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	Cost-Benefit Analysis Survey for Reducing Red Tape for Natural Health Products
 






	Introduction

	

Survey Purpose

A cost benefit analysis (CBA) is a requirement for all new regulatory proposals. This list of questions will be used to help Health Canada understand how the proposed regulations could impact, both positively and negatively, Canadian industry. Please respond to the questions that are relevant to your business, association, or industry sector. While quantitative data is most helpful, including “nil” responses where data is not available, qualitative descriptions of potential impacts would also be appreciated.  Your responses to the following questions will inform the analysis and may help Health Canada to adjust its regulatory proposal to minimize costs while preserving the policy intent of the proposal.

Data and information gathered through the CBA survey will be taken into consideration in preparing the analysis for the regulatory package. The Regulatory Impact Analysis Statement (RIAS) will reflect only aggregated survey data, combined with other data sources, and will not be attributed to individual respondents. The RIAS will be published along with the proposed regulations and final regulations in the Canada Gazette. The data will also be presented, in aggregate, in the CBA report that will also be available publicly. The information you provide will be safeguarded in compliance with applicable government policies and legislation.



	


Please return the questionnaire by September 25, 2026 via email to

Office of Legislative and Regulatory Modernization
Policy, Planning and International Affairs Directorate
Health Products and Food Branch
Health Canada

lrm.consultations-mlr@hc-sc.gc.ca






	BACKGROUND


Health Canada is proposing to amend the Natural Health Products Regulations (NHPR) to reduce regulatory burden for both industry and government, while maintaining a level of oversight that is proportionate to both risk and uncertainty. Health Canada plans to introduce a registration process for certain natural health products (NHPs), along with flexible risk-based safety monitoring for all NHPs. The Department also plans to amend the regulations by making labelling requirements more flexible and reducing authorization requirements in areas where oversight is more appropriate after the product is authorized.

This regulatory initiative was identified in the Health Canada and the Public Health Agency of Canada’s report on red tape reduction.







	Business or organization and contact information

	1. Please provide the business or organization’s legal and operating name.

	Legal Name
	Operating name (if applicable)

	Click or tap here to enter text.	Click or tap here to enter text.
	2. Please provide the contact information of the designated business or organization contact person for this questionnaire

	First Name
	Last Name

	Click or tap here to enter text.	Click or tap here to enter text.
	Title
	

	Click or tap here to enter text.	

	Mailing Address (number and street)
	

	Click or tap here to enter text.
	City
	Province, territory, or state

	Click or tap here to enter text.	Click or tap here to enter text.
	Postal code or ZIP code
	Country

	Click or tap here to enter text.	Click here to enter text.
	Email address
	Telephone number (including area code)

	Click or tap here to enter text.	Click or tap here to enter text.
	Business or organization profile

	1. Are you reporting for an individual business or industry association?
	Individual Business 
☐
	Industry Association☐  

	2. Which sector(s) do you consider your business or association to be part of (e.g., product licence holders, manufacturer, packagers/labellers etc.)?
	Sector(s)
Click here to enter text.

	For the purposes of this consultation, a small business is defined as “Any business, including its affiliates, which has fewer than 100 employees or generates less than $5 million in annual gross revenue.”


	Questions for Businesses

	3. Does your business meet this definition of a small business?
	Yes ☐
No  ☐

	4. Is your business a subsidiary or affiliate of a foreign entity?
	Yes ☐
No  ☐

	5. For businesses that sell NHPs, how many physical locations do you sell your product at?
	Number
Click or tap here to enter text.
(If greater than 10, just enter “greater than 10”)

	6. Do you sell your product only at a road-side stand, craft show, flea market, fair, or farmers’ market?
	Yes ☐
No  ☐

	Questions for Associations

	7. Please indicate the total number of members your organization represents.
	Number
Click or tap here to enter text.

	8. How many of your members meet the definition of a small business?
	Number
Click or tap here to enter text.

	9.  How many of your members have a Canadian head office?
	Number
Click or tap here to enter text.

	10. Please indicate the province/territory where the majority of your members are located.
	Province/Territory
Choose an item.




