 reports in 2010–2011, before falling to 4,367 reports in 2011–2012 (Inspectorate, 2011d, 
2012c). The reasons for these fluctuations could not be determined by the evaluation.xviii Overall, 
a total of 28,420 mandatory problem reports were submitted. 

Voluntary problem reports may be submitted by medical device users, patients, and other persons 
who experience a problem with a medical device. They may also be submitted by industry. 
Voluntary problem reports may be the result of problems encountered during the use of a medical 
device, concerns over the safety or performance claims of a device, deficiencies in the device’s 
design or labelling, a defect in the manufacturing process, or perceived contravention of a 
regulatory requirement (Inspectorate, 2011c). Whereas problem reporting is not mandatory for 

                                                 
xviii  Given that responsibility for mandatory problem reporting has only recently resided with MHPD, the 

available trend data are based on Inspectorate data only.  
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health care institutions in Canada, in the US, all hospitals, nursing homes, and outpatient treatment 
and diagnostic centres are required under the Safe Medical Devices Act to report medical device 
problems that result in serious illness, injury, or death.xix 

Unlike mandatory reports, which are submitted to MHPD, voluntary problem reports are 
submitted to RAPB regional operations and are considered incidents that result in compliance 
verification. Each report is classified according to the degree of risk it presents: 

 Type I – when there is reasonable probability that use of or exposure to the device will cause 
serious adverse health consequences or death 

 Type II – when use of or exposure to the device may cause temporary adverse health 
consequences or where the probability of serious adverse health consequences is remote 

 Type III – when use or exposure to the device is not likely to cause adverse health 
consequences (Inspectorate, 2011b) 

Generally speaking, the annual number of voluntary problem reports submitted to Health Canada 
increased between 2006–2007 and 2010–2011 (Inspectorate, 2011d, 2012c). In that time period, 
Health Canada received 2,246 voluntary problem reports, of which almost three quarters (72%) 
were classified as Type II. The remainder were Type III (15%) and Type I (13%). See Appendix C 
for more information. 

It is important to note that mandatory and voluntary problem reports do not reflect the actual 
number of medical device incidents, since more than one problem report may be submitted in 
relation to the same incident. Furthermore, some incidents may be unreported. The number of 
incidents and the number of medical devices implicated in the mandatory and voluntary problem 
report data is unknown to the evaluation. 

Key informants were of the view that while industry is typically compliant with reporting 
requirements and may, in some cases, over-report so as to err on the side of caution, under-
reporting is common among health care practitioners and other stakeholders. Key informants 
identified numerous factors that may influence the decision to report, and gave several 
suggestions for improving voluntary problem reporting rates among health care providers and 
other stakeholders; see Table 3. 

                                                 
xix  The FCSAP included a strategy to develop regulatory amendments under the Food and Drugs Act to require 

hospital-based mandatory reporting of adverse reactions. Such an amendment was introduced as part of Bill C-
51, but applied only to drugs, not to medical devices. As previously noted, Bill C-51 did not become law.  
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Table 3: Factors influencing voluntary problem reporting and suggestions for 
improvement 

Factors influencing voluntary problem reporting Suggestions for improving voluntary problem reporting 

• poor definition of what, when, and how patients and health care 
providers/facilities should report problems, and who should report 

• health care practitioners are too busy, feel it is not worth their 
time, or do not consider themselves accountable to Health Canada 

• reporting processes are onerous 

• failure of collective action (i.e., everyone believes someone else 
has reported) 

• insufficient feedback from Health Canada when problems are 
reported 

• lack of awareness of opportunities for reporting 

• streamlining the reporting process 

• increasing educational efforts 

• collaborating with professional organizations to encourage 
reporting 

• making reporting mandatory for health care providers 

• paying health care practitioners to report 

• enhancing efforts to provide feedback to stakeholders who 
report 

• exploring best practices in other jurisdictions 
 

Health Canada has begun to implement electronic adverse reaction reporting for drugs, but it is 
not clear if similar plans are in place for medical devices. Health Canada currently accepts 
medical device problem reports via email, but electronic submission of voluntary reports directly 
into a database is not yet available. If implemented, electronic submission might both encourage 
reporting by health care providers and facilities, and expedite and facilitate analysis of problem 
reports by Health Canada. 

Canadian Medical Devices Sentinel Network 

In 2004, the OAG criticized Health Canada’s approach to adverse event reporting and 
emphasized the need for an improved post-market surveillance system so that adverse events can 
be reported in a timely manner as they occur (OAG, 2004, p. 1). The OAG also found that Health 
Canada had done little to encourage increased problem reporting by health care professionals, 
who are usually the first to observe adverse events (OAG, 2004, p. 22). In the interests of 
establishing a more proactive problem reporting system for medical devices, Health Canada 
established CMDSNet. 

CMDSNet was piloted in April 2009 with 10 sites across Canada. By 2012, there were 12 
participating centres comprising over 200 sites located in British Columbia, Alberta, 
Saskatchewan, Manitoba, the Northwest Territories, Ontario, Quebec, Nova Scotia, New 
Brunswick, and Newfoundland and Labrador (Turpin, 2012).xx At each participating site, specific 
reporters are selected and provided with specialized training to submit information to and interact 
with the Network effectively. Reports they submit are acknowledged by CMDSNet, triaged 
according to the risk presented, data-entered, and transferred to the Inspectorate and manufacturers 
for review. Research is undertaken to verify the signal and report findings back to the original 
reporter, the results are coded for future queries, and key information is spread through the 
Network via monthly electronic internal and external bulletin reports. The goal of the project is to 
provide post-market evaluators with more comprehensive incident data, allowing for earlier 
regulatory interventions, which it is hoped will help provide Canadians with more timely and 
current safety information on medical devices (MedEffect, 2010; Turpin, 2012, pp. 2–4). 

                                                 
xx  Participating centres included health authorities and hospitals. Sites included hospitals, health care centres, or 

long-term care centres.  
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Table 4 lists the number of CMDSNet reports entered into the MDS since the program launched 
in April 2009. Of the voluntary problem reports processed by CMDSNet in its first three years, 
approximately half indicated some potential harm, and approximately 5% indicated risk of 
serious injury or death, with the risk level of the remaining 34% categorized as “unknown/other” 
(Turpin, 2012). In its first three years, CMDSNet processed 35% of all voluntary problem reports 
submitted to Health Canada. However, since the implementation of CMDSNet, the total number 
of voluntary reports submitted to Health Canada has declined, as has the number of voluntary 
reports submitted by stakeholders outside of the network. The explanation for these patterns is 
unknown.xxi 

Analysis of MHPD’s signal assessments for medical devices shows that of 44 signal assessments 
completed between 2009 (when the CMDSNet was established) and 2012, the CMDSNet 
accounted for 20.5% of all signals (MHPD, 2013). The prominence of CMDSNet as a source of 
safety signals is notable. 

Table 4: Voluntary problem reports processed by CMDSNet 

Fiscal year 
Total # of 

voluntary reports 
# of voluntary reports 

processed by CMDSNet 
# of voluntary reports 
excluding CMDSNet 

CMDSNet reports as % 
of all voluntary reports 

2006–2007 260 - 260 -

2007–2008 341 - 341 -

2008–2009 374 - 374 -

2009–2010 446 159 287 36%

2010–2011 421 123 298 29%

2011–2012 404 169 235 42%

Total 2246 451  35%

Source: (Inspectorate, 2011d, 2012c) and information provided by Health Canada.  

Health Canada plans to expand CMDSNet and to obtain stable permanent funding to staff the 
program (Turpin, 2013). In 2011, eight new sites were approved, but only two were recruited due 
to resource issues. Health Canada has plans to implement the remaining six sites; the Toronto Sick 
Kids Hospital was recruited in June 2013 and will join the program in September of that year. 

An initiative similar to CMDSNet has been underway in the US since 2002, when the FDA's 
CDRH launched its Medical Product Safety Network (MedSun) as a supplement to mandatory 
and voluntary reporting under the MedWatch program. In addition to facilitating mandatory 
reporting, MedSun also enables and encourages participants to submit voluntary reports of 
incidents involving potential harm or other safety concerns (FDA, 2012a). As of 2012, 
approximately 280 hospitals were participating in the MedSun Network (FDA, 2012b). 

                                                 
xxi  One possible explanation is that stakeholders that are currently part of CMDSNet were an important source of 

voluntary problem reports prior to implementation of the network. However, it is also important to note that 
many factors affect rates of voluntary problem reporting and that analysis over a longer period of time is 
required to understand these trends and the impact of CMDSNet.  
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Unlike Health Canada, the FDA also has a number of other tools at its disposable for post-market 
surveillance of medical devices. In particular, the FDA has the authority to order a post-approval 
study as a condition of approval for a device approved under a pre-market approval order, and to 
order manufacturers of certain Class II and Class III devices to conduct post-market surveillance 
studies (FDA, 2012b). 

Signal detection, assessment, and risk management 

Mandatory and voluntary problem reports are not the only source of information about potential 
post-market health and safety risks associated with medical devices. In recent years, Health 
Canada has sought to expand the sources of information it considers in post-market surveillance 
as part of broader Branch-wide plans to implement a standardized post-market surveillance 
management framework for all product lines. To this end, MHPD, as the lead body for Health 
Canada’s post-market surveillance activities, has defined its core processes and developed 
procedures to ensure that relevant information is handled in a consistent manner to identify and 
understand risks and take appropriate action (MHPD, 2008).xxii MHPD’s core processes are 
briefly described below. 

Core process #1: Information collection and processing – MHPD collects information from 
mandatory and voluntary problem reports, post-market reports from manufacturers, environmental 
scans of medical and scientific literature, media reports, national and international information, and 
information from similar research by the pre-market regulatory directorate and the Inspectorate. 

Core process #2: Signal detection and management – All of the above may be sources of 
potential signals, which MHPD defines as the indication of a “new potential causal association, 
or a new aspect of a known association, between an intervention and an event or set of related 
events” requiring verification (MHPD, 2012a). After undergoing a preliminary review, potential 
signals are prioritized and classified in one of three ways: 

- an identified signal, if information suggests a link exists between product and event, and 
risk management is possible 

- a potential product issue awaiting further information, if there is insufficient information 
to support the link now, but information could become available within 18 months and 
allow for risk management 

- a dismissed signal, if information to support the link between product and event is not 
currently available, is unlikely to become available soon, or if risk management is 
impossible regardless of the investigation findings (MHPD, 2012a) 

                                                 
xxii  MHPD has also developed a number of Standard Operating Procedures (SOPs) to support specific tasks 

within the core processes, including signal detection, signal prioritization, signal assessment, benefit-risk 
assessments, causality assessments, scans of safety literature, and use of foreign review information, among 
others. 
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Potential product issues are systematically reassessed every six months for a maximum of 18 
months, while identified signals are assigned for signal assessment. Findings from the signal 
assessment are summarized and recommendations for action are produced (MHPD, 2012b). 
Options include the following: 

- standard monitoring, if the signal assessment was inconclusive 

- referral to the MHPSEIB for future monitoring 

- request for additional information from the manufacturer 

- recommended changes to product labelling 

- issuance of a risk communication appropriate to the scope and severity of the risk 

- request for a Benefit/Risk Assessment from the manufacturer 

- recommended regulatory intervention (MHPD, 2012b) 

Core process #3: Risk management – Following review and approval by the Director’s Office, 
the recommended action is taken. 

Between 2005 and 2012, 81 signal assessments relating to medical devices were completed 
(MHPD, 2013). 

While recognizing that Health Canada’s post-market surveillance and monitoring activities have 
improved in recent years, many, if not most, external key informants believed there is still room 
for improvement. In addition to their concerns about under-reporting by health care practitioners, 
key informants identified several areas for improvement: 

 GS1, a non-profit organization focused on standards development and implementation for 
organizational supply chains, is currently engaged in discussions around introducing a device 
identification and registration system for medical devices in Canada that could facilitate post-
market surveillance and monitoring. From the perspective of some external key informants, 
Health Canada could be more engaged in these discussions.xxiii 

 Health Canada could apply lessons learned from pharmacovigilance of drugs to medical 
devices. For example, guidance on problem reporting is less developed for medical devices 
than for drugs, and the Drug Safety and Effectiveness Network (DSEN) does not currently 
collect information on medical devices. 

                                                 
xxiii  In this context, it is also worth noting that the FDA has recently signalled its intention to promulgate 

regulations establishing a Unique Device Identification System (as directed by the Food and Drug 
Adminstration Amendments Act), and to promote the development of national and international device 
registries for selected products (FDA, 2012c, pp. 10–11). In Canada, legislation to establish and maintain a 
national registry of medical devices was referred to the Standing Senate Committee on Social Affairs, Science 
and Technology in November 2011. In its April 2013 report, the Committee recommended that the bill not be 
proceeded with further in the Senate, noting that Health Canada “has the necessary authorities in place to 
adequately regulate medical devices” and that such a registry would “pose significant privacy concerns” 
(SSCSAST, 2013). 
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 Health Canada could incorporate innovations in the area of post-market surveillance and 
monitoring which are emerging in other jurisdictions. For example, Health Canada could 
develop a publically-accessible database of medical device incident reports, such as the 
Manufacturer and User Facility Device Experience (MAUDE) database in the US.xxiv 

 Increased coordination and collaboration with regulators in other jurisdictions to collect and 
share post-market data could enhance patient safety because safety signals would be more 
visible when tracked over a larger population base. 

It was also suggested that by streamlining the pre-market approval process by, for example, 
increasing information-sharing with other jurisdictions, more resources could be allocated to 
post-market surveillance as well as compliance and enforcement activities. 

5.2.3 Compliance and enforcement 

Strengthening compliance tools and approaches, with a view to achieving increased industry 
compliance with the regulatory frameworks for therapeutic products, including medical devices, 
has been a key objective of Health Canada over the evaluation period. Health Canada has, among 
other things, implemented changes to its inspection program for medical devices, increased its 
oversight of imported products, and developed an approach to counterfeit health products. 
Planned enhancements to compliance tools and approaches were not implemented since 
proposed legislative changes did not proceed. 

Medical devices inspection program 

Over the evaluation period, the Inspectorate implemented significant changes to its inspection 
program for medical devices, in response to the OAG’s 2004 recommendations that it engage in 
active inspections to ensure that manufacturers are compliant with regulations (OAG, 2004, p. 
19). Under the new program, which was implemented in 2010 and is intended to shift towards a 
more risk-based approach to inspection, domestic MDEL holders are inspected according to the 
following cycle: manufacturers every three years, importers every four years, and distributors 
every five years (Inspectorate, 2012b, p. 6).xxv However, establishments may be selected for 
inspection outside of this cycle using risk-based criteria (e.g., newly licensed establishments, re-
inspection of establishments that previously received a non-compliance rating); additionally, a 
targeted inspection may be conducted if the Inspectorate has concerns about an establishment’s 
compliance with specific legislative or regulatory provisions (Inspectorate, 2012b, p. 6).xxvi 

                                                 
xxiv  In Canada, requests for information relating to medical device incidents are referred to the Access to 

Information and Privacy Division of Health Canada (Inspectorate, 2011f, p. 7).  
xxv  All domestic MDEL holders are subject to this inspection cycle.  
xxvi  The inspection program applies to “medical device manufacturers, importers and distributors subject to 

establishment licensing, manufacturers of class I devices who are not subject to establishment licensing, and 
companies subject to the requirements of Part 2 (Custom-made and Special Access) or Part 3 (Investigational 
Testing) of the Medical Devices Regulations” (Inspectorate, 2012b, p. 3). 
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Domestic establishments are rated as either compliant (C) or non-compliant (NC) according to 
the risk given to observations noted during inspections. There are three levels of risk, with Risk 1 
being the highest level of risk and Risk 3 being the lowest (Inspectorate, 2011e). If one or more 
observations are classified as Risk 1, the overall inspection rating may be NC. 

As shown in Table 5 below, between 2006–2007 and 2011–2012, the Inspectorate carried out a 
total of 1,419 inspections, completing 95% of its target number of inspections, on average, over 
this time period. On average, 15.5% of Canadian MDEL holders were inspected each year 
between 2006–2007 and 2009–2010.xxvii It is unknown how this inspection rate compares with 
international regulators. 

Table 5: Medical device establishment inspections carried out, 2006–2007 to 2011–2012 

Fiscal year 
Number of Canadian 

MDEL holders 
Target number 
of inspections 

Number of 
inspections 
completed 

Percentage 
of target inspections 

completed 

Percentage of 
MDEL holders 

inspected 

2006–2007 1,500 159 144 90.6% 9.6% 

2007–2008 1,313 221 210 95% 15.9% 

2008–2009 1,338 239 250 104.6% 18.7% 

2009–2010 1,269 243 226 93.0% 17.8% 

2010–2011 N/A 243 245 100.8% N/A 

2011-2012 N/A 395 344 87.1% N/A 

Sources: For number of Canadian MDEL holders: (Inspectorate, 2006a, 2007, 2008, 2009b) 
For target number of inspections, number of inspections completed, and percentage of target inspections completed: 
(Inspectorate, 2011d, 2012c) 
Percentage of MDEL holders inspected calculated by evaluator (number of inspections completed/number of Canadian 
MDEL holders). 

Although many of the Class I medical device manufacturers who participated in the focus group 
reported that their manufacturing facilities had been inspected by Health Canada in the past, 
none were able to identify the impetus for those inspections or tie the inspection’s timing to any 
significant event. As such, the general perception was that these inspections took place at 
relatively large, random intervals — with some participants noting that they operated for a 
number of years prior to having an inspection at all. With the implementation of the new 
inspection program, Class I manufacturers can expect to be inspected every three years. 
However, it is unclear how long MDEL holders may operate before being inspected for the first 
time. 

Participants suggested that these inspections mainly focused on internal processes and the ability 
for firms to undertake recalls, and did not focus on their product or the manufacturing process 
itself. Some focus group participants stated that identified improvements coming out of the 
inspections generally involved the rewording of their own internal documentation in order to 
more closely align with Health Canada's requirements. There were no instances of suggestions 
for substantive manufacturing change. Some industry key informants, for their part, expressed 
concern that inspectors are not properly trained, and this has the effect of compromising some 
elements of the quality of inspections. 
                                                 
xxvii  The percentage of MDEL holders inspected in subsequent years could not be calculated since Inspectorate 

reports for 2010-2011 and 2011-2012 do not contain the number of Canadian MDEL holders. 
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Finally, it is important to note that in response to concerns raised by the OAG in its 2011 report 
on medical devices, Health Canada recently completed a project to evaluate expanding the 
medical device inspection program to include foreign establishments, which are approximately 
one quarter of all license holders. The goals of the pilot were to gain insight into compliance 
levels of foreign establishments and their understanding of relevant regulations; explore the 
feasibility of foreign assessments; and investigate options for conducting a foreign MDEL 
inspection program (Health Canada, 2013d). Under the pilot, 19 paper-based assessments and 
three on-site assessments were completed between March 2012 and September 2012. Health 
Canada also plans to integrate foreign MDEL holders into the medical device inspection program 
beginning in 2013–2014. 

