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	Cost-Benefit Analysis Survey for the Proposed Exemption Order for Certain Low-Risk Non-Prescription Drugs






	Introduction

	

Survey Purpose 
 
A cost-benefit analysis (CBA) is a requirement for all new regulatory proposals or amendments. The purpose of the CBA is  to help Health Canada understand how the proposed Ministerial Class Exemption Order (the Order) will impact, both positively and negatively, the industry, consumers, and the Government of Canada. The following questions are targeted toward industry. The responses will inform the cost-benefit analysis and may assist in refining the regulatory proposal to minimize costs while preserving the policy intent of the proposal. 
 
While quantitative data is most helpful, including “nil” responses where data is not available, qualitative descriptions of potential impacts would also be appreciated.  

Data gathered through the CBA survey is taken into consideration in preparing the analysis for the regulatory package. The public 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 information you provide will be safeguarded in compliance with applicable government policies and legislation. 






	



Please return the questionnaire by July 20, 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

In Canada, lower-risk non-prescription drugs (NPDs) are commonly used as part of routine self-care to treat or prevent worsening of minor conditions and to support overall health without the need for intervention by a healthcare practitioner. Some examples of lower-risk NPDs are sunscreens, oral care products, acne treatments. These and other product categories can be found on List D: List of Certain Non-prescription Drugs for Distribution as Samples. Access to a selection of these health products is important for meeting the diverse needs of people in Canada and supporting positive health outcomes. 
 
To expedite pre-market review and product authorization of NPDs, Health Canada has developed monographs for certain categories of drugs that have well characterized safety and efficacy profiles under specific conditions of use. Monograph parameters include the permitted medicinal and non-medicinal ingredients, concentrations of medicinal ingredients, and conditions of use (such as indications, directions for use and warnings). If a drug meets all parameters outlined in the monograph, it may be eligible for an expedited authorization under Division 1 of the Food and Drugs Regulations (FDR) without the need for additional evidence.  
 
Currently, this pathway to market is not available to lower-risk NPDs containing medicinal ingredients not previously authorized in Canada, even if they have been deemed safe and effective in other jurisdictions. Instead, all drugs that have not been previously authorized in Canada are subject to the ‘new drug’ submission requirements under Division 8 of the FDR.  Health Canada is proposing to publish an Order that would enable the sponsors for these drugs to make an application for market authorization under less burdensome Division 1 for a Drug Identification Number (DIN), without a Notice of Compliance.





	











	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

	 
3. Is your organization a business establishment?
☐ Yes
☐ No (Go to Question 8)
 
4. What type of establishment does your organization identify as? (Check all that apply)
☐ a NPD manufacturer
☐ a NPD importer
☐ a NPD distributor
☐ a product labeller
☐ an ingredient manufacturer
☐ a packaging company
☐ a foreign manufacturer
☐ a retail outlet selling NPDs
☐ Other, please explain Click or tap here to enter text.
 

	5. Which of the following would you use to describe the ownership of your establishment?
☐ Canadian-owned: 100%  
              ☐ Foreign owned: 100%  
              ☐ Canadian owned: more than 50% 
              ☐ Foreign owned: more than 50%  
              ☐ Jointly owned by foreign and Canadian: each 50%  
 
 
6. Do you have any active business operation in Canada currently? (Please tick ONE only)
 ☐ Yes - we are active in Canada in manufacturing, import/export, distributing, and/or retailing of NPDs 
 ☐ No, we plan to set-up an operation in next 24 months  
 ☐ Not interested in the Canadian market in next 24 months
             
 

	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 between $30,000 and $5 million in annual gross revenue.”
 
For the purpose of this consultation, a business is defined as “An enterprise that operates in Canada and engages in commercial activities related to the supply of services or property (which includes goods). A business does not include an organization that engages in activities for a public purpose (i.e., social welfare or civic improvement), such as a provincial or municipal government, a school, a college or university, a hospital or a charity."