	Simple Registration Pathway

	Pathway to market for certain natural health products

CURRENT REQUIREMENT
All NHPs must have a valid product licence issued by Health Canada before they can be sold in Canada. 

All product licence applications are subject to a pre-market assessment. 

When an applicant relies only on an existing Health Canada monograph to demonstrate the product’s safety and efficacy, Health Canada must make a licensing decision within sixty days of receiving the application (i.e. the Sixty-Day Disposition outlined in Section 6 of the NHPR)

REGULATORY PROPOSAL 
A registration pathway is being proposed for products that fully align with an existing Health Canada monograph (currently managed as Class I or compendial applications). It would function like a notification system, rather than a licensing process and would be a condition of sale for eligible products. No pre-market review or decision by Health Canada would be required before the product is issued a product number (NPN or DIN-HM) and enters the market. Eligibility for registration would be managed through the list of Health Canada monographs published in the Natural Health Products Ingredients Database, which could be amended from time to time. These include single ingredient monographs, which apply to one route of administration only, and product monographs that cover a range of formulations and delivery methods.  

The Sixty-Day Disposition for processing applications attesting to a monograph would no longer be necessary since the new registration pathway does not require a licensing decision.

All other classes of applications (Class II and III) would continue to require licensing.


	1. On an annual average, how many products do you licence that currently align with an existing Health Canada monograph?  

	Number
Click or tap here to enter text.

	2. On average, how much does it cost your business to prepare an application for a Class I product licence?

	Cost ($CAN)
Click or tap here to enter text.

	3. Under the proposal, what would be the approximate savings for your business to register a product instead of applying for a product licence?

	Cost savings ($CAN)
Click or tap here to enter text.

	4. What would be the potential sales for your business if your product could enter the market up to 60 days sooner? (i.e. the proposed registration pathway instead of the Sixty-Day Disposition)

	Potential Sales ($CAN)
Click or tap here to enter text.

	5. With the proposed registration pathway, is there a desire to increase the number of Health Canada product monographs available so that more products would be eligible to register?


	Click or tap here to enter text.

	Registration information submission

CURRENT REQUIREMENT
Licence Application: Section 5 of the NHPR outlines the information required to be included in a licence application. Health Canada assesses this information as part of its pre-market licensing decision. 

Site Information: Section 22 of the NHPR requires that site information for the licensed product must be submitted to Health Canada prior to the product’s first sale.  This includes: 
(a) names and contact details of manufacturers, packagers, labellers, importers; as well as the site licence numbers if the person conducts the activity in Canada;
(b) names and contact details of each distributor;
(c) addresses of all sites where the product is manufactured, packaged, labelled
(d) address of each building in which the product is stored for the purposes of importation or distribution; and
(e) for imported products, evidence establishing that the product will be manufactured, packaged, labelled, imported, distributed and stored in accordance with Canadian good manufacturing practices in Part 3 (or equivalent standards).
 
REGULATORY PROPOSAL 
The intent is to reduce submission requirements under section 5 for registration. For example, the submission of label text, finished product specifications, and statement indicating the purpose of each non-medicinal ingredient would not be required under registration. Only key information about the product would be collected at the time of registration to support product identification and post-market oversight. Information that is no longer required to be submitted must be maintained on file and provided to the Department upon request post-registration.

Site information would also be required at the time of registration, reflecting the existing pre-market regulatory requirement for licensed products. The proposal is to require information under (a) and (c) to be submitted and information under (b), (d) and (e) to be maintained.


	6.  How would the changes to information submission impact your business?

	Click or tap here to enter text.

	Post-market changes under registration 

CURRENT REQUIREMENT
All post-licensing changes are processed through an amendment application (section 11), a notification (section 12), or a new product licence application (section 13). This is also the case for monograph-based applications, even when the changes are within scope of the applicable Health Canada monograph.