Compliance verifications 

In addition to monitoring compliance through its inspection program, the Inspectorate also 
conducts compliance verifications and investigations as potential non-compliances related to 
medical devices are identified through voluntary or mandatory problem reports received. These 
issues may be identified by consumers, industry, provincial/territorial or federal regulatory 
agencies, international partners, or the Inspectorate’s own monitoring activities. Between 2006–
2007 and 2011–2012, the Inspectorate carried out 36,777 compliance verifications and 
investigations, of which approximately three quarters (77%) arose from mandatory problem 
reports. The remainder were related to recalls (12%), voluntary problem reports (6%), lack of a 
device license (2%), and lack of an establishment license (2%); see Appendix B for more 
detailed information. There is no information on the time required to complete these compliance 
verifications, their outcomes, or subsequent actions taken by the Inspectorate. 

Recalls 

The Medical Devices Regulations define a recall as any action taken by the manufacturer, importer, 
or distributor of a device that has been sold to recall or correct the device, or to notify its owners 
and users of its defectiveness or potential defectiveness. This occurs after the manufacturer, 
importer, or distributor becomes aware that the device may be: hazardous to health; may fail to 
conform to claims made about the device’s effectiveness, benefits, performance, or safety; or may 
not meet the requirements set out in the Food and Drugs Act or Medical Devices Regulations (GoC, 
2011d, sec. 1). A medical device recall may include the following: 

1. the removal of the medical device from the market and its consignees 

2. an on-site correction of the medical device 

3. an advisory concerning a problem or potential problem with instructions to work around 
the problem until an on-site correction can be implemented 

4. the supply of revised labelling related to corrective action 

5. the supply of instructions to stop using the medical device and destroy remaining units in 
stock (Health Canada, 2011a) 
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Industry is responsible for initiating recalls, but must inform Health Canada when recalls are 
initiated; Health Canada may also request industry to undertake recalls (Inspectorate, 2006b, p. 
8), although it does not currently have the power to require a recall. Like problem reports, recalls 
are split into three health hazard classifications (Type I, Type II, and Type III), which are 
assigned by the Inspectorate according to the degree of risk presented. 

Between 2005 and 2012, the Inspectorate posted a total of 5,037 medical device recalls on 
Health Canada’s online Medical Device Recall Listing.xxviii The number of recalls per year has 
followed a general upward trajectory over time, which may be due to a variety of factors, 
including a growing number of medical devices on the market and greater recognition by 
industry of the need to recall unsafe products. Of the total number of recalls, 5% were Type I, 
61% were Type II, and 33% were Type III. See Appendix C for more information. 

Oversight of imported products 

As previously noted, the Inspectorate provides a leadership role in the National Border Integrity 
Program in collaboration with the CBSA. The Program, which received funding under Strategy 
#10 of the FCSAP, “addresses the challenges created by an increase in the importation of new 
health products; the rapid expansion of global trade; and the complexity of the supply chain, 
including consumer direct access to less expensive or socially stigmatized products available 
through internet marketing” (Inspectorate, 2010a, p. 3). The National Border Integrity Program 
consists of four main “pillars,” as summarized in the list below. 

Pillars of the National Border Integrity Program 

• Authority to inspect and take samples of health products intended for importation 
into Canada, request the CBSA to target and detain shipments for an 
admissibility determination, and engage in compliance and enforcement such as 
refusal of entry, the use of targets and lookouts, seizure, and voluntary disposal 

• Use of strategic domestic and international partnerships to learn best practices 
from other regulatory agencies 

• Creation of increased awareness and public education through health promotion 
activities to inform the CBSA, the general public, and trade-chain partners 

• Efficient use of information technology through participation in the Single 
Window Initiative led by the CBSA, which is intended to create an automated, 
risk-based approach to identifying high-risk goods and accelerating the flow of 
low-risk goods 

Source: (Inspectorate, 2010a) 

 As shown in Table 6, during three fiscal years beginning in 2009–2010, the number of 
inspections of medical devices performed by the Inspectorate’s Regional Border Integrity 
Unit increased 707%, from 169 in 2009–2010 to 1,363 in 2011–2012. 

                                                 
xxviii  Since approximately mid-March 2013, the online Medical Device Recall Listing has no longer been available 

on Health Canada’s website. A more detailed discussion of recent changes to Health Canada’s risk and safety 
communications is provided in Section 5.2.4.  
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 Of the total shipments inspected, 22% were refused due to non-compliance. This includes 
38% of all commercial shipments and 1% of personal shipments. 

 Relatively few shipments (n=10, less than 1%) were refused on suspicion of containing 
counterfeit product; all of these occurred in 2009–2010 and consisted of commercial 
shipments. 

 Although the number of commercial shipments inspected and the number of commercial 
shipments refused have both been increasing over time, of those inspected, the proportion of 
commercial shipments refused has decreased, from 51% to 39%. 

 Over this period, there were also a total of 92 Import Alerts active for medical devices. 

Table 6: Medical device shipments inspected by the Regional Border Integrity Unit 

Fiscal Year 

Personal Shipments Commercial Shipments 

Total 
Refusals 

Releases 

Refusals 

Releases (Suspected) 
Counterfeit 

All Other 
(Suspected) 
Counterfeit 

All Other 

2009–2010 0 11 64 10 38 46 169

2010–2011 0 1 170 0 157 301 629

2011–2012 0 2 726 0 251 384 1,363

Total 0 14* 960 10 446 731 2,161

Source: (Inspectorate, 2010e, 2011g, 2012d) 
*These shipments were considered commercial but were reported as personal based on destination. 

Counterfeit and unlicensed medical devices 

In an initiative related to the Border Integrity Program, the Inspectorate has developed a Policy 
on Counterfeit Health Products, the primary objective of which is “to manage the risk to 
Canadians and to have the counterfeit product removed from market using the most appropriate 
level of intervention and notifying parties at risk”(Inspectorate, 2010d). In addition, because the 
sale of counterfeit health products is a violation of the Criminal Code, the Inspectorate refers 
confirmed cases to the Royal Canadian Mounted Police (RCMP) and supports RCMP 
investigations by providing compliance and enforcement expertise and lab analysis. 

Based on the data presented in Table 6 above, however, it does not appear that counterfeit 
medical devices are a significant problem in Canada. On the other hand, while industry key 
informants noted that counterfeiting is less of an issue for medical devices than for 
pharmaceuticals and biologics, it was observed that there should more oversight of “virtual 
companies” that import devices from abroad, as well as of hospital purchases of these products. 
Indeed, both industry key informants and Class I focus group participants expressed concerns 
about the sale of unlicensed medical devices in Canada — which they noted places compliant 
firms at a competitive disadvantage — and were critical of what they perceived as Health 
Canada’s failure to enforce regulatory compliance in this area. Many argued that Health Canada 
needs more tools to take action against firms selling unlicensed medical devices and that 
penalties for non-compliance should be more severe. 
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Concerns about the presence of unlicensed medical devices on the Canadian market were 
expressed by the OAG in 2004, which urged Health Canada to “take a more active approach to 
dealing with unlicensed devices by ensuring that they are easy to identify and that actions taken 
against sellers of unlicensed devices will discourage this practice” (OAG, 2004, p. 25). 
According to HPFB’s Blueprint for Renewal, the Branch has “developed an action plan to 
address risks posed by unlicensed medical devices” (HPFB, 2007a, p. 15). The action plan was 
not available to the evaluation. Program representatives reported that Health Canada has 
undertaken some compliance promotion activities, such as road shows and workshops, to 
increase industry understanding of regulatory requirements. 

Some industry key informants expressed concerns that Health Canada has not always been 
responsive to trade complaints related to the sale of unlicensed medical devices or to other non-
compliances such as inappropriate advertising. While a risk-based approach to enforcement and 
compliance is appropriate, it could at times result in the Inspectorate being unlikely to react in a 
timely fashion to issues or complaints which are perceived to be low-risk in nature. That said, risk-
based approaches do not necessarily provide a strong understanding of compliance across the 
regulated industry as a whole, nor are they always well-equipped to identify new or emerging risks. 

Compliance and enforcement actions 

The evaluation did not find any information on the frequency with which the various types of 
compliance and enforcement actions described in the Inspectorate’s Compliance and 
Enforcement Policy (see Table 7 below) have been deployed in response to non-compliances, or 
in what types of non-compliance situations the various measures have been used. While industry 
key informants appreciate the opportunity to comply voluntarily with regulation prior to 
enforcement action being taken, they also perceive an inability or unwillingness on the part of 
Health Canada to take enforcement action when it is appropriate, and they expressed concerns 
about insufficient penalties for non-compliance. 

Table 7: Voluntary and regulatory compliance measures 

Voluntary measures Regulatory measures 

• Consent to forfeiture 

• Product detention 

• Product disposal 

• Stop-sale 

• Recall 

• Customs activities 

• Injunction 

• Prosecution 

• Forfeiture 

• Public warning or advisory 

• Letters to trade and regulated parties 

• Regulatory stop-sale 

• Search and seizure 

• Seizure and detention 

• Suspension or cancellation of 
marketing authorization or product 
license 

• Refusal, suspension, or amendment 
of establishment license 

• Warning letter 

Source: (Inspectorate, 2009a) 

5.2.4 Communications and stakeholder engagement 

Health Canada has pursued two broad or overarching plans in relation to communications and 
stakeholder engagement in the evaluation period, namely providing Canadians with more 
information on health products, including more timely and accessible information, and making 
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the regulatory system more open to consumer and other stakeholder input and involvement. Over 
the evaluation period, Health Canada’s activities in this area include introducing Summary Basis 
of Decision (SBD) documents, issuing risk and safety information to stakeholders, and 
consulting with stakeholders with respect to policy, guidance, and regulatory development. 

Summary Basis of Decision 

Launched in 2005, the SBD initiative was undertaken as part of Health Canada’s commitment to 
enhance the transparency of the medical device and drug review process (TPD, 2009a). SBD 
documents provide health care professionals, consumers, and patients with the scientific and 
benefit/risk-based considerations involved in granting market authorization. The documents 
contain general information on the medical device being examined and scientific and regulatory 
considerations, such as the standards used to design the device, manufacturing and quality 
control information, and pre-clinical and clinical trial data. 

In its first phase, the SBD initiative covered a subset of Class IV applications. In the second 
phase, launched in June 2012, Health Canada is targeting publication of five to seven SBDs per 
year for newly licensed Class III and IV devices with novel technology. In response to findings 
from an evaluation of Phase I, Health Canada implemented a number of process changes to 
reduce the time to publish SBDs; as a result of the changes, the target for SBD publication was 
reduced from 20 weeks to 12 weeks. Changes to the process include limiting the ability of 
market authorization holders (MAHs) to request changes to the SBD and to appeal the SBD 
(TPD, 2012). 

Since the launch of the initiative, a total of 49 SBDs have been released for medical devices. 
Detailed information can be found in Appendix C. 

Post-market safety and risk communications 

While the SBD initiative is part of Health Canada’s plans to increase transparency relating to 
regulatory decisions, an important part of Health Canada’s role is to provide Canadians with risk 
and safety information related to therapeutic products. 

Since 2005, Health Canada has communicated post-market safety and risk information to health 
professionals and the public primarily through MHPD’s MedEffect website. xxix The MedEffect 
Canada Initiative was created to improve access to safety information and adverse reaction 
information for marketed health products, while also providing a single window approach to 
post-market surveillance activities. The single window approach is intended to provide the public 
and health professionals with centralized, easy-to-find information online, with the goal of 
increasing awareness of the importance of reporting adverse events related to health products, 
while also making it easier for health professionals and members of the public to report adverse 
events (MedEffect, 2011; MHPD, 2007). 

                                                 
xxix  According to MHPD, the public includes Canadian consumers, patients, patient associations, the media, and the 

general public (Health Canada, 2008c). 
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MHPD publishes safety and risk information regarding health products using a variety of risk 
communications documents. Since 2005, many of these communications have been posted on the 
“advisories, warnings and recalls” link on the MedEffect website. However, other distribution 
methods are also used, including mail-outs and hard copy publications, dissemination to 
professional associations to encourage posting on their website and publication in their journals 
and newsletters, and distribution to licensing bodies, provincial ministries, and foreign regulatory 
agencies. In addition, the MedEffect e-notice is a free service that delivers advisories, warnings, 
and recalls; the quarterly Canadian Adverse Reaction Newsletter; and MedEffect content updates 
directly to subscribers. Redundancy in electronic and print format, duplication of information 
across multiple publications, and dissemination through electronic distribution lists is expected to 
increase the probability that a large number of health professionals and interested members of the 
public are exposed to safety information about medical devices. 

HPFB’s guidance document on risk communications includes a decision tree that is intended to 
serve as a guide for selecting the type of risk communication document to use. It also identifies 
what type of communication is appropriate in a given situation, according to the assessed level of 
risk — high, medium, or low (Health Canada, 2008c). The guidance document notes that Health 
Canada considers many factors when evaluating emerging product safety concerns and deciding 
on the urgency with which the risk must be communicated, including data availability and 
reliability; magnitude of the risk; seriousness of the event relative to the disease being treated; 
extent of patient exposure; potential to prevent or mitigate the risk in the patient population; 
relevance to clinical practice; and disproportionate impact on vulnerable populations (e.g., 
children or the elderly)”(Health Canada, 2008c, pp. 8–9). 

As of April 12, 2012, there were 234 risk communications related to medical devices posted on 
MedEffect (see Appendix C for more details). The majority of posted communications targeted 
health professionals. In total, 60% of the risk communications targeted health professionals, of 
which 33% were Notices to Hospitals and 27% were For Health Professionals. The remainder 
(35%) targeted the public, of which the majority were Public Advisories (13%) or Public 
Communications (12%). 

In its 2011 report, the OAG noted that despite plans to do so dating to 2007, Health Canada had 
not assessed whether its risk communications for medical devices effectively reach their target 
audiences and do so in a timely manner, and recommended that the Department undertake such 
an assessment (OAG, 2011, p. 28). In response, Health Canada promised to: 

undertake a systematic evaluation of the effectiveness of its risk 
communications for all product lines, including medical devices. The plan will 
identify current gaps and challenges with risk communication evaluation and 
will highlight short-term, medium-term, and long-term activities aimed at 
systematic evaluation of Health Canada’s risk communication tools. This plan 
will be initiated in the 2011–12 fiscal year with an anticipated completion date 
of the 2013–14 fiscal year (OAG, 2011, p. 28). 

To this end, Health Canada has recently developed and begun implementing a project to evaluate 
the effectiveness of health product risk communications within HPFB. According to the April 
2013 Project Charter, the project will evaluate the effectiveness of Health Canada 
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issued/endorsed Dear Healthcare Professional Letters, Notices to Hospitals, and Public 
Communications between September 1, 2011, and September 1, 2012 (Health Canada, 2013c). A 
logic model and one-year Performance Measurement and Evaluation Plan (PMEP) have been 
developed for the project, and the one-year evaluation is expected to be completed in December 
2013.xxx Medical devices are included within the scope of the project. 

Finally, it should be noted that Health Canada very recently (in February 2013) launched the 
Recalls and Safety Alerts Database, a revised system for disseminating risk communications to 
health professionals and the public (Health Canada, 2013g). The new database appears to be an 
improvement over the “advisories, warnings and recalls” listing on MedEffect in several ways, 
including the availability of an advanced search feature and a new format for risk 
communications. Even more recently, in mid-March 2013, Health Canada eliminated the online 
Medical Device Recall Listing.xxxi Whereas information on product recalls was previously 
available through the Recall Listing as well as through the “advisories, warnings and recalls 
listing” on MedEffect, this information is now available in one centralized location through the 
Recalls and Safety Alerts Database.xxxii   MHPD indicated that it is currently in the process of 
reviewing its existing performance targets for the content development of risk communications 
and for the dissemination of risk communications, which are contained within its guidance 
document for industry on the issuance of risk communications.xxxiii  Additionally, MHPD 
indicated that Health Canada is looking at areas where more focused improvements in risk 
communications could be made.   

Other communication and stakeholder engagement activities 

Over the period of the evaluation, the MDP has undertaken a number of other communication 
and stakeholder engagement activities intended to increase the amount of information available 
to stakeholders and increase transparency. These activities include the following: 

                                                 
xxx  According to the PMEP, evaluation methods will include analysis of the timeliness and readability of Health 

Canada’s risk communications; website analytics; comparisons of the degree to which Health Canada’s 
approach (timeliness and messaging) is consistent with that of other regulators; a pop-up survey of users of 
the MedEffect website; analyses of prescribing trends and adverse reaction reporting trends; focus groups 
with users to explore attitudes, opinions, and satisfaction levels; and a survey of Canadians to examine 
similar issues (Health Canada, 2012a).  

xxxi  At the same time, Health Canada also eliminated the online Drug Recall Listing.  
xxxii  These initiatives are in response to a Federal Court ruling that all federal government sites must meet 

international standards for accessibility, as well as a directive from Treasury Board to reduce the number of 
pages on the website by half by July 31, 2013 (Health Canada, 2013b). 

xxxiii  MHPD’s existing guidance document for industry on issuance of risk communications indicates that health 
professional communications “should be developed and disseminated within 12 working days after the date 
on which the Request Letter is received” and that the accompanying public communication “should be issued 
3 working days after the issuance” of the health professional communication (Health Canada, 2010b, p. 7). 
The Request Letter refers to a letter sent by Health Canada to the MAH, outlining the nature of the safety 
issue and requesting the MAH to draft risk communications for health professionals and the public. MHPD 
indicated that there is currently no specific timeline for the issuance of the Request Letter; this depends on 
the nature of the risk.   
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 Meeting four times per year with Canada’s medical device technology companies, 
represented by MEDEC, through TPD’s Bilateral Meeting Program (BMP). The BMP is part 
of TPD’s commitment to build collaborative relationships and is a key strategy of the 
HPFB’s efforts to improve transparency, openness, and accountability (TPD, 2006). These 
meetings also often involve participation from other HPFB directorates and are an 
opportunity for stakeholders to discuss and consult on regulatory issues of mutual interest, 
exchange information, and share expertise. Some of the topics discussed include reporting on 
MDB metrics and performance, compliance activities, cost recovery, and proposed 
regulatory chances; development of new guidance documents; and changes to the medical 
device review process. 

