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Compliance & Enforcement Approach

Risk to health drives C&E priorities and actions

Providing 

information to 

regulated parties 

to clarify regulatory 

requirements 

Implementing 

transparency 

initiatives related to 

C&E activities.

Actions to evaluate and mitigate the risks and 

achieve compliance with the regulations. Rapid 

response mechanism for the mitigation of 

higher risks and a systematic approach for 

addressing lower risk products.

Complement the 

complaint based 

model with 

proactive 

compliance 

activities, 

promotion, data 

analysis and 

trending to better 

detect and target 

higher risk.

Compliance MonitoringCompliance Generation

Risk Mitigation & Enforcement



Central Triage & Intake 

• Intake, screening, information gathering, prioritization and assignment of 

complaints related to drugs (prescription, OTC, vet drugs) NHPs, biologics, and 

APIs. 

• All complaints are received centrally and triaged within a one-business day 

service standard.

• A priority is assigned based on risk. 

• Complaints can be submitted to Health Canada using the Health Product 

Complaint Form (FRM-0317). 

Health Canada (FRM-0317)

https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/problem-reporting/health-product-complaint-form-0317.html
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• 544 CVs involving natural health products were initiated between April 1, 2018 and 

February 8, 2019:

• 50% of CVs resulted from complaints (consumer, trade or health care provider)

• 76% of total CVs involved Market Authorization issues; other issues related to Product 

Quality (23%) and Advertising (19%)

• 11 recall CVs: e.g. packaging/labelling, market authorization

• Higher risk incidents are a higher priority for C&E action. Collective action (e.g., 

compliance promotion) to be used along with proactive compliance monitoring (e.g., 

CMPs) to improve how lower priority incidents are addressed.

• All incidents regardless of risk-type are subject to trending and analysis to inform 

appropriate compliance and enforcement decisions and actions. 

• Effective risk-based prioritization by making greater use of all available and relevant sources of  

data, evidence and information to set, support and track risk-based compliance and enforcement 

priorities and actions in a proactive, predictable and transparent manner.

What Are We Seeing 



CVs Involving Natural Health Products by Month and Type

CVs initiated between April 1, 2018 and February 8, 2019

CVs Received by Month and Type CV Priority



Incident Nature Distribution

CVs initiated between April 1, 2018 and February 8, 2019

Incident Nature by Trigger Type



• In addition to the various regulatory  tools available to Health Canada to mitigate 

risk to health and safety (stop sales, recalls, etc) the Department is looking to 

maximize its use of risk communications.

• Public advisories give information about situations where the use of--or exposure to--a 

product could pose a health risk. Advisories are issued for both authorized and 

unauthorized products.

• Foreign product alerts act as general warnings about health products that come from 

other countries and have been found by other regulators to pose a risk to health. 

• Health product recall notices tell readers when (and why) a product has been recalled 

by the manufacturer (Type I, II and III recalls).

• Health professional communications inform health professionals about time-sensitive 

issues regarding the safety or effectiveness (or both) of a marketed health product.

• Information updates are typically used when important additional information becomes 

available.

Risk Communication



• Web application that provides easy access to a comprehensive list of recalls, 

advisories, and safety alerts. Includes recalls from Health Canada, the 

Canadian Food Inspection Agency, and Transport Canada.

http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/index-eng.php

Risk Communication – Recalls and Safety Alerts Database

http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/index-eng.php


Approach to Addressing Advertising Non-Compliance
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 Public warning or advisory
 Use of legislative and regulatory enforcement 

tools as appropriate 

• Advertising contraventions 

• Situations of repeated and willful 

non-compliance

• Misleading advertising for 

Schedule A claims (e.g. will cure 

cancer) 

Public warnings 
or advisories may 
accompany level 
3 and 4 actions

• In addition, an enhanced focus is now being placed on advertising non-compliances. The level at which intervention 

begins will be decided on a case-by-case basis and be determined by such considerations as risk and the willfulness of 

the non-compliance.