REGULATORY PROPOSAL 
Amendments: As part of the registration process, would no longer be applicable.

Notification: Registration holders would be required to notify Health Canada of any post-registration changes to the information submitted at time of registration, within sixty days after the day on which the change is made. This would include notifying Health Canada when a registered product is no longer sold in Canada (product discontinuation) within sixty days of when the registration holder has permanently discontinued the product.

Changes would be limited to those that are made within the parameters of the monograph. Changes that result in a product that doesn’t meet the original monograph for which the product was registered would require switching to the product licensing pathway.


	7. On an annual average, how often does your business submit an amendment to a Class I licence?

	Number of amendments
Click or tap here to enter text.

	8. On average, how much does it cost your business to amend a Class I licence?

	Cost per product ($CAN)
Click or tap here to enter text.

	9. What is the anticipated cost per product to submit a notification to Health Canada?

	Cost per product ($CAN)
Click or tap here to enter text.

	Transition Approach for Applicable Licensed Products Moving to Registration

	Transitioning existing products 

REGULATORY PROPOSAL 
Licensed products that meet the registration pathway and that have provided site licence information would administratively be registered by Health Canada and would maintain the same NPN/DIN-HM.  

Some transitioning products may need to provide site licence information to support their registration.  

These products would be provided a transition period of up to 1 year to provide Health Canada with site licence information. At the end of the transition period, licences for products that are eligible for registration that do not have site licence information would be discontinued and a new registration and NPN would be required to market your product in Canada. 


	10. What is the estimated number of Class I licences your business hold but have not yet submitted site information?
	Number 
Click or tap here to enter text.

	Product licence discontinuation

CURRENT REQUIREMENT
A voluntary approach is currently in place. As outlined in the NHP Management of Application Policy, licence holders are encouraged to notify NNHPD if they no longer require an active product licence. 


REGULATORY PROPOSAL 
Licence holders are required to inform Health Canada when they have permanently discontinued the licensed product and Health Canada must cancel the licence. Temporary pauses in sale do not count as discontinuation.


	11. How often does your business permanently discontinue a product licence per year? Either a number or a range would be accepted.
	Number
Click or tap here to enter text.

	12. What is the anticipated cost per product to submit a notification on discontinuation to Health Canada?
	Cost per product ($CAN)
Click or tap here to enter text.

	Reducing Other Burdens and Irritants Related to Product Licensing

	Pre-market product licence application requirements 

CURRENT REQUIREMENT
Under the NHPR, a product must be authorized and a licence issued before an NHP can be legally sold in Canada. Section 5 outlines the information required to support a licence application.

REGULATORY PROPOSAL
The intent is to develop a flexible risk-based regulatory approach that aligns application requirements with information that is used to make a licensing decision.  Section 5 of the NHPR would be amended to remove the requirement to submit label text ( 5(h)) and Finished Product Specification (5(i)) with all licence applications.  This information may be requested pre-market if used to support a safety or efficacy assessment.


	13. As proposed above, what would be the estimated savings to your business per licence?
	Savings ($CAN)
Click or tap here to enter text.

	Post-market product licence change application requirements – notifications versus amendments 

CURRENT REQUIREMENT
Notifications are required after a change to a licensed product has been made that is unlikely to impact the safety of the product.
The regulations require a notification in the following circumstances:
· New contact information for the licence holder;
· A change to site licence information;
· Changes to non-medicinal ingredients that do not impact safety or efficacy;
· Changes to the brand name or the proper/common name of a medicinal ingredient; and 
· The addition of risk information to the product’s label.

