[image: ]SUMMARY DESCRIPTION OF THE APPLICATION


SECTION 1: ADMINISTRATIVE SECTION
Description of the Non-Pharmaceutical Innovation
Fill out the table corresponding to your application, as indicated.

	Innovator
	

	Trademark
	

	Description
	

	Commercially available formata
	

	Health Canada licence 
	☐ Yes	Date of Issuance: YYYY-MM-DD 
☐   No	Expected date of issuance: YYYY-MM-DD

	Use requested or recognized by Health Canada
	

	Use requested from INESSS
	

	Submission filed with the Canadian Drug Agency (CDA-AMC) (date)
	☐  Yes	YYYY-MM-DD
☐  No	Indicate if a date is planned: YYYY-MM-DD

	Special considerations to noteb
	

	a	Clearly identify any differences between the formats on the market.
b	For example, but not limited to: the presence of allergens such as latex, significant differences in the product’s formulation or stability, differences in the device’s functionality, etc.



Brief history of INESSS decisions regarding the product for the intended use
Complete the table as indicated. Enter “This is an initial application for evaluation” if applicable.

HISTORY OF EVALUATIONS AND RECOMMENDATIONS ISSUED BY INESSS 
	Month – Year
	Recommendation

	Month – Year
	Recommendation



Use of Artificial Intelligence
The innovator must disclose whether they use an artificial intelligence system to develop their proposal or business model. They must also disclose whether artificial intelligence was used in the development of the evidence they submit. The elements to be included in the disclosure are a description of the artificial intelligence system(s) used, the content generated, the predictions or recommendations generated, or the decisions made, as well as the mitigation measures established.  

Is this submission, or any part of it, based on the use of an artificial intelligence system? 

☐  Yes	☐  No

If so, describe this use in the box below. 

	




SECTION 2: POPULATIONAL DIMENSION
Enter the name of the document presenting the rationale for the populational dimension:
	


SECTION 3: CLINICAL DIMENSION
Clinical Studies
Briefly describe each study, as indicated. 

CLINICAL STUDY NO. 1
	Author, title, journal, year, or unpublished
	

	Objective(s)
	

	Population
	

	Design 
	

	Study Purpose
	

	Primary evaluation objective
	

	Secondary evaluation objectives
	

	Industry Sponsorship	☐  Yes	☐  No	☐  Unknown





CLINICAL STUDY NO. 2
	Author, title, journal, year, or unpublished
	

	Objective(s)
	

	Population
	

	Design 
	

	Study Purpose
	

	Primary evaluation objective
	

	Secondary evaluation objectives
	

	Industry Sponsorship	☐ Yes	☐ No	☐ Unknown



CLINICAL STUDY NO. 3
	Author, title, journal, year, or unpublished
	

	Objective(s)
	

	Population
	

	Design 
	

	Study Purpose
	

	Primary evaluation objective
	

	Secondary evaluation objectives
	

	Industry Sponsorship	☐ Yes	☐ No	☐ Unknown



CLINICAL STUDY NO. 4
	Author, title, journal, year, or unpublished
	

	Objective(s)
	

	Population
	

	Design 
	

	Study Purpose
	

	Primary evaluation objective
	

	Secondary evaluation objectives
	

	Industry Sponsorship	☐ Yes	☐ No	☐ Unknown



CLINICAL STUDY NO. 5
	Author, title, journal, year, or unpublished
	

	Objective(s)
	

	Population
	

	Design 
	

	Study Purpose
	

	Primary evaluation objective
	

	Secondary evaluation objectives
	

	Industry Sponsorship	☐ Yes	☐ No	☐ Unknown



SECTION 4: ORGANIZATIONAL DIMENSION
Enter the name of the document presenting the rationale for the organizational dimension:
	


SECTION 5: ENVIRONMENTAL IMPACT
Enter the name of the document presenting the rationale for the environmental impact:
	




SECTION 6: ECONOMIC ASPECT
Justification of Costs
Complete the table below. The text in gray must be modified or removed by the applicant to ensure it corresponds to the submitted application.