• A table of health product advertising complaints is posted online quarterly. 

http://www.hc-sc.gc.ca/dhp-mps/advert-publicit/complaint-plaintes/index-eng.php

• Scope currently limited to complaints related to the following types of health 

products - pharmaceuticals, biologics (including vaccines), medical devices, 

and NHPs.

C&E actions:

Low risk - the company is informed of the non-compliance and asked to take the 

appropriate corrective measures.

Health Product Advertising Complaints

http://www.hc-sc.gc.ca/dhp-mps/advert-publicit/complaint-plaintes/index-eng.php


C&E actions (…):

High risk – Inspectors follow up as needed to verify that the requested action has 

been completed to Health Canada's satisfaction.

• Health Canada may consider stronger action for advertising activities 

determined to pose a high health risk:

• seizing the non-compliant advertising materials

• site visits

• issuing a public communication

• initiating enforcement proceedings (e.g., seeking an injunction or fines 

where a court order has been breached)

• For complaints that involve the advertising of an unauthorized health product, 

Health Canada takes action to confirm that the company stops both the 

advertising and sale of the non-compliant health product in Canada, as the sale 

of unauthorized health products is not permitted in Canada.

Health Product Advertising Complaints





• The Department is also continuing its efforts to  expand the use of proactive risk 

management strategies as part of compliance and enforcement program.

– Proactive Risk Management Projects (PRMPs) are planned proactive compliance activities that 

can be conducted at any time to verify, promote or gather information to maintain regular 

surveillance.

• PRMPs can take the form of Compliance Monitoring Projects, Compliance Promotion 

Projects or Intelligence Gathering Projects.

NHPs (2015): Reviewed 24 natural health products from random brands across Canada to verify if 

they were licensed, labelled appropriately and contained the correct ingredients (through testing).

Medical devices (2015/16): Visited 40 clinics and spas across Canada and examined 265 dermal 

fillers from 42 brands to verify if they were licensed and labelled appropriately.

• Summary reports of the findings can be found on the Health Canada website at this link:

https://www.canada.ca/en/health-canada/services/inspecting-monitoring-drug-health-

products/compliance-monitoring-reports.html

Proactive Risk Management Strategies

https://www.canada.ca/en/health-canada/services/inspecting-monitoring-drug-health-products/compliance-monitoring-reports.html


• In 2016, the Office of Audit and Evaluation for Health Canada and the Public Health 

Agency of Canada released an evaluation report that commented on the strong reliance on 

industry attesting to GMP requirements with no post market verification by Health Canada.

• For the first time, Health Canada carried out a CMP that piloted on-site visits at 

establishments to verify GMP compliance between February and April 2017. 

• Inspectors visited 23 licensed establishments, which represented approx. 3% of the NHP industry 

at the time

• 12 importers (4%)

• 4 sterile manufacturers (100%)

• 7 non-sterile manufacturers (4%)

• The establishments were selected randomly beyond initial objective criteria. This included 

consideration of the types of regulated activities undertaken at the establishment and the 

relative impact of the activities on product safety and quality. 

• Inspectors looked at the processes in place intended to ensure the safety and quality of 

NHPs. These included training of personnel, sanitary conditions, quality assurance, recall 

reporting and sterility when applicable.

• .

2016/17 NHP GMP Compliance Monitoring Project (CMP)



– The observations were assessed using the NNHPD GMP Guidance Document the renewals for 

each company was compared to the inspector observations.

• In many cases, it was found that companies incorrectly attested. The most common and critical 

observations were noted in the following areas:

• Quality Assurance – 117 observations Premises – 49 observations 

• Stability – 55 observations Operations – 44 observations 

• Steps were taken to ensure that any identified risks to health and site compliance issues were 

addressed as per the Compliance and Enforcement Policy (POL-0001) and the Natural Health 

Products Compliance and Enforcement Policy (POL-0044).