Amendments are changes to a licensed product that require pre-market approval by Health Canada before they can be implemented. These changes are generally those that may impact the safety or efficacy of the product.
The regulations require an amendment in the following circumstances:
· Changes to medicinal ingredients (source materials, whether the ingredient is synthetic or non-synthetic, potency)
· Changes to the dose, duration of use or recommended purpose
· Changes to the finished product specifications (e.g., test methods)
· Any removal or change to risk information on the label
· Other changes that can affect safety or efficacy, such as certain changes to non-medicinal ingredients, unless captured as a fundamental change

REGULATORY PROPOSAL 
The new policy updates the list for determining when a post-market change can be submitted as a notification, rather than an amendment. The new approach takes into account both the type of change and the degree of certainty regarding its potential impact on safety and/or efficacy. 

Changes that would move from an amendment to  a notification include: 
· a change of the source material of any of its medicinal ingredients, when the quantity of the medicinal ingredient does not change;
· changing any of its medicinal ingredients to or from being synthetically manufactured;
· Changes to the dose, duration of use or recommended purpose that do not impact other recommended conditions of use and are supported by a monograph;
· Changes to the dose, duration of use, recommended purpose or risk information made to align with monograph changes.


	14. As per the proposed list of additional changes, how often does your business submit these types of amendments per year?
	Number
Click or tap here to enter text.

	15. What would be the estimated savings to your business to submit a notification instead of an amendment to these types of changes? A range of cost savings would be accepted.
	Savings ($CAN)
Click or tap here to enter text.

	Post-market licence change application requirements – amendments versus fundamental changes 
	
CURRENT REQUIREMENT
Fundamental Changes
Fundamental changes are those that deem the NHP a new product, which requires a new product licence application and subsequent authorization and NPN. The regulations consider the following to be fundamental changes: 
· Changes to the quantity of a medicinal ingredient per dosage unit;
· The addition or substitution of a medicinal ingredient; and
· Changes to the dosage form or recommended route of administration

REGULATORY PROPOSAL 
The policy intent is to update the list of changes considered fundamental to better reflect the unique challenges in producing NHPs.  This would allow some changes that currently require a new application to be submitted as amendments, subject to specified conditions.

Changes that would continue to require a new application:
· Changes to the quantity of medicinal ingredient per dosage unit that affect the product’s efficacy, nature or safety profile;
· The addition or substitution of a medicinal ingredient that affects the safety profile or the nature of the product;
· Changes to the dosage form that alter the recommended route of administration

Changes that would move from a new application to an amendment: 
· Changes to the quantity of a medicinal ingredient per dosage unit that do not affect the efficacy, nature or safety profile of the product;  
· the addition or substitution of a medicinal ingredient that does not change the safety profile or the nature of the product; 
· Changes to the dosage form that do not alter the recommended route of administration 


	16. Please describe how the proposed flexibility of fundamental changes impact your business, positively or negatively? Please identify costs or cost savings where possible. 

	        Click or tap here to enter text.

	Site information submission 
 
CURRENT REQUIREMENT
Site information is required to be provided by the licence holder prior to commencing sale of the licensed NHP. 

REGULATORY PROPOSAL 
Licence applicants would be required to provide site information prior to the licence being issued. The Minister would not be able to issue the licence unless the information has been provided.


	17. If this change to site information changes your business practice, please describe how.

	        Click or tap here to enter text.

	Transitioning existing licence products that will remain in the licensing pathway (i.e., do not meet the registration pathway)

REGULATORY PROPOSAL 
Licenced products that have provided site licence information would continue to be licenced and would maintain the same NPN/DIN-HM.  

Some products may need to provide site licence information to support their licence, since the provision of site information would become a condition of licence.  

These products would be provided a transition period of up to 1 year to provide Health Canada with site licence information. At the end of the transition period, licenses for products that do not have site licence information would be discontinued, and a new licence and NPN would be required for a product to be marketed in Canada.

	18. What is the estimated number of Class II and III licences  your business holds but has not yet submitted site information for?
	Number 
Click or tap here to enter text.

	Labelling 
	Key label information and the Product Facts Table (PFT) 

CURRENT REQUIREMENTS
The NHP labelling amendments published in 2022 require most NHPs to be labelled with a standardized PFT. 