 Posting information for health professionals and the general public on its website, including 
(but not necessarily limited to): 

- SBDs; 

- factsheets, Q&As, and similar information pieces; 

- information on how and when to report medical device-related problems; and 

- advisories, warnings, and recalls related to medical devices. 

 Posting information for industry on the medical device application and review process, along 
with associated policies and guidance documents. 

 Conducting compliance education and promotion activities, such as road shows and 
presentations, to inform industry of its obligations. 

 Establishing Advisory Committees, EACs, and EAPs to guide regulatory and policy 
development on a variety of issues (see Section 6.6). 

 Conducting public, stakeholder, and industry consultations on draft guidances, proposed 
policies, and proposed amendments to the Food and Drug Regulations and the Medical 
Devices Regulations. 

 

6.0 Findings: achievement of outcomes 

This section presents the findings with respect to the evaluation questions on outcomes. While 
Health Canada has engaged in many activities that should produce the expected outcomes, data 
to support a definitive conclusion regarding the extent to which expected outcomes have been 
achieved are relatively limited. For this reason, the evaluation findings pertaining to program 
outcomes should be considered as a baseline. 

 Stakeholder awareness and understanding 6.1

In the short term, Health Canada’s communication and stakeholder engagement activities are 
expected to produce increased awareness and understanding by non-industry stakeholders of 
risks and benefits related to medical devices. The survey of stakeholders was intended to be the 
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main source informing conclusions relating to this outcome. However, due to methodological 
limitations, the stakeholder survey achieved a very poor response. As a result, beyond qualitative 
information from key informant interviews and a limited number of survey respondents, there is 
little evidence to support conclusions on this outcome. 

Stakeholder views on Health Canada’s consultations 

Non-industry key informants and survey respondents had mixed views regarding Health 
Canada’s consultation processes. While many interviewees were satisfied with the available 
opportunities to provide feedback to Health Canada, some believed that more could or should be 
done, such as allowing for consumer participation in advisory panels and potentially even the 
product review process. However, a few cautioned against including “lobbyists” in the 
consultation process and individuals who lack knowledge of the issues under consideration, since 
in their view, this may have an adverse effect on consultations. Non-industry key informants 
were typically unaware of instances where stakeholder feedback had been incorporated into 
regulatory and policy development and change. The case of SUDs was mentioned as an example 
in which Health Canada was felt to not have taken stakeholder feedback into account. 

Among the small number of respondents to the stakeholder survey, there was no consensus on 
the adequacy of Health Canada’s consultations with health care providers and the general public 
over the past 10 years, the effectiveness of Health Canada’s existing consultation mechanisms as 
a means for these groups to express their concerns and interests to Health Canada, and the extent 
to which Health Canada has taken the concerns and interests of health care providers and the 
general public into account. 

Stakeholder views on Health Canada’s communications 

Similarly, the available evidence from key informants and stakeholder survey respondents is 
inconclusive with respect to their view of Health Canada’s communications. Among the small 
number of stakeholder survey respondents, almost all consider Health Canada to be their most 
important source of information about the safety of medical devices, but fewer consider Health 
Canada to be their most important source of information about the effectiveness of medical 
devices. Half reported having used at least one of Health Canada’s risk communications, and all 
of these said the information was somewhat or very accessible, understandable, of high quality, 
and useful. A minority indicated that Health Canada has influenced their understanding of risks 
associated with medical devices. 

For the most part, key informants did not express strong opinions regarding the adequacy of 
Health Canada’s communications to non-industry stakeholders. A number of suggestions for 
improving communications to non-industry stakeholders were identified, as summarized below. 

Key informant suggestions for improving communications to non-industry stakeholders 

 releasing risk and safety information to the public in a more timely fashion 
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 being more proactive in communicating risk and safety information to the public by, for 
example, expanding use of social and conventional media, or by increasing outreach with 
patient communities and disease associations 

 improving the design of Health Canada’s website by, for example, creating separate pages 
for consumers and health care practitioners or improving links within the website 

 providing more information to the public, such as information on health products currently 
under review, reports documenting the review process, results of pipeline presentations 
provided by industry to Health Canada, and recent developments pertaining to health 
products 

 providing feedback to individuals who report medical device problems 

 Industry awareness and understanding 6.2

In the short term, Health Canada’s communication and stakeholder engagement activities are 
expected to produce increased awareness and understanding among industry of the regulatory 
framework for medical devices. Overall, the evaluation found a reasonably high level of 
awareness and understanding among industry, although there are areas for improvement. 

Industry views on Health Canada’s consultations and 
communications 

Although key informants representing the medical devices sector believe that Canada generally 
consults adequately with industry regarding policy and regulatory changes, results from the 
industry survey were more mixed. Just under one third (30%) of respondents believe that Health 
Canada has consulted adequately with the medical devices industry over the past 10 years, while 
36% believe that, as a whole, the existing consultation mechanisms are an effective way for the 
medical devices industry to express its concerns and interests to Health Canada. Furthermore, 
34% of industry respondents believe Health Canada has taken the concerns and interests of the 
medical devices industry into account in policy and regulatory development. Some industry key 
informants expressed similar views, and a few commented that it sometimes appears as though 
Health Canada has already established an opinion or chosen a course of action prior to the 
consultation process. 

Industry respondents expressed more positive views of pre-submission meetings. Half agreed 
that these meetings are an effective mechanism for ensuring that product submissions meet 
Health Canada's requirements. On the other hand, a minority of industry key informants reported 
that it takes a long time to complete the pre-submission process, and doubts were expressed 
about the impact of the process on review times, screening deficiencies, and requests for 
additional information. Almost one quarter could not rate the effectiveness of the pre-submission 
meetings. 
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Only 15% of industry survey respondents believe that the Ombudsman Office is an effective 
mechanism for dispute resolution regarding submission decisions. However, over half of 
respondents did not know, possibly because they have not used the Office. In interviews, a few 
industry key informants reported difficulty in accessing the Ombudsman Office (for example, 
because of restrictions on when the Office could be used, or because of unclear guidelines). 

Fewer than half (45%) of industry survey respondents believe that Health Canada provides 
industry stakeholders with timely information on whether the medical device submission review 
process is meeting established service standards. In this context, it is important to note that the 
MDB reports regularly to MEDEC with respect to its performance. Thus, this survey finding 
may reflect the views of industry respondents who are not MEDEC members, and/or suggest that 
MEDEC is not passing information on to its members. 

It is important to note that on these questions about consultations and communications, between 
one fifth and 54% of respondents to the industry survey indicated that they did not know, 
suggesting that they perceive themselves as being insufficiently familiar with Health Canada’s 
consultations and communications processes to respond. For more information, see Appendix C. 

Industry key informants’ suggestions to Health Canada for improving communications to and 
consultations with industry are summarized below. As described in Section 5.2.4, industry has 
opportunities, as do other stakeholder groups, to communicate and consult with Health Canada 
through the gazetting process for new and amended regulations and through public consultations 
on proposed policy and guidance. Industry also has opportunities to consult and communicate 
with Health Canada through the BMP and pre-submission meetings which are not available to 
other stakeholders. 

Industry suggestions for improving communications and consultations 

 reducing reliance on industry associations for communication and consultation purposes 

 holding more frequent meetings with industry and more frequently taking advantage of 
opportunities to engage with industry outside of formal consultations 

 developing information and clear guidance on topics where there is currently a perceived 
lack of information, such as regulation of combination devices, the implications of current 
draft GMPs for Active Pharmaceutical Ingredients (APIs) for manufacturers of medical 
devices that incorporate APIs, and how to access the services of the Ombudsman Office  

 expanding the use of electronic tools, such as WebEX, to improve communications 

Industry awareness, understanding, and use of information 

As noted above, Health Canada’s communications and consultations activities are expected to 
produce increased awareness among industry of the regulatory framework for medical devices. 
Two thirds or more of survey respondents rated themselves as having a strong understanding of 
quality system requirements for medical devices (80%); requirements for mandatory problem 
reporting for medical devices (69%); and submission requirements for medical device 
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manufacturers applying to have a new Class II, III, or IV medical device approved for sale in 
Canada (67%). In comparison, industry understanding of Health Canada’s regulatory compliance 
activities appears to be weaker. 

The vast majority of industry survey respondents were aware of Health Canada’s quality system 
requirements; submission requirements for Class II, III, and IV devices; mandatory problem 
reporting requirements; and compliance activities. Majorities also reported having used this 
information. Fewer were aware of and had used the electronic submission process; this is likely 
because electronic submission is relatively new and is currently only available for Class III and 
IV submissions. 

Health Canada’s information on quality system requirements, submission requirements, and 
mandatory problem reporting requirements received the highest ratings from users for being 
accessible, understandable, and useful. Information on compliance activities and the electronic 
submission process received a lower rating on these dimensions. However, there is room for 
improvement in all areas: no more than two thirds of users rated these types of information as 
“very” accessible, understandable, or useful. 

Large majorities of survey respondents (between 84% and 89%) believe that Health Canada has 
clearly outlined time frames for problem reporting; defined what problems must be reported; and 
identified where reports must be submitted, though slightly fewer (74%) believe the Mandatory 
Medical Device Problem Reporting Form is clear and understandable. Majorities reported that in 
the event of a reportable problem, they could provide all of the required information and 
complete the report in the required time frame. 

See Appendix C for more detailed results from the industry survey. 

 Safety and effectiveness of medical devices 6.3

In the short term, Health Canada’s activities are expected to result in increased safety and 
effectiveness of medical devices on the Canadian market. While there are clearly processes in 
place that are designed to ensure that devices that are on the Canadian market are safe and 
effective, there is no concrete evidence of improvements in the safety and effectiveness of 
medical devices in Canada over the evaluation period. 

At the pre-market stage, the information requirements for pre-market reviews are complex and 
detailed, and risks appear, for the most part, to be effectively managed, although there is a 
perceived need for increased policy, guidance, and/or regulatory development in relation to 
combination products. While external key informants generally agreed that Health Canada 
considers the appropriate type and quality of information in pre-market review, the survey of 
industry revealed some ambivalence among industry concerning the adequacy of Health 
Canada’s pre-market processes for supporting the safety, effectiveness, and quality of medical 
devices sold in Canada: 

 Sixty-five percent of respondents agreed that Health Canada’s pre-market processes 
effectively support an adequate level of medical device safety 
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 Sixty-six percent agreed that Health Canada has adequate pre-market processes in place to 
ensure the effectiveness of medical devices 

 Sixty-nine percent agreed that Health Canada has adequate pre-market process in place to 
ensure the quality of medical devices. 

At the post-market stage, Health Canada has introduced the CMDSNet as a means of 
encouraging voluntary problem reporting by health care professionals and facilities, and has 
developed a standardized approach to post-market signal detection, assessment, and risk 
management. Nonetheless, key informants identified opportunities for improvement, including 
further efforts to increase voluntary reporting by health care providers, increased collaboration 
among regulatory agencies in collecting and sharing post-market safety data, and increased use 
of foreign data and reviews at the pre-market stage to enable more resources to be devoted to 
post-market surveillance. Among industry survey respondents, 64% believe that Health Canada’s 
post-market surveillance and monitoring activities support an adequate level of safety of medical 
devices in Canada. 

In the area of compliance and enforcement, Health Canada has increased its oversight of imported 
products and implemented a risk-based inspection program for medical device establishments, and 
has plans to include foreign establishments (which represent approximately one quarter of license 
holders) in the medical device inspection program beginning in 2013–2014. Concerns were raised 
about the sale of unlicensed products and insufficient penalties in the event of non-compliance. Just 
over 60% of industry survey respondents believe that Health Canada’s compliance and enforcement 
activities effectively support an adequate level of medical device safety (62%) and quality (61%). 
See Appendix C for more information from the industry survey. 

Among the small number of respondents to the stakeholder survey, most agreed that they have 
confidence in the safety and the effectiveness of medical devices on the market in Canada. A 
minority agreed that access to medical devices is timely and that there is access to a sufficient 
variety of products. 

Finally, it is not necessarily clear that increasing the safety and effectiveness of medical devices 
falls within Health Canada’s mandate as it is currently defined, which, it could be argued, does 
not extend beyond helping to ensure that products that are approved for sale in Canada are safe 
and effective. 

 Industry compliance 6.4

In the short term, Health Canada’s activities are expected to lead to increased industry 
compliance with regulatory requirements relating to medical devices. Overall, the evaluation had 
difficulty assessing the level of industry compliance with regulatory requirements, since the 
available information is primarily activity- and output-, rather than outcome-, related. 
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Nevertheless, the following information gives some indication of industry compliance: 

 A relatively small proportion (9%) of signal assessments completed between 2005 and 2012 
resulted in a recommendation for compliance and enforcement action. That is, out of 81 
completed signal assessments, only 7 involved some form of non-compliance requiring 
compliance or enforcement action. 

 Out of 344 medical device establishment inspections completed in 2011–2012, only 2% 
(n=8) received an “NC” (non-compliant) rating (Inspectorate, 2012c).xxxiv 

 Of the 2,161 medical device shipments inspected between 2009–2010 and 2011–2012 under 
the Border Integrity Program, 22% were refused due to non-compliance with Canadian 
regulations. While this may seem like a significant proportion, shipments are targeted for 
inspection based on risk criteria; thus, the non-compliance rate among imported products in 
general may be lower. Unfortunately, other than indicating whether shipments involved 
counterfeit product, the border integrity data made available to the evaluation does not reveal 
the nature of these non-compliances. 

More dated information, covering the period from March 2004 to March 31, 2009, indicates that 
in this time: 

- the Inspectorate performed over 700 inspections and recorded 4,024 non-
compliances;xxxv 

- the most common non-compliances were incomplete or erroneous establishment licence 
renewal submissions (48.7%) and complaint handling (24.1%); 

- less commonly, inspections revealed non-compliances related to Class I devices and 
Class II, III, or IV device licensing (10.5%) and labelling (9.9%); and 

- about two thirds of the device licensing non-compliances were associated with the sale or 
importation of unlicensed devices (Inspectorate, 2010f). 

Over the period of the evaluation, Health Canada has not reported regularly or consistently on 
the nature, seriousness, frequency, or prevalence of non-compliances related to medical devices, 
and has focused its reporting, instead, on quantifying activities and outputs. Furthermore, Health 
Canada has not historically reported on the actions it has taken in response to non-compliance. 
That said, the Inspectorate has recently developed an annual inspection summary report that will 
be published on the Health Canada website. The 2012–2013 report includes a description of 
Inspectorate activities and outputs, describes in detail the overall compliance rate of industry, 
and lists the common observations cited in non-compliant establishments (Health Canada, 
2013e).  The report does not contain any information on actions taken by the Inspectorate in 
response to non-compliance.  

                                                 
xxxiv  The system of classifying establishments as “compliant” or “non-compliant” began in October 2010. Reports 

for earlier years report the number of non-compliances found, rather than the number of establishments 
deemed non-compliant. Thus, analysis of trends over time is not possible.  

xxxv  Program representatives indicated that the annual Inspectorate reports show that 957 inspections were 
performed and 5,329 non-compliances were found between 2004 and 2009.  
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 Adoption of safe behaviours 6.5

In the intermediate term, MDP activities are expected to lead to adoption of safe behaviours 
related to the use of medical devices by external stakeholders. The survey of non-industry 
stakeholders was intended to be the main source of data to support a response to this question. As 
already noted earlier in this report, the stakeholder survey could not supply the necessary 
evidence to support conclusions due to a poor response. The following information is available: 

 Non-industry key informants believe that stakeholders have likely changed the way they use 
health products as a result of receiving risk information from Health Canada, but could not 
provide evidence or clear examples to support this view. 

 Three of eight respondents to the stakeholder survey reported that Health Canada’s risk 
communications have influenced the way they use medical devices and drugs. 

 Based on document and literature review, some hospitals and health care facilities are 
engaged in SUD reprocessing in Canada, which may in some circumstances carry health and 
safety risks. 

 Unlicensed medical devices are available on the Canadian market and are presumably being 
used, although the magnitude of the problem and the safety risks involved are unknown. 

It is not possible on the basis of this limited information to draw conclusions on the extent to 
which this outcome has been achieved. 

 Use of scientific evidence and risk–benefit analysis 6.6

In the intermediate term, the MDP envisions an increase in the use of scientific evidence and 
risk–benefit analysis to inform Health Canada decision making. Health Canada has clearly 
integrated the use of scientific evidence and risk–benefit analysis into its decision-making 
processes and activities, although the evaluation could not determine whether their use has 
increased over the period under evaluation. 

The use of scientific evidence and risk–benefit analysis is formally integrated into Health 
Canada’s decision-making process. The Health Canada Decision-Making Framework for 
Identifying, Assessing and Managing Health Risks sets out an approach to decision making in 
which risk analysis and management activities are central (Health Canada, 2000). The 
framework is used to guide the MDP decision-making process, although the evaluation could not 
assess the consistency with which it is applied in practice. 

The use of scientific evidence and risk–benefit analysisxxxvi (and/or risk-based analysis) is also 
formally incorporated into Health Canada’s pre-market and post-market processes. Some 
examples are given below (note that this is not intended to be an exhaustive list). 

                                                 
xxxvi  Although the evaluation framework developed by Health Canada refers to “risk-benefit analysis,” many 

Health Canada documents refer to risk analysis, risk-based analysis, and risk-based approaches. These are 
distinct concepts, but the discussion here treats them as largely similar. If this outcome is retained as part of 
the MDP logic model, its meaning should be clarified.  
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 Medical devices are classified according to the potential risk they present to a user, and a 
more extensive review process is undertaken for each higher-risk class of device. 

 Health Canada uses foreign information as part of its review of health products, including 
medical devices, for market approval (HPFB, 2011b).  

 When submitting an application for a Class III or IV device licence, manufacturers are 
required to include a summary of any reported problems or recalls in other countries where 
the device is sold (GoC, 2011d, pp. 16–17). 

