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Stakeholder Feedback Form on Natural Health Products 
Privacy Notice 
The personal information you provide to Health Canada will be collected by the Health Products and Food Branch and the Regulatory Operations and Enforcement Branch under the Department of Health Act and handled in accordance with the Privacy Act. Your decision to participate or not is yours alone and there will be no consequences if you decide not to participate.    
Why are we collecting your personal information? Your feedback will be used by the Health Products and Food Branch and the Regulatory Operations and Enforcement Branch to inform the proposed Red Tape Reduction Initiatives.  We will not ask you to provide us with any information that could directly identify who you are, such as your name, or full date of birth. However, it’s possible the responses you provide could be used alone, or in combination with other available information, to identify you. The protection of your personal information is very important to us, and we will make every effort to safeguard it and reduce the risk that you are identified. 
What are your rights? You have a right to complain to the Privacy Commissioner of Canada if you feel your personal information has been handled improperly. For more information about these rights, or about how we handle your personal information, please contact the Natural and Non-prescription Health Products Directorate Consultation at nnhpd.consultation-dpsnso@hc-sc.gc.ca
Opportunities to reduce red tape
General  
1. Which group best reflects your organization or who they represent?
a. Industry
b. Industry association
c. Consumer & research groups
d. Advertising organization
e. Health care organization  
f. Other
NHP Policy and Operational Initiatives 
Proposal: Additional updates to the Natural Health Products Management of Applications Policy (NHP MAP) and related processes
The Natural and Non-prescription Health Products Directorate (NNHPD) is updating the Natural Health Products Management of Applications Policy (NHP MAP) in two phases (waves). The final updated NHP MAP (Wave 1) was released on December 17, 2025. As part of NNHPD’s revised workload management approach, we only accept new product licence applications (PLAs) for NHPs that will benefit Canadians. Class I, II, and III applications are eligible when the product is intended to be sold or manufactured in Canada within 12 months of receiving an authorization. 
Work on a second wave of NHP MAP updates is underway for 2026. The focus is on more substantial process improvements and policy changes that will achieve meaningful red tape reduction.
2.  Have you observed any benefits or impacts from the operational changes implemented to date—such as workload management or the first wave of the NHP MAP—and, if so, could you provide details or quantify those impacts where possible.

3. From the list of proposals under consideration for the second wave of the NHP MAP, please select the five that you believe would most effectively reduce burden for your organization.
A. Expanding the scope of Class II: For example, include common spices, herbs, and tea ingredients; rely on previous NHP licensing decisions during application review
B. Information Request Notices (IRN) and refusals: i) Revisit the issuance of IRNs in the context of refusals, ii) Introduce a pause-the-clock mechanism and a template for IRN responses
C. Statements to the effect of: Allow for Class I applications
D. Fundamental changes: Apply flexibilities when proposed changes remain within the monograph's parameters
E. Classification of amendment applications: Consider a risk-based approach to determining the class of an amendment application rather than defaulting to the class of the original product licence application
F. Notifications: Create a separate form for notifications to distinguish them from amendment applications in support of distinct operational processes
G. Natural Health Product Ingredient Database (NHPID) updates: For example, timing relative to submission, how to inform users beyond the “What’s New” webpage 
H. Other system improvements: For example, fix electronic product licence application (ePLA) technical issues; consider alternatives to the system used by Health Canada for electronic communications with applicants (Connect) and the current trading partner system
I. N/A
4.  Please provide any additional feedback on this topic.

NHP Regulatory Changes
Proposal: Registration Pathway for certain products
Health Canada is considering replacing the current product licensing pathway with a simple registration process for “higher certainty” products (products with established safety and efficacy profiles when used under established conditions of use).  Registration is intended to be an administrative process rather than a review and authorization process.
Scope of products: The proposed scope of products eligible for registration would include:
a) Products that fully meet all requirements in an individual ingredient or product monograph (current Class I). 
b) Possible future expansion: some Class II products with higher certainty. 

5. [bookmark: _Int_7PS9MwYq]For element b): Are there examples of NHPs that currently fall under Class II that you feel should be eligible for the proposed registration pathway? Please list and explain your suggestions. 

Registration information: Key information would be collected through the registration process to support product identification and post market oversight. Product information would be submitted close to the time of market entry. 
6. Do you have any concerns with registering your product, at the latest, 10 days after market? Please describe any concerns.

7. What challenges, if any, might arise in providing site licence information at the time of registration? 

Registration number:  Health Canada is considering whether a product number should appear on the label of registered NHPs. 
Since registered product submissions would not be reviewed and approved by Health Canada, this number must be distinguishable from the NPN issued for licensed products. There are several possible options;
8. Which approach do you prefer, and why?
a) A pre-market registration system that provides a product-specific registration number for inclusion on the label. The number would be distinguishable from an NPN;

or

b) A system that allows for post-market registration where a common monograph-based number could be included on the label. With this option, all registered products that meet the same monograph would display the same number on the label;
or 
c) A system that allows for post-market registration, where a number is not required on the label.

Post-market changes: Any changes made to a registered product (such as adjusting the amount of a medicinal ingredient) that fall within the limits set by the monograph referenced at the time of registration would be submitted to Health Canada as a notification. 
9. Do you have any feedback on this proposal? 

Other feedback on the registration pathway:
10. For industry: How might the proposed registration pathway affect a company's ability to export Canadian manufactured NHPs to other jurisdictions, if applicable?