Graduated flexibilities allow for limited information to be moved out of the PFT to elsewhere on the label, or to a package insert, leaflet or digital label. This includes removing the non-medicinal ingredients from the physical label. 

As companies have until 2028 to comply with the NHP labelling amendments published in 2022, many NHPs may not yet be using a standardized PFT or complying with the more prescriptive requirements for formatting and legibility. 

REGULATORY PROPOSAL 
It is proposed that key product information is no longer required to be formatted in a standardized PFT.

Key product information would still be required to be prominently displayed on the label and it is proposed that certain information be prioritized when compared to other mandatory information that was also required in the PFT (e.g. if a peel back label is used, they should not be behind the peel back). These are:
· Medicinal ingredients
· Recommended use or purpose
· Warnings and allergy information
· Directions for use

Key information would still be required to be presented:  
· with bolded and standardized named headings 
· in a minimum type size
· in specific font types
· in a contrast that is a visual equivalent of 100% solid black type on a white background 
The recommended use or purpose would be exempt from inclusion of a bolded heading  and specific contrast when it fully appears on the principal display panel. 
 
The exemptions from the contrast, prescribed minimum type size, and font type requirements listed above would be continued for NHPs with small labels (available label surface is <90cm2) and NHPs where:
· the entire quantity of the NHP is to be used within one day or less in accordance with the directions on the label; or
· the immediate container of the NHP contains no more than three recommended dosage units.

A PFT would continue to be an acceptable way to present the information and would meet the requirements of the regulatory proposal.

Non-medicinal ingredient labelling 

Further, non-medicinal ingredients would always be required on the physical label and not permitted to be removed as a flexibility in small package situations. An exception to this requirement would be provided for lowest-risk NHPs with small labels.[footnoteRef:1] [1:  A lowest-risk NHP has a localized or cosmetic-like effect and is either applied on the skin or in the mouth. Lowest-risk products are approved for minor health benefits for issues that would otherwise self-resolve or be self-limited (e.g., not progress), and include mouthwashes; cough drops; lozenges; fluoride toothpastes; products recommended for aromatherapy or organotherapy (topical and oral cavity); and flower essences (topical and oral cavity). However, they do not include nosodes. These products do not rely on systemic absorption or ingestion to achieve their health benefit.] 


Medicinal ingredient labelling 

CURRENT REQUIREMENT

The NHPR requires all medicinal ingredient information to be included on the physical label of an NHP.

REGULATORY PROPOSAL 

All medicinal ingredient information would need to be available for the consumer, either on the physical label or a combination of the physical label and a digital label or leaflet (if used, all label information is required). In other words, a digital label would not be required and in cases where the digital label is not used, all information would need to appear on the physical label. 

Information that could be removed from the physical label and included on a digital label (or leaflet) to complement the physical label would include: 
· the Latin binomial proper name, if the common name is included on the physical label, except if the ingredient is a probiotic; and  
· a description of the source material 

Fragrance allergen labelling 

CURRENT  REQUIREMENT
The NHPR requires a qualitative list, by common name, of the non-medicinal ingredients of the NHP.  In practice, ingredients that make up a fragrance can be grouped in the non-medicinal section of the label under the term “fragrance”. Expectations for declaration of fragrance allergens are described in guidance. 

REGULATORY PROPOSAL 
Health Canada proposes an amendment that would permit the grouping of non-medicinal ingredients under the term “fragrance” by regulation, and align the requirement for fragrance allergen declaration with the Cosmetic Regulations, i.e., fragrance allergen ingredients that are contained in the fragrance grouping would need to be declared on the label.  

Recommended conditions of use labelling 

CURRENT REQUIREMENT
All recommended conditions of use are required on the physical label.

The NHP labelling guidance document allows certain point-of-use warnings (e.g., Stop use and ask a health care practitioner if symptoms persist) to be moved to a digital label for lowest risk products (those referred to in 93.5 (b) – (d)).