 MHPD has recently developed and implemented a standardized approach to post-market 
activities, including signal detection, prioritization, assessment, and risk management, which 
appears to incorporate consideration of scientific evidence and risk analysis. 

 The Inspectorate’s recently-developed Compliance and Enforcement Risk Evaluation Guide 
sets out a structured approach to evaluating and managing health risks through its compliance 
and enforcement activities (Inspectorate, 2012a). 

 Under the new inspection program for medical device establishments, domestic MDEL 
holders are inspected according to an established cycle, and may be selected for inspection 
outside of this cycle using risk-based criteria. The Inspectorate’s Guidance on the Medical 
Device Inspection Program and Guidance on Risk Classification of Medical Device 
Observations have been developed to guide the inspection process (Inspectorate, 2010b, 
2010c). 

In addition to incorporating scientific evidence and risk–benefit/risk-based analysis into its 
processes, Health Canada has established a number of Expert and Scientific Advisory Panels 
(EAPs/SAPs) to provide guidance on regulatory and policy development in various areas, and 
although it has not implemented all of the recommendations of any advisory group, it has used 
some of their recommendations to guide policy and regulatory development. Some examples are 
provided below; see Appendix C for a detailed summary. 

 In response to growing concerns about the safety and effectiveness of silicone gel-filled 
breast implants, Health Canada established the Expert Advisory Panel on Breast Implants 
(EAP-BI) and ultimately implemented a number of its recommendations. 

 Health Canada implemented several recommendations of the Expert Advisory Panel on Di(2-
ethyl-hexyl)phthalate (DEHP) in Medical Devices. 

 The work of the Scientific Advisory Committee on Medical Devices Used in the 
Cardiovascular System (SAC-MDUCS) has aided numerous Health Canada decisions over 
the years. 

 Health Canada has responded to several of the recommendations of the Scientific Advisory 
Panel on Reprocessing of Medical Devices (SAP-RMD). 
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Among industry survey respondents, more than half of respondents believe that pre-market 
reviews of medical device submissions are rigorous (57%); that Health Canada’s policies and 
regulations related to medical devices are based on an appropriate analysis of risk (58%); and 
that Health Canada’s policies and regulations are based on the best available evidence and 
scientific knowledge (53%). In all three cases, about one quarter were neutral, while about 5% 
disagreed. See Appendix C for more information. 

 Timely regulatory system response to identified risks 6.7

A timely regulatory system response to identified risks is expected to result from MDP activities 
in the intermediate term. Generally speaking, there is insufficient evidence to support a broad 
conclusion on this outcome. 

Stakeholders who participated in this evaluation through interviews and surveys offered mixed 
opinions on the timeliness of Health Canada’s response to risks. Among key informants, some 
believe that Health Canada does respond to risks in a timely manner, particularly if the perceived 
risks are high, while others hold the opposite view. From the standpoint of public health, a few 
interviewees argued that Health Canada should err on the side of caution by releasing information 
to Canadians as soon as possible. Key informants also observed that it is difficult to be sure if 
Health Canada is responding in a timely manner, because it is difficult to determine precisely when 
the Department first knew about the risk. 

From an industry standpoint, concerns were expressed by key informants that Health Canada 
does not always respond in a timely manner to issues that industry had identified and 
communicated to the government. It was noted that some trade complaints, such as the sale of 
unlicensed medical devices, could have serious implications for patient health. Industry key 
informants also reported that it has taken several years for Health Canada to address gaps in its 
regulatory and policy framework, including issues related to reprocessing of SUDs and the need 
for clearer guidance related to regulation of combination products. 

Among respondents to the industry survey, 46% agreed that over the past 10 years, Health Canada 
has responded in a timely manner to identified risks related to medical devices; only 3% disagreed, 
while one fifth were neutral and almost one third did not know. As for non-industry stakeholders, 
five of eight survey respondents agreed that Health Canada identifies safety risks associated with 
medical devices in a timely manner, and five believe that Health Canada responds to these safety 
risks in a timely manner. 

For the most part, data were not available to support a more objective analysis of the timeliness 
of Health Canada’s response to risk. It is known that in 2012, MHPD completed 86% (12 of 14) 
of signal assessments relating to medical devices within the performance target of 130 days, thus 
nearing its target of 90%. However, a similar analysis could not be undertaken for a wide range 
of other program activities, such as review of mandatory and voluntary problem reports, 
response to trade complaints, compliance verifications, HRAs, risk communications, and other 
post-market actions. It is not clear whether Health Canada has established performance standards 
for these activities. 
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While it is important for Health Canada to establish and strive to meet performance standards, 
comparisons against external criteria or standards may also be informative. In the signal 
assessment example noted above, the variable examined is the time elapsed between the date the 
signal was assigned and its approval date. This measure does not reveal the timeliness with which 
Health Canada identified the safety issue in the first place, or the timeliness with which the 
Department assigned the signal for assessment. A more telling analysis would include the total 
time elapsed between Health Canada’s initial detection of a safety signal and the eventual outcome 
or action taken by the Department. Further objectivity of the analysis could be derived by 
comparing Health Canada’s response to safety signals to that of other regulatory agencies. 

 International harmonization 6.8

In the intermediate term, MDP activities are expected to produce increased international 
harmonization of regulatory requirements for medical devices. The evaluation found evidence 
that the MDP has been working toward greater international harmonization and has made 
progress in some areas, particularly with respect to information-sharing. 

Health Canada’s TPD defines harmonization as “the development, adoption, and implementation of 
international technical standards for the development, registration, and control of pharmaceuticals 
and medical devices,” as well as “the convergence of regulatory practices and processes” (TPD, 
2004, p. 9). One of Health Canada’s main international activities has been the development and 
implementation of various international agreements with other regulatory agencies, including: 

- an agreement to develop and implement the PMAP with the US FDA; 

- an MOU on reciprocal recognition of QMS certificates for medical device manufacturers 
with Australia’s TGA; 

- an MOU with the TGA that outlines information-sharing procedures between Canada and 
Australia for guidance documents, pre-market applications, clinical trial results, 
inspection reports, post-market surveillance information, safety information, and many 
other kinds of documents — the purpose of the MOU is to facilitate exchange of 
information and encourage collaboration in medical device regulation between Canada 
and Australia (Health Canada, 2012b); and 

- an MOU with the FDA that outlines the types of documentation that may be shared and 
expresses similar goals about improving the exchange of information and encouraging 
cooperative activities (Health Canada, 2009b). 

Consistent with overarching government directives, in particular the Cabinet Directive on 
Regulatory Management, these international agreements are expected to decrease burden on industry 
and provide for more efficient use of government resources while ensuring safe and accessible 
medical devices for Canadians. The evaluation could not determine how frequently Health Canada 
engages in information-sharing or other collaborative efforts under these agreements. 
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Health Canada has also been a long-standing participant in international standard-setting bodies 
relating to medical devices. In 1992, Canada helped to found the Global Harmonization Task 
Force (GHTF) along with Australia, the EU, Japan, and the US. The GHTF is an international 
effort at harmonizing medical device regulations among the partnering countries. The two 
overarching goals of the initiative are to improve patient safety and increase access to safe, 
effective medical devices across the world (GHTF, 2012). The outputs of the initiative include 
guidance documents on various aspects of medical device regulation, with the idea that member 
countries can adopt the guidelines and make progress towards harmonization. The GHTF also 
collaborates with standard-setting bodies such as the International Organization for 
Standardization (ISO) and the Asian Harmonization Working Party (AHWP) to develop 
harmonizing standards. Health Canada’s participation in the GHTF has included attending 
regular GHTF Steering Committee meetings and acting as Chair on a rotating basis, as well as 
chairing two GHTF Study Groups (Pre-Market Evaluation and Quality Systems). Program 
personnel reported that Health Canada has adopted nine GHTF guidances to date, and is in the 
process of adopting an additional two. 

In 2011, the senior members of the GHTF agreed to take the initiative in a different direction. 
They acknowledged the accomplishments of the GHTF since its inception in 1992, but noted that 
widespread and uniform adoption of its regulatory approaches had not occurred among its 
members. They also pointed out that the membership of the GHTF is no longer reflective of the 
evolving global medical device market (Kelly, 2011). The members of the GHTF recommended 
the creation of the International Medical Device Regulators Forum (IMDRF) as a new form of 
collaboration between regulatory authorities from different countries. The Forum is intended to 
allow more detailed discussion between regulatory authorities and lead to improved ways to 
increase harmonization. The Forum would be led by representatives of regulatory agencies, but 
would also be open to input from industry members, academics, health care professionals, and 
other stakeholders (Kelly, 2011). The Forum Management Committee comprises members from 
Australia, Brazil, Canada, China, the EU, Japan, the US, and the World Health Organization 
(WHO). Forum participants held their inaugural meeting in Singapore in February 2012 
(IMDRF, 2012). Health Canada is currently chairing one of the IMDRF working groups. 

Generally speaking, key informants believe that while Health Canada has made progress in this 
area, more could be done to harmonize Canada’s pre-market and post-market processes for 
medical devices with those of other jurisdictions. Stakeholders also noted obstacles to 
harmonization. For example, standards, guidelines, policies, or regulatory approaches employed 
in other jurisdictions may not be entirely appropriate in a Canadian context. 

Key informants were generally of the view that increased harmonization will improve access to 
medical devices; furthermore, many believe it will improve the safety of these products. Three 
reasons were given to support this belief: 

 Sharing post-market information with other jurisdictions may result in faster identification of 
safety signals, as these are being monitored over a larger population base; consequently, 
timelier reactions to health and safety risks may be possible. 
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 Sharing pre-market information and otherwise streamlining the approval process may enable 
Health Canada to reallocate resources to post-market activities, including post-market 
surveillance/monitoring, and compliance and enforcement activities, where there is currently 
a perceived need. 

 Having multiple jurisdictions involved in developing standards and guidelines may lead to 
more robust processes and requirements. 

 Long-term outcomes 6.9

In the long term, MDP activities are expected to contribute to a reduction in health risks and 
adverse events associated with the use of medical devices, as well as increased public confidence in 
medical devices and the related regulatory system. MDP activities likely have an impact in these 
areas, although it is important to realize that many other factors may also influence these outcomes. 

MDP activities such as approval of safe medical devices, post-market surveillance and monitoring, 
and compliance and enforcement should contribute to reduced health risks and adverse events 
associated with the use of these products. For example, actions such as removing unsafe medical 
devices from the market through recalls or preventing counterfeit products from entering Canada 
avert adverse health effects in humans that would have occurred had these actions not been taken. 

As for public confidence, the evaluation did not find any public opinion or other research that 
would provide insight into the degree of public confidence in medical devices and the related 
regulatory system. Of the eight respondents to the non-industry stakeholder survey, six agreed they 
have confidence in the safety of medical devices on the market in Canada, while five said they have 
confidence in the effectiveness of medical devices on the market in Canada. Only two agreed that 
access to medical devices in Canada is timely and that there is access to a sufficient variety of 
products. 

Ultimately, Health Canada hopes to achieve a sustainable, cost-efficient, responsive, and 
science-based regulatory system for medical devices in Canada. A lack of information on 
financial and human resources makes it difficult to draw conclusions regarding the sustainability 
and cost-efficiency of the system, although submission review performance has been improving 
in recent years, and several other initiatives are underway that are intended to enhance process 
efficiencies. As for the responsiveness and scientific basis of the regulatory system, the evidence 
indicates that Health Canada has formally integrated scientific evidence and risk-based analysis 
into MDP decision making. There appear to be some concerns about the timeliness of the 
Program’s response to risks and the extent to which it takes stakeholder concerns into account in 
policy and regulatory development. 

 Unintended consequences 6.10

The evaluation identified relatively few unintended consequences arising from Health Canada’s 
regulatory approach to medical devices. Some concerns were expressed about potential negative 
economic impacts for industry. For example, industry key informants noted that uncertainty 
around approval timelines for medical devices, combined with the financial burden associated 
with cost recovery, may cause manufacturers to delay or avoid submitting new health products 
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for approval in Canada. Ultimately, this may result in reduced access by patients to these 
products, as well as to an observed “trade deficit” with respect to medical devices (i.e., Canada 
tends to import more of these devices than it exports). Finally, some industry key informants 
suggested that Health Canada sometimes does not enforce compliance with licensing 
requirements, which may place compliant medical device manufacturers at a competitive 
disadvantage. The evaluation could not determine the extent to which these unintended 
consequences identified by key informants have, in fact, occurred. 
 

7.0 Findings: efficiency and economy 

Overall, the available financial and human resource information is insufficient to support an 
analysis of efficiency and economy. As a result, the evaluation could not assess the extent to 
which program resources were used as planned, whether program outputs were produced 
efficiently, or whether expected outcomes were produced economically. 

For fiscal year 2007–2008 and earlier, financial reporting was based on Health Canada’s former 
PAA. Under this PAA, medical device activities fell under the Health Products and Food 
Program Activity. Program sub-Activities were as follows: 

- pre-market regulatory evaluation and process improvement 

- information, education, and outreach on health products, food, and nutrition 

- monitoring safety and therapeutic effectiveness and risk management 

- transparency, public accountability, and stakeholder relationships 

Under this PAA, financial reporting was linked to these four Program sub-Activities and to sub-
sub-Activities representing, at a more detailed level, the functional activities carried out by 
Health Canada personnel as part of the sub-Activities. However, it is not possible to link this 
information to what, since 2008–09, has been considered the MDP. 

In 2007–08, Health Canada’s PAA was restructured. Under the new PAA, the relevant Program 
Activity is Health Products, and the Program sub-Activities are as follows: 

 Pharmaceutical Human Drugs 

 Biologics and Radiopharmaceuticals 

 Medical Devices 

 Veterinary Drugsxxxvii 

                                                 
xxxvii  Further restructuring in 2012 resulted in the creation of a larger Pharmaceutical Drugs Program by combining 

the Pharmaceutical Human Drugs Program and the Veterinary Drugs Program. However, this change did not 
affect the MDP. 
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Financial reporting was linked to these four Program sub-Activities from 2008–2009 through 
2011–2012. However, the available expenditure data did not include overhead, which is not 
coded at the sub-Program level but only at the Program level (i.e, Health Products). Historically, 
therefore, the available financial information did not provide an accurate picture of total MDP 
expenditures. Similarly, limited information was available on MDP budgets. For example, in 
2010–2011 and 2011–2012, financial reporting at the Program sub-Activity level did not include 
budgeted amounts. Instead, budgeted amounts were only reported at the Program level (i.e., 
Health Products). This, combined with the difficulties in understanding total MDP expenditures, 
has made it impossible to compare budgeted amounts against actual expenditures for the MDP 
over time. 
 
Health Canada representatives indicated that HPFB has recently implemented a number of 
improvements to its approach to financial reporting. 

 Although expenditures incurred by overhead organizations such as ADM and PPIAD were 
not coded consistently to the MDP in the past, since 2011–2012, procedures have been put in 
place to ensure that all expenditures are coded to the appropriate Sub-activity (Medical 
Devices, Pharmaceutical Drugs, etc.) and not at the Program (i.e., Health Products) level. 

 Beginning in 2013–2014, notional budgets were revised to ensure proper allocation to the 
Sub-activity level. 

 Beginning in 2014–2015, TBS will require all government expenditure management 
reporting to be done at the Sub-activity level, or lower, depending on the approved PAA. 
Health Canada representatives indicated that HPFB is well along the path of being able to 
plan, budget, and report at this new required level. 

Table 8 presents total MDP expenditures for 2009–2010 to 2011–2012, based on financial 
information provided by HPFB and RAPB. 
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Table 8: Total expenditures ($), MDP, 2009–2010 to 2011–2012 

Directorate 
2009–2010 2010–2011 2011–2012 

w/o revenue w/ revenue Revenue w/o revenue w/ revenue Revenue w/o revenue w/ revenue Revenue 

Therapeutic Products 10,799,801 6,282,114 4,517,687 10,876,306 6,003,152 4,873,154 12,291,147 4,980,775 7,310,372 

Inspectorate 1,251,433 -7,775,597 9,027,030 1,220,700 -11,003,859 12,224,559 2,642,364 -560,576 3,202,940 

Marketed Health Products 1,014,737 1,014,737  1,131,106 1,131,106  2,548,700 1,523,592 1,025,108 

Other Branch MDP costs  657,139  657,139   479,771  479,771   6,444,793  5,153,793  1,291,000  

HPFB Regions   171,835  171,835         

Total MDP – HPFB 13,894,945 350,228 13,544,717 13,707,883 -3,389,830 17,097,713 23,927,004 11,097,584 12,829,420 

RAPB 2,529,150 2,951,521 5,975,992 -4,795,997 1,179,995 

Total MDP – HPFB and RAPB 16,424,095 350,228 13,544,717 16,659,404 -3,389,830 17,097,713 29,902,996 6,301,587 14,009,415 

Notes: 
1. Figures include Employee Benefit Plans (EBP). 
2. Overhead was not coded to sub-activity levels prior to 2011-2012. Therefore, total MDP expenditures do not include overhead in 2009-2010 and 2010-2011. 
3. HPFB Regions includes British Columbia, Alberta, Nunavut, Northwest Territories region, Ontario, Quebec, Atlantic, and Manitoba and Saskatchewan region 
4. Other Branch MDP Costs consists of ADM, Litigation, Office of Consumer and Public Involvement, Policy Planning and International Affairs, HPFB Obligations, HPFB Unallocated Funding. 
5. There is no revenue for 2009–2010 and 2010–2011 for RAPB. Cost recovery revenue was allocated to RAPB starting in 2011–2012. 

Source: HPFB and RAPB. 
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In addition to the limitations, described above, of HPFB’s historic approach to reporting on the 
budgets and expenditures of the MDP, a number of other shortcomings in the data also limit their 
usefulness for analyzing efficiency and economy. For example, while there is information on the 
number of FTEs allocated to various HPFB directorates and other entities involved in the MDP, 
the number of FTEs allocated to various program activities is unknown.xxxviii 

A related challenge, from the point of view of assessing efficiency and economy, is that 
reporting by functional activities, which took place under the previous PAA, has not taken place 
since 2008–2009. Some examples of functional activities (also referred to as Functional Areas) 
include screening, product assessment, new submissions, monitoring and surveillance, and 
education and outreach. Such task- or activity-based reporting is essential to analyzing efficiency 
and economy because it reflects the time spent by program staff performing various tasks or 
activities and producing various outputs. As such, this information is important in assessing: 

- allocative efficiency, which focuses on the relationship between resources and outcomes; 

- operational efficiency, which focuses on the relationship between resources and outputs; 
and 

- economy, which focuses on the optimization (including the minimization) of the use of 
resources. 