[bookmark: _Hlk64534762]Acquisition costs of the “innovation under review” and its main comparators for the intended use
	Trademark
Form/Type of Innovation
	Intended usea
	Unit price
	Acquisition cost of the innovation “per period”b

	“Innovation under review”
	
	
	

	COMPARATORS

	“Comparator 1”
	
	
	

	“Comparator 2”
	
	
	

	…
	
	
	

	a	According to the user guide, product monograph, or standard clinical practice. 
b	This calculation assumes full adherence to the intended use(s) specified in the user guide. This cost is calculated for a person weighing 76 kg or with a body surface area of 1.85 m²and includes losses, if any. However, it excludes the cost of professional services.



Price Disclosure
Upon submission of the recommendation to the Minister, the selling price will be deemed to be in the public domain. A rationale supporting the maintenance of its confidentiality following the recommendation may be submitted to INESSS for review. If applicable, use the following box. 

	





Economic Analysis
Briefly describe the main elements. If more than one study is submitted for evaluation, reproduce the table below, adapting its content as necessary.

ECONOMIC STUDY NO. 1
	Reference
	

	Type of Analysis 
	Type of analysis and approach(es) used (deterministic, probabilistic)

	Objective(s) and Target Population(s)
	

	Comparator
	Current practice

	Economic model
	Diagram illustrating the economic model.

	Time horizon
	

	Sources of clinical data
	When referring to a clinical study, cite only the author and the year

	Sources of utility values 
(if applicable)
	

	Perspective(s) used
	Ministry of Health and Social Services
Societal perspective

	Costs Considered
	

	Key results and sensitivity analyses
	Restate the main results of the analysis according to the selected approaches.




ECONOMIC STUDY NO. X (IF APPLICABLE)










SERVICES OFFERED BY THE APPLICANT (OPTIONAL)
	Patient or user support program 	☐ Yes 	☐ No 

If applicable, please provide answers to the following questions:

	Questions
	Answers
	Are the answers to these questions confidential?

	Question 1: What services are included in your program? 
	
	☐ Yes 
☐ No 

	Question 2: What are the reasons for implementing such a program?
	
	☐ Yes 
☐ No 

	Question 3: What is the process for a patient or user to benefit from the support program (e.g., registration, information to be provided)? 


	
	☐ Yes 
☐ No 

	Question 4: Are there any distribution restrictions under your program?


	
	☐ Yes 
☐ No 


	Comments:
	
	





Budget Impact Analysis
Complete the tables below. The grayed-out text must be modified or removed by the applicant to match the submitted application.

Key Assumptions for the Budget Impact Analysis
	Parameter
	Values (other values)

	
	Applicant
	INESSS

	ELIGIBLE POPULATION 

	Scenario 1
	
	

	Assumption 2
	x
	

	…
	x
	

	Annual number of people newly eligible for the innovation or cumulative annual number of people/units (over 3 years)
	x, x, and x
	

	MARKET AND COMPARATORS

	Assumption 1
	x
	

	Assumption 2
	x
	

	Market share of the “innovation under review” (over 3 years)
	x, x, and x%
	

	Main sources of these market shares
	
	

	COST AND FACTORS INFLUENCING THIS COST

	Assumption 1
	x
	

	Assumption 2
	x
	

	…
	x
	

	Average cost per person (over 3 years)
“Innovation under review”
“Comparator 1”
“Comparator 2”
	x $
x $
x $
	




Budgetary impacts of the “innovation trademark under review” for “intended use”
	
	Year 1
	Year 2
	Year 3
	Total

	GROSS IMPACT

	For the health and social services system
	 $
	 $
	 $
	 $

	
	
	
	
	

	Total
	 $
	 $
	 $
	 $

	Number of people/
units
	
	
	
	b

	NET IMPACT

	On the health and social services system
	 $
	 $
	 $
	 $

	
	
	
	
	

	Total
	 $
	 $
	 $
	 $

	Deterministic sensitivity analyses
	Lower-case scenariob
	 $

	
	Upper-case scenario c
	 $

	a	Total number of people/units over 3 years.
b	Estimates are based on the net impact, taking into account a ….
c	Estimates are based on the net impact, taking into account a ….
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