REGULATORY PROPOSAL 
Develop an incorporate by reference list of recommended conditions of use that could be moved off of the physical label to either a leaflet, package insert, or a digital label. The Incorporation by Reference (IbR) document is also proposed to include any conditions that would be associated with the moving of this information. For example, the IbR could indicate that a full caution statement could be included on a digital label provided an abbreviated version is located on the physical label. The use of  IbR  means the approach would allow for additional information to be moved to a digital label in the future.


	19. With respect to the proposed changes to non-medicinal ingredients, how many of your products would be impacted by this? (i.e., how many products have already moved the non-medicinal ingredients from the physical label to a leaflet, package insert or website). Note: do not count those that would be exempt from the new requirement to maintain the non-medicinal ingredients on the label – that is cosmetic-like NHPs in small packages.
	Number
Click or tap here to enter text.

	20. What is the anticipated cost per impacted product to move non-medicinal ingredients that are currently in the digital space or leaflet or package insert onto the physical label (outer and inner label) of an NHP? 
	Cost ($CAN)
Click or tap here to enter text.

	21. How would the proposed flexibility of having medicinal ingredients on physical label or on a combination of physical label and in the digital label benefit your business?

	Click or tap here to enter text.

	22. How would the proposed flexibility on having an administrative list of recommended conditions of use that can be moved to a digital label with or without conditions benefit your business?

	        Click or tap here to enter text.

	Transition period

CURRENT REQUIREMENT
All companies have until June 22, 2028, before their NHPs are required to comply with the NHP labelling amendments that were published in 2022.

REGULATORY PROPOSAL 
Health Canada is considering extending the transition period of the 2022 NHP labelling amendments by two years to allow time to comply with the updated requirements. The timing would depend on the final publication date of these proposed regulations. The two-year period would start on whichever date is later;  
1.  June 21, 2028; or  
2. The date of final publication of these proposed regulations. 

The removal of the flexibility that was introduced in the 2022 NHP labelling amendments to allow non-medicinal ingredients to be moved to a digital label or leaflet may impact some products that have already transitioned. For this reason, the transition period for the requirement to always include non-medicinal ingredients on the physical label is proposed to be longer.

The compliance date is proposed to be applied as of the time of manufacture or import to ensure that products at the retail level are not impacted by the end of the transition period.  

	23. Are there any complications you anticipate with applying compliance date to manufacture or import date?

	        Click or tap here to enter text.

	Safety Monitoring

	Annual Summary Report
CURRENT REQUIREMENT
 A licensee must annually prepare and maintain a summary report, and submit the report to Health Canada when requested.

REGULATORY PROPOSAL 
It is proposed to remove the requirement to prepare an annual summary report and to provide it to the Minister upon request.

Issue-related Reports
CURRENT REQUIREMENT
According to the NHPR section 24(3)(b), if the Minister has reasonable grounds to believe that the natural health product may no longer be safe when used under the recommended conditions of use, the Minister may request that, within 30 days after the day on which the request is received, the licensee prepares and provides to the Minister an interim summary report.

REGULATORY PROPOSAL
It is being proposed to remove the requirement to prepare a comprehensive interim summary report and provide it to the Minister upon request.

The proposal would introduce a discretionary authority for the Minister to require an issue-related report containing a concise critical analysis of a specified safety issue, including information on which the analysis is based, and any additional information specified by the Minister that is accessible to the licence holder/registration holder.

Threshold for the Minister to require an issue-related report would be if the Minister becomes aware of an issue that could have significant implications for the risks associated with the product.

Notification
CURRENT REQUIREMENT
Guidance encourages licence holders to inform without delay if the licence holder concludes from the Annual Summary Report that there has been a significant change in what is known about the risks and benefits of a natural health product.