Within TPD, coding has been updated as of 2012–2013 so that functional activity information 
will be available in the future. In a recent status report to Treasury Board on the financial 
management and performance of the Human Drugs and Medical Devices Programs under the 
new cost recovery regime, Health Canada reported that it has introduced financial management 
controls, including an improved time tracking system, to help validate costing data (Health 
Canada, 2013h). In addition, Health Canada reported that it has introduced a variety of other 
measures to support the efficient delivery of regulatory services, including the following: 

- streamlining review processes 

- putting systems in place — such as Standard Operating Procedures (SOPs), guidelines, 
and training — to support more efficient reviews and applying them consistently to 
enable improved submission planning 

- using foreign review reports and working with other regulatory agencies 

- strengthening scientific capacity through hiring and retaining qualified staff 

- improving information technology (IT) systems to support the submission review process 

                                                 
xxxviii  According to data provided by HPFB, the number of FTEs allocated to the MDP within HPFB increased 

from 126.54 in 2009–2010 to 197.86 in 2011–2012.  Information on BGTD reviewers of combination 
product applications is not available, as these personnel are not “allocated” to the MDP. 
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In the same report, Health Canada noted that the increased revenue resulting from updated user 
fees has “allowed activities to be better resourced” and that “cost recovery targets for first 
decisions met 100% service standards in all program areas”; the same information was also 
reported in the 2011–2012 DPR. 

Based on the analysis completed as part of this evaluation and reported in Section 5.2.1, the 
timeliness of submission review has been improving for all classes of medical devices since at 
least 2009–2010, and improvements in performance have continued under the new cost recovery 
framework. However, these improvements in timeliness do not necessarily mean that submission 
review is being carried out more efficiently, i.e., it is not necessarily the case that program 
outputs — in this case, completed reviews — are being produced at lower cost. A more detailed 
costing analysis, such as the analysis completed in 2007 to support the proposal for updated user 
fees (Health Canada and Spearhead Management Canada Ltd, 2007), which calculated a unit 
cost for a variety of program activities subject to cost recovery, would shed light on the extent to 
which efficiencies may have been realized under the new cost recovery regime. 

Health Canada is reviewing its costs, fees, and performance associated with the MDP as per its 
commitment in the User Fee Proposal and the Regulatory Impact Analysis Statement associated 
with the Fees in Respect of Drugs and Medical Devices Regulations. Preliminary results are 
expected in 2014. 

8.0 Conclusions and recommendations 

Relevance 

The evaluation found government oversight of medical devices to be both necessary and relevant. In 
addition to their diagnostic and therapeutic benefits, there are significant risk and safety issues 
associated with medical devices that warrant an ongoing role for government. The existing 
environment is also characterized by significant change and uncertainty as novel technologies and 
products emerge that blur the existing boundaries among medical devices, pharmaceutical drugs, and 
biologics. These factors speak to the need for government oversight in this area in order to manage 
potential health and safety risks. Such a role, furthermore, is consistent with federal and Health 
Canada roles and responsibilities, as described in federal statutes and regulations, and aligns directly 
with Health Canada’s strategic outcome to inform and protect Canadians from health risks 
associated with food, products, substances, and environments. 

MDP activities are also well aligned with federal priorities to strengthen consumer safety. The 
federal government has devoted substantial resources over the past decade to broader initiatives 
intended to improve the safety of health products, including medical devices, through 
modernizing the regulatory framework for these products and, more recently, signalled its 
commitment to the long-term sustainability of the MDP by including medical devices in recent 
updates to its cost recovery framework and user fees. 
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Performance – program implementation 

Over the period of the evaluation, Health Canada has made progress in implementing its planned 
activities and, in the process, has responded to several emergent issues and challenges. However, 
a number of unresolved issues and challenges remain. 

On the pre-market side, in addition to implementing a new cost recovery framework, Health 
Canada has also undertaken several other initiatives that are intended to increase the efficiency of 
the submission review process. In particular, it has piloted electronic submissions for Class III and 
IV medical devices and, more recently, taken steps to increase the use of foreign information in 
Class III and IV applications. There is broad support among external key informants for measures 
to expedite the review process, particularly through the use of foreign reviews and data. 

Health Canada has recently chosen not to proceed with planned amendments to the 
investigational testing provisions of the Medical Devices Regulations that would have introduced 
GCP requirements and an inspection program for investigational testing, concluding that the 
risks involved did not warrant an increased regulatory burden. Health Canada’s position is 
inconsistent with its main international counterparts in the US and Europe, where GCP 
requirements for investigational testing are in place. 

Prior to implementation of the new cost recovery framework, Health Canada’s review 
performance fluctuated over time for all three classes of device subject to pre-market review, and 
over the period of the evaluation, the 90% target had usually not been met. Review performance 
has been improving over the past three years, including under the new cost recovery framework. 
A more thorough analysis would consider review performance in relation to changing resource 
levels and trends in submission types and volumes. 

Combination products, which combine more than one type of regulated health product (e.g., 
drug-device combinations, or biologic-device combinations), present a number of challenges for 
pre-market review. Reported difficulties include inconsistent application of the criterion for 
classifying products; inappropriate classifications of some products as medical devices, which 
some internal key informants suggested may result in under-estimating their risks; and 
difficulties in completing reviews of combination products in a timely fashion. Finally, although 
fees for drug submissions are substantially higher than for medical devices, submission fees for 
combination products regulated as devices are paid solely to MDB at rates set for medical 
devices. Many key informants, both internal and external to Health Canada, emphasized an 
urgent need for Health Canada to develop and implement policy and guidance relating to the 
review and licensing of combination products. Although the FDA’s general approach to 
combination products is similar to Health Canada’s, unlike Health Canada, the FDA has 
developed a considerable body of policy and guidance for industry in this area. 
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Recommendation 1: 

Health Canada should review its approach to the review and licensing of combination 
products. 

Like combination products, SUDs have also presented policy and regulatory challenges for 
Health Canada over the evaluation period. Unlike medical devices that are designed, labelled, 
and sold for multiple uses, SUDs are produced by manufacturers to be used once and then 
discarded. Reprocessing of SUDs has become common in Canada and is carried out by hospitals 
and by third-party reprocessors. In response to concerns about the safety risks associated with 
reprocessing expressed by the OAG in 2004, Health Canada undertook a review of its authorities 
to determine its ability to regulate the reprocessing of SUDs, ultimately concluding that it does 
not have the authority to regulate the use of a device after its sale and therefore does not have the 
authority to regulate reuse. 

It is unclear if this conclusion remains valid for all reprocessing situations, suggesting that a 
reassessment of Health Canada’s role in light of market developments may be warranted in 
future. Furthermore, Health Canada’s long-held stance on the issue is at odds with that of its 
international counterparts. In the US, where federal and state jurisdictions are similar to Canada, 
all hospitals and third parties that reprocess SUDs are subject to the same regulatory 
requirements as original equipment manufacturers. Likewise, the EU has recently proposed 
similar amendments to the Medical Devices Directive. In Canada, calls for some type of 
regulation or oversight of reprocessing on the part of Health Canada continue from health care 
facilities, original equipment manufacturers, and third-party reprocessing firms. 

Recommendation 2: 

Given the growing re-use of SUDs, Health Canada should review the implications of SUD 
reprocessing. 

On the post-market side, one of Health Canada’s main accomplishments has been the 
implementation of CMDSNet to supplement the existing system of medical device problem 
reporting. CMDSNet is intended to encourage voluntary problem reporting by health care 
professionals, among whom reporting has historically been low. The CMDSNet was launched in 
2009 and, in its first three years, processed one third of all voluntary problem reports submitted 
to Health Canada and was an important source of safety signals. Health Canada plans to expand 
CMDSNet to include more health care institutions. 

Health Canada has also implemented a standardized approach to signal detection, assessment, 
and risk management, which is used across all regulated health products, including medical 
devices. While Health Canada’s post-market surveillance activities for medical devices have 
improved in recent years, opportunities for improvement include becoming more engaged in 
current discussions concerning the introduction of a device identification and registration system 
for medical devices; implementing a public database of medical device problem reports, such as 
exists in the US; and enhancing collaboration with international regulators to collect and monitor 
safety information. Other possible changes — both of which are in place in the US — include 
electronic submission of problem reports and introducing regulatory amendments requiring 
health care institutions to report medical device problems that result in serious illness, injury, or 
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death. Health Canada is currently experimenting with electronic submission of adverse drug 
reaction reports and, under the FCSAP, planned to introduce mandatory adverse drug reaction 
reporting for health care institutions, though such legislation has not been implemented to date. 

Recommendation 3: 

Health Canada should explore additional measures to enhance the post-market 
surveillance and monitoring of medical devices. 

In the area of compliance and enforcement, Health Canada has implemented significant changes 
to its inspection program for medical devices. Under the new risk-based approach, domestic 
MDEL holders are inspected on an established cycle and are rated as either compliant or non-
compliant according to the risk given to observations noted during inspections. In 2012, in 
response to recommendations made by the OAG, Health Canada conducted a pilot project to 
assess the possibility of expanding the inspection program to foreign establishments, and based 
on the results, plans to include foreign establishments in the medical device inspection program 
beginning in 2013–2014. 

The presence of unlicensed devices on the Canadian market is a concern for industry 
stakeholders, who are critical of what they perceived as Health Canada’s failure to enforce 
compliance in this area and insufficient penalties in the event of non-compliance. Concerns about 
the presence of unlicensed medical devices on the Canadian market were also expressed by the 
OAG in 2004. To date, Health Canada has not analysed the extent of the problem or the health 
and safety risks it poses. 

Recommendation 4: 

Health Canada should determine the extent to which unlicensed medical devices are 
available on the Canadian market, and take steps to discourage this practice and ensure 
compliance with regulation. 

In the area of communications and stakeholder engagement, Health Canada aims to provide 
Canadians with more information on health products, and to make the regulatory system more 
open to consumer and other stakeholder input and involvement. Arguably the most important 
aspect of Health Canada’s role in communication and stakeholder engagement is the 
communication of post-market risk and safety information to health professionals and the public. 
Since 2005, Health Canada has communicated risk and safety information primarily through the 
MedEffect website. In February 2013, Health Canada launched a revised system for 
disseminating risk communications online, which appears to be a substantial improvement over 
the MedEffect system in several ways, including the availability of an advanced search feature 
and a new format for risk communications. Health Canada recently initiated an evaluation of its 
risk communications for health products, including medical devices, following through on long-
standing plans to assess their effectiveness. 
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Performance – outcomes 

Over the period of the evaluation, Health Canada has engaged in many activities that should, in 
theory, contribute to the expected outcomes of the MDP. However, for various reasons, data to 
support definitive conclusions on outcomes achieved are relatively limited. 

Immediate outcomes 

In the immediate term, Health Canada’s activities are expected to produce increased awareness 
and understanding by non-industry stakeholders of risks and benefits related to medical devices. 
However, based on the limited results from the stakeholder survey, it is not possible to draw 
conclusions on this question. 

The evaluation found a reasonably high level of awareness and understanding among industry of 
Health Canada’s regulatory activities for medical devices, with the exception of its compliance 
activities and related enforcement actions. Most industry survey respondents were aware of 
various types of information made available by Health Canada and had also used this 
information. However, only a minority of respondents believe that Health Canada has consulted 
adequately with industry; that the existing consultation mechanisms are effective; and that Health 
Canada takes the concerns of industry into account in regulatory and policy development. 

In the short term, Health Canada’s activities are also intended to produce increased safety and 
effectiveness of medical devices. There are clearly processes in place that are designed to ensure 
that medical devices are safe and effective, but no concrete evidence of improvements in these 
areas. 

Finally, in the short term, Health Canada’s activities are expected to lead to increased industry 
compliance with regulatory requirements. While compliance information is relatively limited, the 
available data seem to suggest that serious non-compliance is relatively uncommon. Over the 
period of the evaluation, however, Health Canada has not reported regularly or consistently on 
the nature, seriousness, frequency, or prevalence of non-compliances related to medical devices, 
and has focused its reporting, instead, on quantifying activities and outputs. That said, the 
Inspectorate has recently developed an annual inspection summary report that will be published 
on the Health Canada website. The 2012–2013 report includes a description of Inspectorate 
activities and outputs, describes the overall compliance rate of industry, and lists the common 
observations cited in non-compliant establishments. The report does not contain any information 
on actions taken by the Inspectorate in response to non-compliance.  
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Recommendation 5: 

Health Canada should continue to build on its current approach to performance reporting 
to emphasize compliance and enforcement outcomes to a greater extent. 

Intermediate outcomes 

In the intermediate term, Health Canada activities are expected to lead stakeholders to adopt safe 
behaviours with respect to the use of medical devices. It is known that some hospitals and health 
care facilities are engaged in SUD reprocessing in Canada and that unlicensed medical devices 
are available on the Canadian market and are presumably being used, although the magnitude of 
the problem and the safety risks involved are unknown. 

Health Canada activities are also expected to result in increased use of scientific evidence and 
risk-benefit analysis to inform decision making related to medical devices. The use of scientific 
evidence and risk-benefit analysis is formally integrated into Health Canada’s Decision-Making 
Framework for Identifying, Assessing and Managing Health Risks, and also into various pre-
market and post-market processes. Health Canada has established a number of Expert and 
Scientific Advisory Panels to provide guidance on regulatory and policy development, and has 
implemented some, though not all, of their recommendations. 

In the intermediate term, Health Canada also hopes to achieve a timely response to identified 
risks related to medical devices. For the most part, data were not available to support an 
objective analysis of this outcome. While in 2012, MHPD neared its target of completing 90% of 
signal assessments within its performance target, a similar analysis could not be undertaken for a 
wide range of other program activities. While it is important for Health Canada to establish and 
strive to meet performance standards, comparisons against external criteria or standards, such as 
the response of other regulatory agencies to specific risks, may also be informative. 

In the intermediate term, Health Canada expects to achieve increased international harmonization 
of regulatory requirements for medical devices. Health Canada has developed several agreements 
with other regulatory agencies, including the FDA and Australia’s TGA. Health Canada has also 
been a long-standing active participant in the GHTF, has adopted nine GHTF standards, and is in 
the process of adopting another two. Health Canada is also a member of the IMDRF, the 
successor to the GHTF. Key informants were generally of the view that although Health Canada 
has made progress in this area, more could be done to harmonize Canada’s pre-market and post-
market processes for medical devices with other jurisdictions. 

Long-term outcomes 

In the long term, it is likely that Health Canada’s activities contribute to reduced health risks and 
adverse events associated with the use of medical devices. For example, actions such as 
removing unsafe medical devices from the market through recalls or preventing counterfeit 
products from entering Canada avert adverse health effects in humans that would have occurred 
had these actions not been taken. As for increased public confidence in medical devices and the 
regulatory system, the evaluation found no public opinion research conducted by Health Canada 
or any other entity that would shed light on this question, thus no conclusions are possible. 
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Ultimately, Health Canada hopes to achieve a sustainable, cost-efficient, responsive, and 
science-based regulatory system for medical devices in Canada. Limited information on financial 
and human resources makes it difficult to draw conclusions regarding the sustainability and cost-
efficiency of the system, although submission review performance has been improving in recent 
years, and several other initiatives are underway that are intended to enhance process 
efficiencies. With respect to the responsiveness and scientific basis of the regulatory system, 
while Health Canada has formally integrated scientific evidence and risk-based analysis into 
decision making, there are some concerns about the timeliness of its response to risks and the 
extent to which it takes stakeholder concerns into account in policy and regulatory development. 

Performance – efficiency and economy 

Changes in HPFB’s approach to financial reporting over the period of the evaluation made it 
challenging to consistently match MDP expenditures and budgets, so as to compare and analyze 
this information over time. HPFB has recently restructured its financial reporting to comply with 
Treasury Board requirements, which should improve the accuracy of this information and 
facilitate future analysis.   

While activity-based financial reporting has not taken place since 2008–2009, within TPD 
coding has been updated as of 2012–2013 so that functional activity information will be 
available in the future.  Activity-based reporting is important to support activity-based costing, 
which in turn is important to analysing the efficiency with which program activities are carried 
out. HPFB undertook an activity-based costing exercise in 2007 to support the proposal for 
updated user fees, and used the results of this analysis to calculate unit costs for a variety of 
regulatory activities, including submission review. The available data indicate that the timeliness 
of submission review for all classes of medical devices has been improving since at least 2009–
2010, and that improvements in performance have continued under the new cost recovery 
framework. However, without analysing the unit costs of submission review and other cost-
recovered activities, it is unclear if improvements in timeliness also represent improved 
efficiencies. In addition to enabling an assessment of the extent to which efficiencies may have 
been realized under the new cost recovery framework, such analysis would also assist the MDP 
in identifying where future adjustments to the framework may be necessary. For example, such 
analysis would assist the MDP in determining if adjustments to the framework need to be made 
to accommodate review of combination products. To this end, HPFB is reviewing its costs, fees, 
and performance associated with the MDP, as per its commitment in the User Fee Proposal and 
the Regulatory Impact Analysis Statement associated with the Fees in Respect of Drugs and 
Medical Devices Regulations 
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Appendix A – Evaluation Matrix 
Table 1: Evaluation Matrix 

EVALUATION OF THE MEDICAL DEVICES PROGRAM (MDP) – EVALUATION MATRIX 

Evaluation issues and questions Indicators Data sourcesxxxix 

SECTION 1: RELEVANCE 

Issue #1: Continued need for the program 
1. Is there a continued need for the MDP?   Need for program identified/documented Document review: 

- Official government documents 

 Evidence of current/emerging human health and safety issues related to 
medical devices 

Literature review 

 Rationale/justification for regulation of medical devices/health products 
(e.g., welfare economics)  

Literature review 

 Expert/stakeholder assessment of ongoing need  Key informant interviews (internal and external) 

 Responsiveness of program to needs of Canadians Document review 
Literature review 
Key informant interviews (external) 
Survey of industry  
Survey of stakeholders 

Issue #2: Alignment with government priorities 
2. Is the MDP aligned with the priorities of 

the Government of Canada?  
 Extent to which program objectives are linked to Federal Government 

priorities 
Document review: 

- recent Speeches from the Throne/Budgets  
- Medical Devices Program (MDP) RMAF 
- Food and Consumer Safety Action Plan (FCSAP) RMAF 
- Therapeutic Product Safety Initiative (TPSI) RMAF 
- Cost Recovery Initiative (CRI)  

 Extent to which program objectives are linked to the strategic 
outcomes/priorities of Health Canada/HPFB 

Document review: 
- recent Health Canada Reports on Plans and Priorities 
- HPFB Blueprint for Renewal reports and related documents 
- MDB/TPD strategic plans and business transformation progress reports 

                                                 
xxxix  The specific data sources (particularly documents and administrative data) identified in this matrix are examples only and/or reflect information that is expected or known 

to be available. Some of the data sources identified in this matrix may ultimately prove to be unavailable, while additional data sources may be identified over the course of 
the evaluation. 
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EVALUATION OF THE MEDICAL DEVICES PROGRAM (MDP) – EVALUATION MATRIX 

Evaluation issues and questions Indicators Data sourcesxxxix 

Issue #3: Alignment with federal roles and responsibilities 
3. Is the MDP consistent with federal roles 

and responsibilities?  
 Extent to which the program objectives are consistent with the legislative 

framework of the Federal Government 
Document review: 

- federal Acts and Regulations (Department of Health Act, Food and 
Drugs Act, etc., and relevant regulations, including Medical Devices 
Regulations) 

 Extent to which the program objectives are consistent with the legislative 
framework of Health Canada 

Document review: 
- federal Acts and Regulations (Department of Health Act, Food and 

Drugs Act, etc., and relevant regulations, including Medical Devices 
Regulations) 

- recent Health Canada Reports on Plans and Priorities 

SECTION 2: PERFORMANCE (EFFECTIVENESS, EFFICIENCY, ECONOMY) 

Issue #4: Achievement of expected outcomes 
4. Is the Program’s governance structure 

likely to support the achievement of 
expected outcomes? 