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

	8. For associations, please indicate the number of members your organization represents.
	Number
Click or tap here to enter text.

	9. For associations, how many of your members meet the definition of a small business?
	Number
Click or tap here to enter text.

	10. For associations, how many of your members have a Canadian head office?
	Number
Click or tap here to enter text.



	Exemption of ingredients that are used in List D products from the “new drug” requirements in Division 8 of the FDR.

	Elements of the proposal

	
Current practice:
Currently, all drugs containing medicinal ingredients that have not been previously authorized in Canada are subject to the ‘new drug’ submission requirements under Division 8 of the FDR for market authorization in Canada. This approach to regulating lower-risk NPDs results in oversight that is disproportionate to their relative risk profiles and higher certainty. Hence, it understood to create unnecessary burden for industry.

The proposal:
Health Canada is proposing to publish an Order that would exempt low-risk NPDs included on List D (List of Certain Non-prescription Drugs for Distribution as Samples) from the application of Division 8 prohibitions and those requirements of Part C of the FDR that apply to new drugs, provided the drug complies with one of Health Canada’s published monographs. This exemption would enable the sponsors for these drugs to make an application for market authorization under Division 1 for a Drug Identification Number (DIN) without a Notice of Compliance. These products would not be subject to requirements under Division 8 of the FDR.

Health Canada is reviewing the efficacy and safety profile of ingredients not previously authorized in Canada in several low-risk product categories including sunscreen; oral care products and anti-dandruff products.


	11.  Will your organization benefit from this proposal?            
       
  Yes ☐                                                    No  ☐

	12. On average, between 2026 December and 2028 December,

	A. How many SKUs (stock keeping units) of NPDs (which would be authorized with DINs) under the new Order does your organization expect to supply to the Canadian market by product category 


		
	Low-risk NPDs
	Number of SKUs

	1
	Sunscreens
	Click or tap here to enter text.

	2
	Toothpastes and mouthwashes
	Click or tap here to enter text.

	3
	Acne therapy products
	Click or tap here to enter text.

	4
	Anti-dandruff products
	Click or tap here to enter text.

	5
	Other (please specify) Click or tap here to enter text.
	Click or tap here to enter text.




	
B. Would you discontinue supplying any existing product(s) to the Canadian market because of the proposed Order? 

	
Number of SKUs
Click or tap here to enter text.

	C. What is the expected rate of adverse reactions (AR) associated with the introduction of new NPDs on List D under the Order?

	Low-risk NPDs
	Rate of ARs in other markets

	Sunscreens
	Click or tap here to enter text.

	Toothpastes and mouthwashes
	Click or tap here to enter text.

	Acne therapy products
	Click or tap here to enter text.

	Anti-dandruff products
	Click or tap here to enter text.

	Other (please specify)
 Click or tap here to enter text.
	Click or tap here to enter text.




	D. What is the expected cost saving per SKU by your organization if these new lower-risk NPDs are authorized under Division 1 instead of Division 8 of the FDR?

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

	E. What is the expected cost saving per SKU if Health Canada does not require submission of label mock-ups for these new lower-risk NPDs as part of the drug authorization?

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

	13.   How would the introduction of these new products, authorized under the proposed Order, impact your organization’s sales?

	The total revenue of my company will increase 
☐

	The total revenue of my company will decrease
☐

	No impact to my company’s revenue 
☐


	14.    Do you anticipate the proposed Order would have an impact on most small businesses in Canada? 

	Yes – small businesses would be positively impacted
☐
	Yes – small businesses would be negatively impacted
☐
	The proposed Order will not impact the revenue of small businesses
☐

	15.     Please include any other cost impacts to your organization due to the proposed Order or any comments you have on the proposed Order (such as impact on retail shelf-space; market competitiveness; small businesses; domestic suppliers, etc.)

	
Click or tap here to enter text.












	[image: ]
	[image: C:\Users\MROWAT\Downloads\T130-Canada.png]



image1.png
Bel 50 e




image2.png
Canada