11. Please provide any additional feedback on the proposed registration pathway.

Proposal: Other Proposed Regulatory Changes to the Natural Health Products Regulations (NHPR)  
Finished Product Specifications (FPS): 
Under the current Natural Health Products Regulations (NHPR), FPS must be submitted with a product licence application. Health Canada is considering a risk-based approach to determine when the submission of FPS would be required. Submission of FPS would not be required for products entering the market through the proposed registration pathway.
Proposed Approach:
· All product sponsors (both registrants and product licence holders) would remain responsible for ensuring product quality, setting product specifications, and maintaining quality-related records. 
· Health Canada may request these records, and sponsors would need to provide them within a specified timeframe. 
· Submission of FPS may still be required for certain product licence applications when needed to demonstrate product safety or efficacy. 
· For registered products, FPS would not be required to be submitted. 

12. Do you have any concerns with this risk-based approach? Please explain.

Label Text: 
Under the current NHPR, label text must be submitted with a product licence application. Health Canada is considering a risk-based approach to determine when label text would need to be submitted.  Submission of label text would not be required with a product registration.
Proposed Approach:
· All product sponsors (both registrants and product licence holders) would remain responsible for ensuring that product labels meet all regulatory requirements.
· Health Canada may request label text, and sponsors would be required to provide it within a specified timeframe.
· Label text may still be required for certain product licence applications when needed to demonstrate product safety or efficacy. 
· For registered products label text would not be required to be submitted.

13. Do you have any concerns with this risk-based approach? If so, please share your concerns.

14. The current web application system generates the label text. Do you use the generated label text when developing your product labels? 

15. Please provide any additional feedback on this topic. 

Post-Market Changes: 
Health Canada is considering a risk-based approach that would allow some post-market changes for licenced products to be submitted as notifications rather than amendments. 
· Amendments are for significant changes requiring review and approval. Please consult the following link for further information on current amendment requirements: https://laws-lois.justice.gc.ca/eng/regulations/sor-2003-196/page-2.html#h-700439
· Notifications can be submitted after the change has been implemented. 

16. Are there any post-market amendments that you think would be more appropriate as notifications?  

Fundamental Change: 
Health Canada is considering updates to the fundamental change provision which outlines when a new product licence application is required. The goal is to better reflect the practical realities of manufacturing NHPs.
Proposed Approaches:
a) Allow some changes that currently require a new product licence application (fundamental changes) to instead be submitted as amendments, for example when the change does not alter the nature of the product, or;

b) Remove the fundamental change section from the NHPR, providing industry with the flexibility to determine whether a change should be submitted as a new application or an amendment. If an amendment is submitted, companies would need to inform consumers of the change through a statement on the label. For example, “now contains x ingredient”.

17. Which proposal do you prefer any why? 

18. For proposal a), are there any post-market changes that are currently considered fundamental changes that you think would be more appropriate as amendments? 

19. For proposal b), would you support a requirement to inform consumers of certain product changes via the label, when they continue to be marketed with the same NPN?  


Proposal: Labelling 
Digital Labelling:  
Health Canada is exploring approaches to reduce labelling burden by simplifying requirements, increasing flexibility, and expanding the use of digital labelling. 
The following list is a mix of information already allowed to be moved to the digital space, and proposed information that could be moved to enhance use of digital labelling.  
a. Non-medicinal ingredients
b. Select conditions of use such as point of use warnings
c. Select information related to medicinal ingredients such as:
i. Extract ratio
ii. Source material
iii. Latin binomial proper name when the common name is included on the physical label

20. For industry: Please indicate how likely you would be to move the following information off the physical label and provide it only through a digital label. 

21. For other respondents: Please indicate your level of support for accessing the following information through a digital label.

22. Please provide any additional feedback on the topic of digital labelling. 

Product Facts Table: 
Health Canada is exploring alternatives to the current product facts table format, that would ease burden on industry and help them comply, while still making labels easy for consumers to read and compare.
23. Does the table format make it hard to fit all the required information on your label? 

24. If a product facts table were not required, would other formatting, such as the use of contrast, white space, minimum font sizes and standardized bolded headings, be sufficient to ensure NHP label information is easy to locate, read and compare with other products? If not, what other alternatives would you suggest? 

Proposal:  Regulatory Modernization of Post-authorization NHP Vigilance  
Health Canada is proposing to update and replace post-authorization vigilance tools for NHPs by introducing a more flexible risk-based approach.  
Proposed Approach: 
· Replace annual summary reporting with a flexible safety monitoring requirement focused on the detection of significant safety issues.
· Establish clear record retention requirements that reflect the risk level of NHPs and support an effective safety monitoring model.
· Would apply to both registrants and product licence holders

25. Do you foresee any challenges or have any concerns with this proposal? If so, what measures would you propose to address them?

26. Please provide any additional feedback on this topic.

Conclusion 
27. Do you foresee any challenges or have any concerns with the proposed Red Tape Reduction initiatives for NHPs? If so, what solutions would you suggest? 

28. Are there other ways to reduce red tape for NHPs that you would suggest? If yes, please explain. 

29. Please provide any additional feedback on the proposed RTR initiatives.  

30. Optional: If you are open to Health Canada following up with you to further discuss any of your responses in this survey, please include the name of your company or organization and contact information. 
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