  

a) Is there an established governance 
structure to coordinate MDP delivery? 

 Extent to which internal and interdepartmental partners’ roles, 
responsibilities, accountabilities, and decision-making authorities are 
documented and understood 

Document review: 
- descriptions of the organizational structures, mandates, and activities of 

program partners, as available from: 
o Health Canada website 
o MDP, FCSAP, and TPSI RMAFs 
o health product regulation roles and responsibilities 

framework documents (2005; 2008)  
o process maps (e.g., MHPD) 
o other internal documents as available 

Key informant interviews (internal and external, i.e., other federal departments) 

 Extent of collaboration among internal and interdepartmental partners, as 
evidenced by: 

- existence of committees, working groups, and teams 
- frequency of meetings of committees, working groups, and teams 

Document review: 
- TPD/MDB, MHPD, HPFBI, and HPFB operational, strategic, and 

business plans  
- TPD/MDB, MHPD, HPFBI, and HPFB performance reports 
- committee/working group Terms of Reference (as available) 
- meeting agendas/minutes (as available) 

Key informant interviews (internal and external, i.e., other federal departments) 

 Nature of industry involvement in MDP governance Document review: 
- minutes of meetings/reports of consultations with industry stakeholders 

(e.g., MEDEC) 
Key informant interviews (internal and external) 

b) Has a performance measurement 
framework been designed and 
implemented?  

 Existence of performance measurement framework(s)  Document review 
- MDP, FCSAP, and TPSI RMAFs 
- MDP Summative Evaluation Framework 
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EVALUATION OF THE MEDICAL DEVICES PROGRAM (MDP) – EVALUATION MATRIX 

Evaluation issues and questions Indicators Data sourcesxxxix 
 Extent to which performance data are collected  Document review: 

- HPFB performance reports  
- MDP/TPD quarterly, monthly, and annual reports on 

metrics/performance (2005–2011) 
- HPFBI quarterly reports on performance indicators(medical devices) 
- Health Canada DPRs 
- FCSAP annual reports 
- Formative Evaluation of the Therapeutics Access Strategy 

Key informant interviews (internal) 

c) Is the performance measurement 
framework used to support decision-
making?  

 Extent to which performance data are used to support decision-making Document review: 
- TPD/MDB, MHPD, HPFBI, and HPFB operational, strategic, and 

business plans 
- MRAPs for relevant evaluations (e.g., Therapeutic Access Strategy)  
- other management planning documents (if available) 

Key informant interviews (internal) 

5. To what extent has the MDP been 
implemented as planned? 

  

a) Has the Program effectively addressed 
challenges, emerging issues, and changing 
priorities? 

 Extent to which challenges, emerging issues, and changing priorities have 
been effectively addressed, e.g.: 

- cost recovery 
- review process for combination devices 
- review process for manufacturing devices 
- product classifications (e.g., medical devices versus consumer 

products) 
- reprocessing/refurbishing of single use medical devices 

Document review 
- MDB/TPD strategic plans and business transformation progress reports  
- Issue Analysis and Blueprint for Renewal documents 
- Cost Recovery Initiative/related documents 
- communications/consultations with stakeholders (e.g., MEDEC) 

including reports of such consultations 
- policies, regulations, and guidelines implemented to address challenges, 

emerging issues, and changing priorities 
Key informant interviews (internal and external) 
Case studies 

b) Have activities been implemented as 
planned? 

 Extent to which MDP activities have been implemented as planned  Document review: 
For planned implementation: 

- Official government documents 
- TPD/MDB, HPFBI, and HPFB operational and strategic plans 
- HPFBI Inspection Strategy for Medical Devices 
- MDP RMAF 
- FCSAP RMAF 
- TPSI RMAF 

For actual implementation:  
- HPFB performance reports 
- MDB quarterly, monthly, and annual reports on metrics and 

performance 
- HPFBI quarterly reports on MDP  
- TPD annual reports and business transformation reports 
- Health Canada DPRs 
- actual spending data  
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EVALUATION OF THE MEDICAL DEVICES PROGRAM (MDP) – EVALUATION MATRIX 

Evaluation issues and questions Indicators Data sourcesxxxix 
c) Have the activities produced the expected 

outputs?  
 Enumeration of outputs (policies, guidelines, regulations, research, 

MOUs, etc.) produced for each activity  
Document review: 
For expected outputs: 

- Official government documents 
- TPD/MDB, HPFBI, and HPFB operational and strategic plans 
- HPFBI Inspection Strategy for Medical Devices 
- MDP RMAF 
- FCSAP RMAF 
- TPSI RMAF 

For actual outputs:  
- HPFB performance reports  
- MDB quarterly, monthly, and annual reports on metrics and 

performance 
- HPFBI quarterly reports on MDP  
- TPD annual reports and business transformation reports 
- Health Canada DPRs 
- actual spending data 
- policies, guidelines, regulations, research, MOUs, etc. 

d) Have requirements/ commitments to 
Central Agencies (i.e., Office of the 
Auditor General, Cabinet Directive on 
Streamlining Regulations, Policy on Public 
Consultation, Policy on Gender- Based 
Analysis) been addressed?  

 Extent to which requirements and commitments to Central Agencies have 
been addressed  

Document review (to extent relevant documents may be available) 
Key informant interviews (internal and external) 

6. To what extent has progress towards 
expected outcomes been achieved? 

  

Immediate outcomes 

a) To what extent is there increased 
awareness and understanding among 
external stakeholders of risks and benefits 
related to medical devices?  

 Extent and nature of Health Canada communications to/consultations with 
external stakeholders regarding risks and benefits of medical devices, 
including: 

- industry, health care professionals, health care facilities, consumer 
associations, patient groups 

Document review: 
- Health Canada communications, meetings, and consultations with 

external stakeholders regarding risks and benefits of medical devices 
Case studies 

Indicators related to TPSI Immediate Outcome #3: 
 Percentage change in the number of public consultations through the use 

of technology 
 Percentage change in the number of public regulatory consultations 
 Number of consultative committees 

Document review (if available) 

 External stakeholder perceptions of their understanding of the information 
made available by Health Canada 

Key informant interviews/ consultations (external) 
Survey of stakeholders 

 External stakeholder perceptions of their level of awareness and 
understanding of risks and benefits related to medical devices  

Key informant interviews/consultations (external) 
Survey of stakeholders 
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EVALUATION OF THE MEDICAL DEVICES PROGRAM (MDP) – EVALUATION MATRIX 

Evaluation issues and questions Indicators Data sourcesxxxix 
Indicators related to FCSAP Strategy #6: 
 Number and proportion of product monographs and a subset of summary 

basis of decisions (SBDs) made available to the public 
 Proportion of post-market issues where a public communication piece is 

released 
 Number of recommendations, products, and services that increase the 

accessibility and usability of product safety information 
 Number and type of information posted on the website - specify number 

and type of targeted group 
 Proportion of target population aware 

Document/administrative data review (if available) 
Survey of stakeholders 
Key informant interviews/consultations (external) 

Indicator related to FCSAP Strategy #10: 
 Proportion of consumers aware of the risks associated with diverted, 

counterfeit, and unlicensed health products 

Document/administrative data review (if available) 
 

b) To what extent is there increased 
awareness and understanding among 
industry of Health Canada’s regulatory 
framework for medical devices?  

 Extent and nature of Health Canada communications to/consultations with 
industry regarding the regulatory framework for medical devices 

Document review: 
- Health Canada communications, meetings, and consultations with 

industry stakeholders regarding the regulatory framework for medical 
devices  

 Industry perceptions of its level of awareness and understanding of Health 
Canada’s regulatory framework for medical devices  

Key informant interviews/consultations (external) 
Survey of industry 
Case studies 

c) To what extent is there increased safety 
and effectiveness of medical devices?  

 

 Description of approach to/process for review of medical device 
applications (Class II, III, and IV, combination devices, manufacturing 
devices), including extent to which process is risk-based 

Document review 
Key informant interviews (internal) 
Case studies 

TPSI indicators (output-related): 
 Description of approach to/process for review of Investigational Testing 

applications, including: 
- review capacity 
- establishment of an IT Unit in the MDB 
- interactions with internal/external reviewers/sponsors 
- number of new/amended investigational testing applications received, 

reviewed, and authorized/refused according to service standards 
- number of pre-investigational testing application meetings 

 Expanded and enhanced capacity for the assessment of IT incident 
reports: 

- expanded and enhanced review capacity 
- number of IT incident reports reviewed and safety signals assessed 
- number of IT incident reports and safety signals assessed since 

Program changes made to increase capacity 

Document review (if available) 
Key informant interviews (internal) 

Indicator related to FCSAP Strategy #5: 
 Trends in proportion of medical device applications processed within 

service standards and targets (Class II, III, IV, and by medical device 
type)  

Document/administrative data review: 
- MDB quarterly, monthly, and annual reports on metrics and 

performance 
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EVALUATION OF THE MEDICAL DEVICES PROGRAM (MDP) – EVALUATION MATRIX 

Evaluation issues and questions Indicators Data sourcesxxxix 
 Trends in proportion of medical device applications with screening 

deficiencies and requests for additional information 
Document/administrative data review: 

- MDB quarterly, monthly, and annual reports on metrics and 
performance 

 Trends in first decisions for Class III and IV applications by outcome 
(licence, additional information request, refusal, rejection) 

Document/administrative data review: 
- MDB quarterly, monthly, and annual reports on metrics and 

performance 

 Extent and nature of signal detection and safety assessment activities 
related to medical devices 

Document review, especially MHPD documents, e.g.: 
- MHPD work instructions and Standard Operating Procedures for signal 

detection and assessment 
- documents related to the Canadian Medical Devices Sentinel Network  

Key informant interviews (internal) 

 External and internal stakeholder perceptions of safety and effectiveness 
of medical devices, including perceptions of adequacy of processes in 
place to ensure safety and effectiveness 

Document review, e.g.: 
- Proceedings of Standing Committee on Health 

Key informant interviews/consultations (internal and external) 
Survey of industry 
Survey of stakeholders 
Case studies 

d) To what extent is there increased industry 
compliance with Health Canada’s 
regulatory requirements related to medical 
devices? 

 (Pre-market compliance) Trends in proportion of medical device 
applications with screening deficiencies and requests for additional 
information 

Document/administrative data review: 
- MDB quarterly, monthly, and annual reports on metrics and 

performance 

 (Pre-market compliance) Trends in first decisions for Class III and IV 
applications by outcome (licence, additional information request, refusal, 
rejection) 

Document/administrative data review: 
- MDB quarterly, monthly, and annual reports on metrics and 

performance 

TPSI indicators (output-related): 
 (Post-market compliance) Implementation of four-year inspection cycle 

for medical device establishments  
 Number of Medical Device Establishment inspections carried out 

Document review  
Key informant interviews (internal) 

 (Post-market compliance) Trends in number and type of non-compliances 
related to medical devices, including: 

- removal of unlicensed medical devices from the marketplace (TPSI 
indicator) 

- number of regulatory compliance actions (TPSI indicator) 

Document/administrative data review: 
- HPFBI quarterly performance reports on MDP 
- Summary of the Results of the Medical Devices Inspection Program 

2004–2009  

 (Post-market compliance) Trends in number and outcomes of compliance 
verifications, including: 

- proportion of open incidents that have been resolved (TPSI 
indicator) 

- percentage change in number of recalls issued (TPSI indicator) 

Document/administrative data review: 
- HPFBI quarterly performance reports on MDP 

 (Post-market compliance) Trends in number of voluntary recalls by 
industry 

Document/administrative data review: 
- HPFBI quarterly performance reports on MDP 

 (Post-market compliance) Trends in number of mandatory problem 
reports related to medical devices 

Document/administrative data review: 
- MHPD/HPFBI data  
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EVALUATION OF THE MEDICAL DEVICES PROGRAM (MDP) – EVALUATION MATRIX 

Evaluation issues and questions Indicators Data sourcesxxxix 
  (Post-market compliance) Trends in number of compliance and 

enforcement actions  
Document /administrative data review: 

- HPFBI data (if available) 

TPSI indicator: 
 Percentage of laboratory analyses resulting in a non-compliance 

status(i.e., unsatisfactory or investigative status)  

Document/administrative data review 

 Industry self-report data related to compliance and enforcement Document review 
Survey of stakeholders (industry) 
Key informant interviews/consultations (external – industry representatives)  
Case studies 

 Adequacy of information technology tools to support compliance tracking Document review 
Key informant interviews (internal) 

 Adequacy of training related to medical devices delivered to HPFBI and 
RAPB staff 

Document review 
Key informant interviews (internal) 

Indicators related to FCSAP Strategy #10: 
 Number of import alerts resulting in detecting/stopping non-compliant 

products at the border  
 Number of compliance and enforcement actions taken at border 
 Number of promotion and education products distributed 
 Number of training programs and sessions developed and delivered to 

CBSA staff 

Document/administrative data review: 
- HPFBI documents/data (if available) 

Indicators related to FCSAP Strategy #11: 
 Number of regulated parties 
 Number of inspections 
 Proportion of regulated parties where compliance was monitored 
 Proportion of regulated parties in compliance with laws and regulations 
 Monetary penalties assessed 
 Proportion of regulatory/enforcement actions addressed within service 

standards/targets 
 Number of new tools and proportion of safety incidents in which new 

tools were used 

Document/administrative data review: 
- HPFBI documents/data (if available) 

Intermediate outcomes 
e) To what extent do external stakeholders 

adopt safe behaviours associated with 
medical devices? 

 Extent and nature of Health Canada risk communications to consumers 
and practitioners regarding medical devices 

Document review, e.g.: 
- MedEffect postings, Product Safety Updates, Canadian Adverse 

Reaction Newsletter, It’s Your Health, Notices to Hospitals, OCAPI 
consultations, etc.  

TPSI indicator: 
 Number of educational materials published to bring about awareness of 

health safety issues  

Document review (if available) 
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EVALUATION OF THE MEDICAL DEVICES PROGRAM (MDP) – EVALUATION MATRIX 

Evaluation issues and questions Indicators Data sourcesxxxix 
 Extent to which external stakeholders report using Health Canada risk 

communications, advisories, and publications for decision-making 
Key informant interviews/consultations (external, especially health care 
practitioners/facilities, patient/consumer groups, etc.) 
Survey of stakeholders (especially health care practitioners/facilities, 
patient/consumer groups, etc.) 
Case studies 

Indicator related to FCSAP Strategy #6: 
 Trend data on improper or unsafe use of medical devices , including 

number and characteristics (type, severity, age, gender, etc.) of reported 
incidents 

Document review: 
- medical device industry data/reports (if available) 

Key informant interviews/consultations (external, especially health care 
practitioners/facilities; patient/consumer groups, etc.)  
Survey of stakeholders (especially health care practitioners/facilities; 
patient/consumer groups, etc.) 
Case studies 

 Trends in number of mandatory problem reports related to medical 
devices by industry 

Document/administrative data review: 
- MHPD/HPFBI data  

f) To what extent is there increased use of 
scientific evidence and risk-benefit 
analysis by Health Canada to inform 
decision-making?  

 Description of Health Canada’s approach to decision-making, including 
extent to which approach is risk-based 

Document review 
Key informant interviews (internal) 

 Extent to which recommendations of expert/scientific advisory groups are 
used to inform and develop policy/regulatory responses 

Document review: 
- Terms of Reference, meeting minutes, and reports/recommendations of 

expert/scientific advisory groups 
- policies, guidelines, regulations 

 Extent to which regulatory changes include Regulatory Impact Analysis 
Statements (RIAS) 

Document review: 
- RIAS in Canada Gazette  

 Comprehensiveness/adequacy of data used in pre-market review (Class II, 
III, IV) 

Document review (if available) 
Key informant interviews (internal) 

 Use of international post-market data to inform pre-market review (Class 
II, III, IV) 

Document review (if available) 
Key informant interviews (internal) 

TPSI indicators: 
 Number of international and domestic information sources and 

partnerships identified 
 Number of domestic and international health problems from use of 

therapeutic products  
 Number of IT adverse incident reports reviewed and safety signals 

assessed 
 Percentage change in the number of adverse incident reports received, 

reviewed, and assessed 
 Percentage change in the number of adverse events analysed 
 Number of high profile/litigious issues 

Document review, e.g.: 
- MHPD/HPFBI data 

Key informant interviews (internal) 

 Extent to which Health Risk Assessments (HRAs) and recommendations 
are developed in response to non-compliance 

Document review, e.g.: 
- HRAs 

Key informant interviews (internal) 

 Evidence that information gathered through post-market 
monitoring/surveillance is used to inform decision-making 

Document review (if available) 
Key informant interviews (internal) 
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EVALUATION OF THE MEDICAL DEVICES PROGRAM (MDP) – EVALUATION MATRIX 

Evaluation issues and questions Indicators Data sourcesxxxix 
 Stakeholders’ perceptions of extent to which use of scientific evidence 

and risk-based analysis to inform decision-making has increased  
Key informant interviews/consultations (external and internal) 
Survey of industry 
Survey of stakeholders 
Case studies 

g) To what extent is there a timely regulatory 
system response to identified risks?  