• This resulted in the following actions:

• Stop sales: 9 companies stopped selling products at Health Canada’s request for various 

issues related to their site licence or quality assurance procedures

• Recalls: 3 Type II (medium risk) recalls were conducted at Health Canada’s request and 

were posted on the Health Canada website

• Laboratory testing: Health Canada tested 10 products, 6 of them with unsatisfactory 

results (e.g., contaminated, out of specification)

2016/17 NHP GMP Compliance Monitoring Project (CMP)



• For nearly half the visits, findings were significant enough that Health Canada 

informed the companies that it was considering the following actions:

Site licence suspensions:

• One company’s site licence was immediately suspended. This company 

has since provided HC with sufficient information to have their site licence 

reinstated (activities amended). 

• 10 companies were notified of Health Canada’s intention to suspend their 

site licences.

• 4 companies have discontinued or not renewed their site licence.

Product licence suspensions: 6 companies were notified of Health 

Canada’s intention to suspend their product licences.

• 17 companies have now addressed the issues identified during the visits 

to Health Canada’s satisfaction and retain their licences. 

2016/17 NHP GMP Compliance Monitoring Project (CMP)



What is being done with the findings from the CMP?

• A summary report of findings has been posted to the Health Canada website: 

https://www.canada.ca/en/health-canada/services/inspecting-monitoring-drug-

health-products/compliance-monitoring-reports.html

• A number of initiatives have begun to develop and improve the guidance to 

industry. NNHPD is considering whether a more appropriate balance can be 

achieved between pre-market and post-market quality data/information 

collection.

• Policy changes are needed on how Health Canada reviews the quality of 

NHPs.

2016/17 NHP GMP Compliance Monitoring Project (CMP)

https://www.canada.ca/en/health-canada/services/inspecting-monitoring-drug-health-products/compliance-monitoring-reports.html


• The 2018-19 NHP GMP CMP is intended to verify NHP industry compliance to 

specific aspects of NHP GMPs

– Stakeholders were informed via a webinar in September 2018

• 23 site licence holders across Canada (representing 3% of site licence 

holders), site visits began in the fall of 2018 and will continue until the end of 

March 2019

– As of February 18, 2018 16 of the 23 site visits have been completed

• As per HC’s Regulatory Transparency and Openness Framework, results of the 

CMP will be posted online and HC will share the results with industry in 

advance of publication.

• To date, one company had issues significant enough for HC to issue notices for 

``Intent to Suspend Site Licence`` and ``Intent to Suspend Product Licences``. 

2018/19 NHP GMP Compliance Monitoring Project (CMP)



• Health Canada is working to make more health and safety information available 

online to help Canadians make informed decisions about the health products 

that they use and help industry be better positioned to comply with regulatory 

requirements. 

• Health Canada’s Regulatory Transparency and Openness Framework has 

three main goals:

• Making information easier to understand – presenting information in plain language 

and in easy-to-navigate formats

• Making more information available - developing more health and safety information 

which can be shared proactively with the public

• Making the decision-making process more open – seeking opportunities to invite, 

hear and consider diverse points of views in the decision-making process

• Discussions will be ongoing  regarding how to meet these goals in the nhp 

context.

Compliance Narrative – Looking Forward



• Visit Health Canada’s website:

http://www.hc-sc.gc.ca/index-eng.php

https://www.canada.ca/en/services/health/health-risks-safety.html

https://www.canada.ca/en/services/health/drug-health-products.html

• Health Canada’s Regulatory Openness and Transparency Framework:

http://www.hc-sc.gc.ca/home-accueil/rto-tor/index-eng.php

• Health Product Advertising Complaints:

http://www.hc-sc.gc.ca/dhp-mps/advert-publicit/complaint-plaintes/index-

eng.php

• Health Product Complaint Form:

http://health.canada.ca/radar/DEV-MD-IM-0005.08.html

For More Information

https://www.canada.ca/en/services/health/health-risks-safety.html
https://www.canada.ca/en/services/health/health-risks-safety.html
https://www.canada.ca/en/services/health/drug-health-products.html
http://www.hc-sc.gc.ca/home-accueil/rto-tor/index-eng.php
http://www.hc-sc.gc.ca/dhp-mps/advert-publicit/complaint-plaintes/index-eng.php
http://health.canada.ca/radar/DEV-MD-IM-0005.08.html