REGULATORY PROPOSAL 
If in reviewing the safety information, the licence holder/registration holder concludes that there is a significant safety issue related to the risks associated with the NHP, the Minister is to be notified in writing without delay. Notifications must include the issue, the significance, and the measures the licence holder/registration holder has taken or intends to take in Canada, if known. Additionally, if the Minister becomes aware of new information relating to the risks of the NHP, the Minister will have the authority to request that the licence holder/registration holder provide any of the compiled information that is relevant to those risks. 

Record Retention for Post-market Vigilance Obligations
CURRENT REQUIREMENT
Under current practice, record retention is practiced in support of regulatory requirements, including the reaction reporting requirements under section 24. 

The reporting adverse reaction to marketed health products guidance document for industry recommends a retention period of 25 years.

REGULATORY PROPOSAL 
It is being proposed to introduce record retention requirement to the NHPR that applies to all post-market vigilance obligations and that requires the licence holder/registration holder to maintain vigilance records. 

Proposed requirement to maintain vigilance records arises upon licensing and ceases 5 years following the discontinuance/cancellation of the product’s licence/registration. 

Include a requirement that the licence holder/registration holder retain individual vigilance records for at least 10 years after the day on which they were created, or until 5 years following the discontinuation/cancellation of the product’s licence/registration, whichever occurs first. 

In the event that another person becomes the licence holder/registration holder, it is required that the former licence/registration holder must transfer the vigilance records to the new licence holder/ registration holder, and that the new  holder must retain them for the remainder of the prescribed retention period.


	24. On a 5-year average, how many annual summary reports does your business submit to Health Canada?
	Number
Click or tap here to enter text.


	25. On an annual basis, what is the average cost for preparing and maintaining an annual summary report?
	Cost ($CAN)
Click or tap here to enter text.


	26. Based on your response from question #25, does your business also notify Health Canada of significant safety issues? 
	Yes
☐
	No
☐
Skip to Q28

	27. If yes, how much does it cost your business to submit these type of notification annually?
	Cost ($CAN)
Click or tap here to enter text.

	28. Are you currently retaining records beyond 10 years?
	Yes
☐
	No
☐
Skip to Q30

	29. What format of records retention does your business use? And how much does it cost annually?
	Cost ($CAN)
Physical
Click or tap here to enter text.
	Cost ($CAN)
Cloud/Digital
Click or tap here to enter text.


	30. What is your anticipated cost to retain vigilance records per year as per the format of your business practice or preference?
	Cost ($CAN)
Physical
Click or tap here to enter text.

	Cost ($CAN)
Cloud/Digital
Click or tap here to enter text.

	Good manufacturing practices (GMP) Notifications
	
CURRENT REQUIREMENT 
An organization is required to submit notifications to Health Canada within 60-days when substantial changes are made that alters any building, equipment, practice or procedure. 

REGULATORY PROPOSAL
It is proposed to limit the number of GMP notifications that are required when changes are made that alters any building, equipment, practice or procedures.


	31. On average, how many notifications related to alterations of buildings, equipment, practice or procedures does your organization submit to Health Canada each year? 

	Average number per year
Click or tap here to enter text.

	32. On average, how much does it cost your organization to compile and submit the required information for a single notification to Health Canada?
	Cost ($CAN)
Click or tap here to enter text.

	 Site licence renewals – Assignment of expiry dates
	
CURRENT REQUIREMENT 
The regulations prescribe the renewal period for a site licence based on how long the person has held a licence. This system is rigid and does not consider the history of the regulated party or its experience with other product lines.

REGULATORY PROPOSAL
It is proposed to move renewals to a risk-based system to determine when a licence must be renewed.  


	33. On average, how much does it cost your organization to compile and submit the required information to renew a single site licence? 

	Cost ($CAN)
Click or tap here to enter text.

	General Comments
	34. Based on your understanding of the proposed Reducing Red Tape for Natural Health Products, do you have any comments or considerations that have not been mentioned or discussed?  


	Click or tap here to enter text.
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