 

 Description of regulatory process  Document review 
Key informant interviews (internal) 

 Elapsed time between initial identification of risk and policy/regulatory 
response 

Document review (if information available) 

TPSI indicators: 
 Percentage change in number of adverse incidents responded to in a 

timely fashion 
 Timeliness of adverse event analysis 

Document review 
Key informant interviews (internal) 

 Trends in number and closure rate of medical device incidents  Document/administrative data review: 
- HPFBI quarterly performance reports on MDP 

 Internal and external stakeholder perceptions of timeliness of Health 
Canada’s response to identified risks associated with medical devices  

Key informant interviews/consultations (external and internal) 
Survey of industry 
Survey of stakeholders 
Case studies 

h) To what extent is Canada’s regulatory 
framework for medical devices 
harmonized with international approaches? 

 Extent to which main features of Canada’s regulatory framework for 
medical devices is harmonized with that of other jurisdictions 

Literature review: 
- comparison of main features of Canada’s regulatory framework with 

that of selected other jurisdictions (EU, US, Australia, UK)  
Key informant interviews (internal and external) 
Case studies 

 Description of program’s decision-making process regarding 
harmonization (especially factors considered in decision whether to 
harmonize) 

Key informant interviews (internal) 

 Extent to which Health Canada is recognized as a responsible medical 
device regulator and scientific expert (nationally and internationally) 

Document review 
Literature review 
Key informant interviews (external) 

TPSI indicator: 
 Percentage change in the number of requests for implementation of a 

similar safety system internationally  

Document review 
Key informant interviews 

i) To what extent is there reduced exposure 
to identified risks associated with the use 
of medical devices?  

 Number and nature of risk communications issued by Health Canada due 
to identified risks 

Document review: 
- Health Canada risk communications 

 Trends in post-market enforcement actions due to identified risks for 
authorized and unauthorized medical devices 

Document/administrative data review: 
- HPFBI data 

 Trends in ratio of number of serious problem reports to total number of 
problem reports 

Document/administrative data review 

 Expert assessment of changes in exposure to health risks related to 
medical devices  

Key informant interviews (internal and external) 
Literature review 
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EVALUATION OF THE MEDICAL DEVICES PROGRAM (MDP) – EVALUATION MATRIX 

Evaluation issues and questions Indicators Data sourcesxxxix 
Long-term outcomes 
j) To what extent have adverse events 

associated with the use of medical devices 
been reduced? 

TPSI indicators: 
 Percentage change in the number of adverse event reports related to safety 

and effectiveness of licensed medical devices 
 Removal of unlicensed medical devices from the market place  

Document/administrative data review 
Key informant interviews (internal) 
 

 Trends in medical device-related illnesses and adverse events  Document/administrative data review (if available) 
Literature review 

Indicators related to all FCSAP Strategies: 
 Rate of morbidity/mortality related to health products (i.e., medical 

devices) 
 Number of incidents of safety issues related to health products (i.e., 

medical devices) 

Document/administrative data review (if available) 
 

k) To what extent is there increased public 
confidence in medical devices and the 
related regulatory system? 

 Level of public confidence in safety of medical devices and the related 
regulatory system 

Document review: 
- Health Canada public opinion research (if available) 
- Health Canada DPRs 

Key informant interviews (external) 

TPSI indicators: 
 Percentage change in the number of reviews (positive/negative) by media 

outlets 
 Percentage change in the number of positive feedback from public 

surveys/interviews 

Document review 

l) To what extent is there a sustainable, cost-
efficient, responsive, and science-based 
regulatory system for medical devices in 
Canada? 

 Cumulative evidence from all outcome indicators All data sources 

7. Were there any unintended consequences, 
either positive or negative, of the program? 

 Unintended consequences identified by internal and external stakeholders  Key informant interviews/consultations(internal and external) 
Survey of industry 
Survey of stakeholders 
Case studies 

Issue #5: Efficiency and Economy 

8. Were Program resources used as planned? 
What accounted for overruns or lower- 
than-planned expenditures? 

 Comparison of planned versus actual spending for components of MDP 
and explanations for variances 

Administrative data review, e.g.: 
- planned versus actual spending, SAP data, financial derivation reports, 

management variance reports (if available) 
Key informant interviews (internal) 

9. Are there lower-cost approaches to 
producing Program outputs? 

 Extent to which existing resources could be used to produce outputs at 
lower cost 

 Availability/accessibility of other, lower cost resources to produce outputs 

Key informant interviews (internal) 
Document review 

10. Are there alternate ways to achieve similar 
results at lower cost? 

 Approaches used in other jurisdictions and their costs 
 Internal and external stakeholder assessment of other options  

Literature review 
Key informant interviews/consultations (internal and external) 
Case studies 
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Appendix C – Supplementary Data Tables 
Table 1: Pre-market information requirements for medical devices 

Requirements Description 

Classification Classes are determined according to a number of classification rules in the Medical Devices Regulations. If more than 
one rule applies when classifying a medical device, the highest class applies. 

Safety and 
effectiveness 

All devices must comply with these requirements before entering the market, and manufacturers must maintain 
documentation to continue to show their device meets the requirements. However, the amount of evidence and 
documentation required to prove the device meets the requirements depends on the class of device. The requirements 
relate to various aspects of the device, such as its design, manufacturing process, risks, performance, transportation, 
storage, materials (compatibility), sterilization, and labelling. 

Labelling The labelling requirements on medical devices must be legible and easily understood by the user, and include 
information such as the name of the device; name and address of the manufacturer; the identifier of the device; expiry 
date; purpose of the device; directions for use; and special storage conditions. 

Quality systems Manufacturers of Class II, III, and IV devices must show their devices are manufactured in accordance with the ISO 
13485:2003 standard. Class II devices must meet the quality systems of the standard, but are not required to meet the 
design requirements; Classes III and IV must adhere to all the requirements, including design. The quality system is 
audited by an approved Registrar (third party), and upon successful completion, the manufacturer receives the quality 
systems certificate. 

Establishment 
license 

Manufacturers of Class I devices need to obtain an establishment licence unless they are distributing their devices solely 
through a licensed distributor. Manufacturers of Class II, III or IV devices require device licenses and do not require an 
establishment license to distribute the devices they manufacture. The information required to obtain an MDEL includes, 
among other things, company information and activities, the classes of devices that are to be sold by the applicant, and 
signed attestations that documented procedures are in place regarding distribution records, complaint handling, recalls, 
mandatory problem reporting, and other applicable regulatory requirements. 

Medical device 
license application 

For Class II, III, and IV devices, manufacturers must obtain a licence before marketing their products in Canada. They 
must submit a licence application to Health Canada that includes information set out in the Medical Devices Regulations. 
The application must include information on the device, such as its name; class; name and address of manufacturer; and 
name and address of the manufacturing establishment. As the class of the device increases, there are requirements for 
additional documents, such as pre-clinical and clinical studies, a copy of the quality management system certificate, 
documents proving the device meets safety and effectiveness requirements, and others. 

Source: (GoC, 2011; Industry Canada, 2010; Inspectorate, 2012a) 
 

Table 2: Investigational testing applications received and percentage completed within target 
IT applications 2003/04 2004/05 2005/06 2006/07 2007/08 2008/09 2009/10 2010/11 2011/12 

Total IT applications 108 123 150 147 146 128 150 188 146 
Completed within target 86% 84% 91% 97% 79% 76% 90% 89% 92% 
Source: (Health Canada, 2013) 

 
Table 3: Medical device applications received by fiscal year 

Class 2003/04 2004/05 2005/06 2006/07 2007/08 2008/09 2009/10 2010/11 2011/12 
Class II 2431 4136 3235 2981 3411 3185 3560 4125 3491 
Class III 1109 1350 1258 1356 1327 1416 1568 1495 1103 
Class IV 345 315 327 342 383 360 405 421 469 
Source: (Health Canada, 2013) 

 
Table 4: Percentage of all decisions for medical device applications processed within target time frame 

Class 2003/04 2004/05 2005/06 2006/07 2007/08 2008/09 2009/10 2010/11 2011/12 
Class II 92% 51% 75% 82% 70% 81% 64% 72% 80% 
Class III 61% 62% 76% 97% 86% 64% 55% 60% 82% 
Class IV 59% 82% 87% 89% 59% 47% 56% 68% 76% 
Source: (Health Canada, 2013) 
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Table 5: Percentage of medical device submissions with additional information requests 
2003/04 2004/05 2005/06 2006/07 2007/08 2008/09 2009/10 2010/11 2011/12 

25% 26% 37% 40% 42% 49% 46% 51% 54% 
Source: (Health Canada, 2013) 

 
Table 6: Medical device mandatory problem reports, 2006–2007 to 2011–2012 

Fiscal year 
Type I Type II Type III Total 

n % n % n % n % % change 
2006–2007 2,390 99.8% 4 0.2% 1 0.0% 2,395 8.4% - 
2007–2008 5,361 99.4% 32 0.6% 0 0.0% 5,393 18.9% 125.2% 
2008–2009 4,024 99.7% 11 0.3% 1 0.0% 4,036 14.2% -25.2% 
2009–2010 4,476 99.9% 4 0.1% 0 0.0% 4,480 15.7% 11.0% 
2010–2011 7,803 99.9% 4 0.1% 0 0.0% 7,807 27.4% 74.3% 
2011-2012 4,366 100.0% 1 0.0% 0 0.0% 4,367 15.3% -44.1% 

Total 28,420 99.8% 56 0.2% 2 0.0% 28,478 100.0% - 
Source: (Inspectorate, 2011a, 2012b) 
Note: Type II and Type III mandatory problem reports are presumed to be data entry errors. 

 
Table 7: Medical device voluntary problem reports, 2006–2007 to 2011–2012 

Fiscal year 
Type I Type II Type III Total 

n % n % n % n % % change 
2006–2007 24 9.2% 197 75.8% 39 15.0% 260 11.6% - 
2007–2008 60 17.6% 226 66.3% 55 16.1% 341 15.2% 31.2% 
2008–2009 41 11.0% 281 75.1% 52 13.9% 374 16.7% 9.7% 
2009–2010 44 9.9% 318 71.3% 84 18.8% 446 19.9% 19.3% 

2010–2011 57 13.5% 307 72.9% 57 13.5% 421 18.7% -5.6% 

2011-2012 71 17.6% 284 70.3% 49 12.1% 404 18.0% -4.0% 
Total 297 13.2% 1,613 71.8% 336 15.0% 2,246 100.0% - 

Source: (Inspectorate, 2011a, 2012b) 
 

Table 8: Types of post-market surveillance activities for medical devices, 2005–2012 

Year received Risk communication 
Signal assessment 

(SA) 
Review 
report 

Causality 
assessment 

Other* Total 

2005 6 3 1  -  - 10 
2006 20 15 3  - 1 39 
2007 19 8 7 1 1 36 
2008 16 8 5  - - 29 
2009 26 7 8  - - 41 
2010 22 17 7 2 - 48 
2011 14 17 4 1 - 36 
2012 9 3 3 2 - 17 

No date 17 3 1  - - 21 
Total 149 81 39 6 2 277 

Source: (MHPD, 2013) 
* “Other” includes a “causality, signal assessment” and an “IAS” 

 
Table 9: SAs received and approved, 2005–2012 

Year # SAs received % of total SAs approved % of total 
2005 3 3.7% -  
2006 15 18.5% 7 8.6% 
2007 8 9.9% 10 12.3% 
2008 8 9.9% 9 11.1% 
2009 7 8.6% 6 7.4% 
2010 17 21.0% 12 14.8% 
2011 17 21.0% 18 22.2% 
2012 3 3.7% 14 17.3% 
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Table 9: SAs received and approved, 2005–2012 
Year # SAs received % of total SAs approved % of total 

Missing date 3 3.7% - - 
Cancelled / closed - - 5 6.2% 
Total 81  81  
Source: (MHPD, 2013) 

 
Table 10: Statistics on SA approval (2012 only) 

Year 
SAs 

approved 

SAs meeting 
performance 

target  
(130 days) 

Mean workdays 
to approval 

Median 
workdays to 

approval 

Min. 
workdays to 

approval 

Max. 
workdays to 

approval 

2012 14 12 102 104 39 153 
Source: (MHPD, 2012c, 2013) 
Note: Average number of workdays is based on the number of workdays between the SA being assigned and the SA being approved.  Annual 
statistics could not be calculated for 67 out of 81 SAs due to missing dates (assigned or approved) or incomplete annual data.   

 
Table 11: Sources for completed medical device SAs, 2005–2012 

Source Count Percent 
Literature 17 21.0% 
Medical Device System database (MDS) 10 12.3% 
Media 10 12.3% 
CMDSNet 9 11.1% 
US (FDA) 7 8.6% 
Market authorization holder 4 4.9% 
Recall 4 4.9% 
Health Hazard Evaluation  3 3.7% 
MHPD 3 3.7% 
Signal assessment 3 3.7% 
UK (MHRA) 3 3.7% 
Out of the Blue  2 2.5% 
Other 11 13.5% 
No source indicated 5 6.2% 
Total 81 - 
Source: (MHPD, 2013) 
Note: SAs may have more than one source; therefore, columns will not sum.  
 

Table 12: Recommendations resulting from medical device SAs, 2005–2012 
Recommendation Count Percent 

Request issuance of a risk communication 37 45.7% 
Recommend changes to the product labelling 25 30.9% 
Standard monitoring 18 22.2% 
Refer to MPMDB for future reassessment 16 19.8% 
Request additional safety information 9 11.1% 
Compliance and enforcement 7 8.6% 
Request consideration by DSEN 1 1.2% 
Other 3 3.7% 
Cancelled / closed 5 6.2% 
No recommendation indicated  3 3.7% 
Total 81 - 
Source: (MHPD, 2013) 
Note: SAs may result in more than one recommendation; therefore, columns will not sum. 
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Table 13: Compliance verifications and investigations by hazard type, 2006–2007 to 2011–2012 

Hazard type 
Mandatory 

problem 
reports 

Voluntary 
problem 
reports 

Recalls 
No device 

licence 

No 
establishment 

licence 
Total 

Mandatory 
problem reports 

as % of total 
2006–2007 

Type I 2,390 24 32 1 1 2,448  
Type II 4 197 399 63 21 684  

Type III 1 39 202 28 19 289  

Total 2,395 260 633 92 41 3,421 70.0% 
2007–2008 

Type I 5,361 60 57 1 1 5,480  
Type II 32 226 411 158 31 858  

Type III 0 55 147 23 44 269  
Total 5,393 341 615 182 76 6,607 81.6% 

2008–2009 
Type I 4,024 41 32 1 0 4,098  

Type II 11 281 488 173 43 996  
Type III 1 52 258 38 128 477  

Total 4,036 374 778 212 171 5,571 72.4% 
2009–2010 

Type I 4,476 44 38 0 1 4,559  
Type II 4 318 495 126 21 964  

Type III 0 84 270 17 67 438  
Total 4,480 446 803 143 89 5,961 75.2% 

2010–2011 
Type I 7,803 57 42 0 0 7,902  

Type II 4 307 545 136 40 1,032  
Type III 0 57 261 10 103 431  

Total 7,807 421 848 146 143 9,365 83.4% 
2011–2012 

Type I 4,366 71 31 1 0 4,469  
Type II 1 284 502 114 60 961  

Type III 0 49 294 7 72 422  
Total 4,367 404 827 122 132 5,852 74.6% 

Source: (Inspectorate, 2011a, 2012b) 
 

Table 14: Recalls listed in the online Medical Device Recall Listing 
Year Type I Type II Type III N/A* Total 

2005 22 158 108 0 288 
2006 28 293 178 0 499 
2007 36 307 141 0 484 
2008 29 404 182 1 616 
2009 26 400 174 1 601 
2010 39 508 258 0 805 
2011 37 528 280 0 845 
2012 45 492 362 0 899 
Total 262 3,090 1,683 2 5,037 
Note: A single recall might include multiple medical devices. 
*These include cases the Inspectorate deemed to be product withdrawals (not recalls) or recalls that did not require a hazard 
level designation. 
Sources: (Inspectorate, 2005, 2006, 2007, 2008, 2009, 2010, 2011b, 2012c) 
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Table 15: Publicly available SBDs and NDs for a subset of Class III and IV* devices — 2005–2012 
Year posted Number of SBDs Number of NDs 

2005 2 5 
2006 7 4 
2007 5 6 
2008 7 6 
2009 11 5 
2010 7 1 
2011 4 1 
2012 1 2 
 
Total NDs - 30 
Total SBDs  49 - 
Total devices posted 31 30 
Total devices with one SBD 27 - 
Total devices with multiple SBDs 4 - 
Total SBDs for devices with multiple SBDs 22 - 
Source: (TPD, 2012b, 2013) 
Data current as of March 11, 2013. 
*All SBDs prior to Phase II of the SBD Initiative (September 2012) cover only a subset of Class IV devices. 
The number of SBDs exceeds the number of devices because four of the devices had multiple SBDs (18) released.  All four of these 
devices were breast implant products. Although it would seem that SBD activity peaked in 2009, four of these were follow-up SBDs 
for the four breast implant products. 
 
 

Table 16: Types of post-market safety communications, medical devices (1994–2012) 

Target group Communication method # % 
% 

(per target group) 

Health professionals 
Notice to Hospitals 77 33% 

60% 
For Health Professionals 63 27% 

Public 

Public Advisory 30 13% 

35% 

Public Communication 27 12% 
Information Update 15 6% 

Public Warning 7 3% 
“It's Your Health” 2 1% 

Foreign Product Alert 1 <1% 

Unspecified* 
Unspecified* 12 5% 5% 

Total 234 100% 100% 
Note: A single communication might cover multiple medical devices. Some MedEffect postings are dated prior to 2005. Data current as 
of April 12, 2012. 
*Unspecified communications includes notices that did not fit into any of the above categories and/or were not clearly addressed to the 
public or health professionals (e.g., dear customer). 
Source: (MHPD, 2012a, 2012b) 

 
 

Table 17: Risk communications posted on MedEffect related to medical devices 
Year Number of communications 

Up to 1999 6 
2000 3 
2001 4 
2002 7 
2003 9 
2004 12 
2005 39 
2006 37 
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Table 17: Risk communications posted on MedEffect related to medical devices 
2007 33 
2008 15 
2009 22 
2010 29 
2011 15 
2012 3 
Total 234 
Source: (MHPD, 2012a, 2012b) 
Note: A single communication might cover multiple medical devices. Some MedEffect postings are dated 
prior to 2005. Data current as of April 12, 2012. 
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Table 18:  Expert Advisory Committees (EACs) and Panels (EAPs) associated with the MDP 
Title Description Documented level of activity 

Expert Advisory Panel 
on Breast Implants 
(EAP-BI) 

The Panel “will provide [HC] with timely 
advice related to the safety and 
effectiveness of silicone gel-filled breast 
implants.” The Panel will “enhance 
transparency in the decision-making 
process and provide an opportunity for 
broader external advice” (EAP-BI, n.d.). 

 A presentation deck about breast implants and the increased risk of connective tissue disorders was developed by 
A.V. Jovaisas in 2005 (Jovaisas, 2005). 

 There is record of one meeting and one forum held in 2005 (EAP-BI, 2005; SAP-BI, 2005). 
 There are records of several documents that have been developed by the Panel. 
 In response to the EAP’s recommendations, Health Canada: 

- Requested, received, and reviewed additional information from breast implant manufacturers, including 
literature reviews from Inamed and Mentor 

- Reviewed each company’s plans for a large-scale, long-term post-approval study to examine rare events 
linked to hypersensitivity and autoimmune reactions to breast implants, and included these studies as a 
condition of the manufacturer’s licence (HESA, n.d., 2007)xl 

- Made annual reporting on these long-term studies a condition of the manufacturer’s licence, and provided 
these reports to the public via annually-updated SBDs (HESA, n.d., 2007) 

- Requested that manufacturers’ product labelling include a patient brochure in a “decision aid” format that 
will help prepare the patient to discuss options with their doctor; these brochures include information on 
product risks and benefits, as well as alternatives (HESA, n.d., 2007) 

 The EAP also recommended the establishment of a national registry (HESA, 2007). Health Canada’s response to 
this recommendation could not be found. 

 According to Health Canada’s website, this Panel’s mandate has been completed (HPFB, 2012). 
Expert Advisory Panel 
on Di(2-ethyl-
hexyl)phthalate 
(DEHP) in Medical 
Devices 

The Panel was “established to review the 
methodology and conclusions of the 
Exposure and Toxicity Report prepared by 
MDB, review and comment on the 
proposed risk management options, and 
advise [TPD] in developing position 
statement on DEHP in medical devices” 
(Health Canada, 2001). 

 There are records of one meeting held in 2001 and two meetings held in 2003 (Health Canada, 2001, 2003b, 
2003c). 

 An Exposure and Toxicity Assessment was developed in July 2001 and revised in February 2002 (Health Canada, 
2002a). 

 A final report was developed by the committee in January 2001 (Health Canada, 2002b). 
 Health Canada made a number of general and specific recommendations based on the EAP’s findings: 
General: 

- Limit exposure of DEHP in patient groups that may be at more risk, including male newborns, infants, and 
young children; pregnant women carrying a male foetus; and peripubertal males. 

- Take steps to allow health care professionals to identify medical devices containing DEHP. 
- Alternatives to DEHP should not be introduced unless there is adequate data on the safety and 

effectiveness of the alternative. 
- Medical procedures should not be avoided because of the possible health risks associated with DEHP 

exposure (Health Canada, 2003a). 
Specific recommendations: 

- DEHP should continue to be used in blood bags. 
- Alternative measures should be introduced to protect vulnerable subpopulations. Alternative products that 

are already available (such as heparin-coated tubing) should be used for all extracorporeal membrane 
oxygenation (ECMO) for newborns and infants. 

- Tubing and storage bags used for administration of lipophilic drug formulations should not contain DEHP; 
strategies to decrease DEHP exposure should be taken. 

                                                 
xl  The EAP’s recommendations and Health Canada’s response to these recommendations were found in HESA reporting on breast implants.  
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Table 18:  Expert Advisory Committees (EACs) and Panels (EAPs) associated with the MDP 
Title Description Documented level of activity 

- Parenteral nutrition solutions containing lipids should be administered to newborns and infants via DEHP-
free products. 

- Administration of crystalloid fluids can continue to be done via DEHP-containing products. 
- National professional health care organizations should develop clinical practice guidelines to reduce 

DEHP exposure. 
- Manufacturers should take steps to inform users through labelling if the device contains DEHP. 
- Manufacturers should conduct research into methods for reducing release of DEHP from products (Health 

Canada, 2003a). 
Expert Advisory Panel 
on the Special Access 
Programme (EAP-SAP) 

The Panel “acts as a forum of advice and a 
sounding board for management and 
scientists of [HPFB]. Panel 
members…meet to discuss options for 
improving the regulatory framework under 
which the Special Access Programme will 
function” (Health Canada, 2007a). 

 Nothing regarding the Panel’s activity was available in the documents provided to PRA. According to Health 
Canada’s website, this Panel’s mandate has been completed (Health Canada, 2012). 

Scientific Advisory 
Committee on Human 
Reproductive Therapies 
(SAC-HRT) 

No information available.   Committee is currently dormant (Health Canada, 2011a). 

Scientific Advisory 
Committee on Medical 
Devices Used in the 
Cardiovascular System 
(SAC-MDUCS) 

The mandate of the Committee is to 
“provide HC with on-going and timely 
scientific, technical, medical and clinical 
advice on current and emerging issues 
related to the work of HC pertaining to the 
evaluation of safety and effectiveness of 
devices used in the cardiovascular system” 
(Health Canada, 2011b). 

 There are records of 15 meetings of the Committee between 2003 and 2012 (TPD, 2003, 2012a).Over the last 9 
years, the Committee has made many recommendations to Health Canada; Health Canada notes that the 
Committee’s work and recommendations have aided the following decisionsxli:  
- Recommending a longer term follow-up for annuloplasty rings (TPD, 2009) 
- Preparing to review new medical devices requested through the Special Access Programme, including 

percutaneous valves, bare metal stents, drug eluting stents, vulnerable plaque imaging, as well as thoracic 
aortic aneurysm and abdominal aortic aneurysm devices (TPD, 2010a) 

- Investigating battery life of implantable pulse generators (TPD, 2010b) 
- Examining premarket requirements for DF4/IS4 leads  (TPD, 2010a) 
- Addressing manufacturers about safety issues of robotic navigation systems  (TPD, 2010a) 
- Clarifying the role of the Special Access Programme (TPD, 2011a) 
- Decisions about high-voltage pacing (TPD, 2011b) 
- Drafting of internal guidance on clinical trial requirements for drug-eluting stents  (TPD, 2011b) 
- The decision not to require clinical trial data on labelling for cardiovascular medical devices (TPD, 2012a) 
- Requirement for safety data from formal clinical trials as part of licensing for ablation catheter with contract 

force (TPD, 2012a) 

                                                 
xli  Prior to 2009, the records of proceedings did not indicate how Health Canada had acted on or used the Committee’s recommendations. 
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Table 18:  Expert Advisory Committees (EACs) and Panels (EAPs) associated with the MDP 
Title Description Documented level of activity 

Scientific Advisory 
Committee on 
Metabolic and 
Endocrine Therapies 
(SAC-MET) 

The Committee provides HC with “advice 
related to the evaluation of safety and 
efficacy data for metabolic and endocrine 
drug products that are submitted as part of 
the drug/medical device assessment 
process and/or from post-market 
surveillance activities. Involvement of [the 
Committee] in the regulatory review 
process is expected to enhance 
transparency and provide opportunity for 
proactive external guidance, thus 
facilitating the drug/medical device 
assessment process” (Health Canada, 
2006a). 

 Committee was cancelled (Health Canada, 2011a). 
 

Scientific Advisory 
Committee on 
Musculoskeletal 
Therapies (SAC-MST) 

No information available.  Committee was cancelled (Health Canada, 2011a). 

Scientific Advisory 
Committee on 
Neurological Therapies 
(SAC-NT) 

No information available.  Committee was cancelled (Health Canada, 2011a). 

Scientific Advisory 
Panel on Reprocessing 
of Medical Devices 
(SAP-RMD) 

The Panel provides “scientific and 
technical advice on current and emerging 
issues related to the reprocessing of 
medical devices,” including “the feasibility 
of reprocessing single-use devices [and] 
the current problems encountered by users 
in reprocessing reusable medical devices 
and potential solutions to these problems” 
(Health Canada, n.d.) 

 A report on the Technical Aspects of Single Use Devices (SUDs) was developed in March 2005 (Health Canada, 
2007b). 

 The Panel released recommendations for Health Canada, manufacturers, and health care facilities (Health Canada, 
2007b). 

 Health Canada responded to Panel’s recommendations in the following ways: 
- Initially committing to develop a regulatory framework for reprocessing of SUDs, going as far as developing 

an Issue Analysis Summary and submitting the proposed regulation to the Legal Office (Health Canada, 
2005a, 2005c, 2006b). The Department later indicated that neither the Food and Drugs Act nor Regulations 
allow for regulation of reprocessing; the Department indicated that an alternative approach would be pursued 
through provincial counterparts, but panel members indicated that the provinces were waiting for a national 
directive regarding SUD reprocessing (Health Canada, 2006c). 

- Preparing a draft advisory letter to send to hospitals and health care facilities, making interim 
recommendations on reprocessing SUDs (Health Canada, 2005b). 

- Developing guidelines for the reprocessing of SUDs (Health Canada, 2006c, 2006d). A final version of the 
guidance document was posted online in June 2011, which also includes the Panel’s recommendations to 
include CSA/ISO approved reprocessing instructions (Health Canada, 2011b). 

- In response to the Panel’s concerns over perceived inconsistencies in medical device licensing rules and the 
risk of harm between Health Canada and hospitals, Health Canada advised the Panel that the classification 
system is part of the Medical Device Regulations and was developed to harmonize with international partners, 
and that it would therefore be difficult to introduce changes to these rules (Health Canada, 2005c, 2006d). 
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Table 18:  Expert Advisory Committees (EACs) and Panels (EAPs) associated with the MDP 
Title Description Documented level of activity 

- Indicating that the Medical Device Regulations do not give Health Canada the authority to initiate a device 
recall or corrective action, where such action is deemed necessary to ensure the safety of the device; nor does 
the Food and Drugs Act authorize the Department to require that such action be taken at no cost to the 
purchaser of the device (Health Canada, 2006b). 

 The Panel made a number of other recommendations; Health Canada’s response to these recommendations could 
not be found: 
- Create a public access database of medical device problem reports, similar to the FDA’s 
- Consider requiring a licence for consignment and loaner instrument sets 
- Harmonize medical device classification system with health care, industry and international counterparts 
- Require manufacturers to provide adequate and appropriate reprocessing instructions or all medical devices 

(as per CSA/ISO standards) 
- Endorse the Panel’s recommendation on residual organic material 
- Recommend that health facilities audit all aspects of medical device reprocessing to ensure compliance with 

national standards 
- Recommend that health care facilities only purchase or lease devices for which they have device-specific, 

validated reprocessing instructions 
- Recommend endorsement of the Ontario MOHLTC document “Best Practices for Cleaning, Disinfecting and 

Sterilization – in all Health Care Settings” at the Conference of Deputies of Health 
- Recommend ongoing dialogue through working groups that include Health Canada, MEDEC, CSA and health 

care representatives to address reprocessing issues 
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Table 19: Industry views on Health Canada’s consultations and communications 

Statement 
n=206 

Agree Neutral Disagree 
Don’t 
know 

Over the past 10 years, Health Canada has consulted adequately with the 
medical devices industry. 

30% 27% 10% 34% 

Over the past 10 years, Health Canada has taken the concerns and interests of 
the medical devices industry into account in policy and regulatory development. 

34% 27% 11% 28% 

As a whole, the existing consultation mechanisms are an effective way for the 
medical devices industry to express its concerns and interests to Health Canada. 

36% 28% 10% 26% 

Pre-submission meetings are an effective mechanism for ensuring that product 
submissions meet Health Canada's requirements. 

50% 22% 5% 23% 

The Ombudsman Office is an effective mechanism for dispute resolution 
regarding submission decisions. 

15% 28% 3% 54% 

Health Canada provides industry stakeholders with timely information on 
whether the medical device submission review process is meeting established 
service standards. 

45% 24% 13% 19% 

Source: Survey of industry. 
Note: Totals may not sum to 100% due to rounding.  

 
Table 20: Industry understanding of regulations, policies, and activities related to medical devices 

Statement 
Percent indicating their understanding is… 

(n=206) 
Strong Moderate Poor 

Health Canada’s quality system requirements for medical device 
manufacturers 

80% 18% 2% 

Health Canada’s requirements for mandatory problem reporting for medical 
devices 

69% 29% 2% 

Health Canada’s submission requirements for medical device manufacturers 
applying to have a new Class II, III, or IV medical device approved for sale 
in Canada 

67% 31% 2% 

Health Canada’s regulatory compliance activities, including inspections and 
compliance verifications, and related enforcement actions to address 
identified risks (e.g., non-compliances) 

49% 47% 5% 

Health Canada’s requirements related to Good Clinical Practices for 
investigational testing of medical devices 

19% 48% 33% 

Source: Survey of industry. 
 

Table 21: Industry awareness and use of Health Canada information 

Type of information 
n=206 

Aware of 
information 

Used 
information 

Information on quality system requirements for medical device manufacturers 99% 90% 
Information on submission requirements for medical device manufacturers applying to have a new 
Class II, III, or IV medical device approved for sale in Canada 

99% 88% 

Information on Health Canada’s requirements for mandatory problem reporting for medical devices <99% 67% 
Guidance for medical device manufacturers on how to comply with Health Canada’s submission 
requirements for Class II, III, and IV medical devices 

98% 85% 

Information on Health Canada’s regulatory compliance activities, including inspections and 
compliance verifications, and related enforcement actions to address identified risks (i.e., non-
compliances) 

94% 54% 

Information on Health Canada’s requirements related to Good Clinical Practices for investigational 
testing of medical devices 

80% 18% 

Information on the electronic submission process for medical devices 74% 27% 
Source: Survey of industry. 
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Table 22: Industry views on quality of Health Canada information 

Type of information 
Number who 

used 
information 

Percent who believe information was very… 

Accessible Understandable Useful 

Information on submission requirements for medical device 
manufacturers applying to have a new Class II, III, or IV 
medical device approved for sale in Canada 

182 58% 56% 64% 

Information on the electronic submission process for medical 
devices 

55 51% 47% 53% 

Guidance for medical device manufacturers on how to comply 
with Health Canada’s submission requirements for Class II, III, 
and IV medical devices 

174 62% 58% 60% 

Information on Health Canada’s requirements related to Good 
Clinical Practices for investigational testing of medical devices 

37 46% 51% 46% 

Information on Health Canada’s requirements for mandatory 
problem reporting for medical devices 

138 62% 59% 62% 

Information on Health Canada’s regulatory compliance 
activities, including inspections and compliance verifications, 
and related enforcement actions to address identified risks (i.e., 
non-compliances) 

112 48% 51% 49% 

Information on quality system requirements for medical device 
manufacturers 

186 60% 58% 62% 

Source: Survey of industry 
 

Table 23: Level of industry agreement with statements about Health Canada’s mandatory problem reporting requirements

Statement 
Percent (n=206) 

Agree Neutral Disagree Don’t know 
Reporting instructions and requirements 
Health Canada has clearly defined what medical device problems must be reported by 
manufacturers and importers 

84% 10% 4% 2% 

Health Canada has clearly outlined the time frame for both preliminary and final 
mandatory problem reporting 

89% 6% 2% 3% 

Health Canada has clearly identified where within the Department mandatory problem 
reports must be submitted 

84% 11% 2% 3% 

Health Canada’s Mandatory Medical Device Problem Reporting Form for Industry is 
clear and understandable 

74% 15% 3% 8% 

Ability to meet reporting requirements 
In the event of a medical device problem that had to be reported, my firm could provide 
all of the information required on Health Canada’s Mandatory Medical Device Problem 
Reporting Form for Industry 

81% 9% 1% 9% 

In the event of a medical device problem that had to be reported, my firm could complete 
Health Canada’s Mandatory Medical Device Problem Reporting Form for Industry in the 
required reporting timeframe 

76% 14% 1% 9% 

Source: Survey of industry. 
Note: Totals may not sum to 100% due to rounding. 

 
Table 24: Industry views on impact of Health Canada activities on safety and effectiveness of medical devices 

Statement 
 n=206 

Agree Neutral Disagree 
Don’t 
know 

Health Canada’s pre-market processes effectively support an adequate level 
of medical device safety in Canada 

65% 18% 2% 15% 

Health Canada has adequate pre-market processes in place to ensure the 
effectiveness of medical devices sold in Canada 

66% 18% 3% 14% 

Health Canada has adequate pre-market processes in place to ensure the 
quality of medical devices sold in Canada 

69% 17% 2% 13% 

Health Canada’s post-market surveillance and monitoring activities (e.g., 
mandatory problem reporting and monitoring) effectively support an 
adequate level of medical device safety in Canada 

64% 17% 5% 14% 
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Table 24: Industry views on impact of Health Canada activities on safety and effectiveness of medical devices 
Health Canada’s compliance and enforcement activities effectively support 
an adequate level of medical device safety in Canada 

62% 20% 3% 15% 

Health Canada’s compliance and enforcement activities effectively support 
an adequate level of medical device quality in Canada 

61% 20% 4% 15% 

Source: Survey of industry. 
Note: Totals may not sum to 100% due to rounding.  

 
Table 25: Industry views on Health Canada’s use of scientific evidence and risk-based analysis 

Statement 
 n=206 

Agree Neutral Disagree 
Don’t 
know 

Health Canada’s pre-market reviews of medical device submissions are 
rigorous 

57% 23% 4% 16% 

Health Canada’s policies and regulations related to medical devices are 
based on best available evidence and scientific knowledge 

53% 26% 6% 15% 

Health Canada’s policies and regulations related to medical devices are 
based on an appropriate analysis of risk 

58% 24% 6% 12% 

Source: Survey of industry. 
Note: Totals may not sum to 100% due to rounding.  
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