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SECTION 1: ADMINISTRATION
Description of device and clinical indication
Fill in the table corresponding to your request, as shown.

	Manufacturer name
	

	Trademark
	

	Marketed formata
	

	Health Canada Licence 
	☐ Yes	Issue date : AAAA-MM-JJ 
☐  With conditions  	☐  Unconditional

☐  No	Expected issue date : AAAA-MM-JJ

	Indication requested from the INESSS
	

	List(s) for which the request is made
	List of general plan drugs:	☐  Yes	☐  No
Drug list -Institutions: 	☐  Yes	☐  No

	Submission to the Canadian Agency for Drugs and Technologies in Health (CDA-AMC) (date)
	☐  Yes	YYYY-MM-DD
☐  No	Indicate if a date is planned: YYYY-MM-DD

	Special featuresb
	

	a	Identify any differences between marketed formats.
b	For example, but not exclusively: presence of allergens such as latex, significant difference in product formulation or stability, difference in device functionality, etc.



Brief history of the INESSS’ decisions regarding the product for the requested indication
Complete the table as indicated. Enter "This is a first-time assessment request" if applicable.

HISTORY OF ASSESSMENTS AND RECOMMENDATIONS ISSUED BY THE INESSS 
	Month - Year
	Recommendation

	Month - Year
	Recommendation



Use of artificial intelligence by the manufacturer
The manufacturer must declare whether it uses an artificial intelligence system to develop its bid or business model.  They must also declare whether artificial intelligence has been used to develop the evidence they present.  It must declare in clear language the description of the artificial intelligence system(s) used, the content generated, the predictions or recommendations it is supposed to make, or the decisions it has taken, and the mitigation measures established in this regard.  

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

☐  Yes	☐  No

If so, please elaborate on this use in the following box. Please note that translation of documents is not to be considered.   

	





Use of artificial intelligence by INESSS
The use of artificial intelligence can accelerate or enhance certain steps of the assessment of a submission. Unless a rationale is provided limiting its use for specific information, the Microsoft 365 Copilot generative AI tool with “Enterprise Data Protection” may be used by INESSS, in accordance with its Guidelines for the responsible use of generative AI. If applicable, use the following box.
.  
	




SECTION 2: CLINICAL SECTION
A maximum of five publications (which may include one or more manuscripts intended for publication, or a report in the case of an unpublished indirect comparison analysis) must be described below. These are the studies/analyses considered to be the most relevant to the evaluation. Studies including one or more relevant active comparators are of particular interest. In the absence of a study directly comparing the subject under evaluation with the most relevant comparator(s), at least one indirect comparison, whether published or not, must be submitted and included among the five selected relevant publications.
Clinical data
Briefly describe each study, as indicated. 

CLINICAL STUDY 1
	Author, title, journal, year or unpublished
	Published manuscript
☐  Yes	☐  No

If yes, reference the study name according to APA (American Psychological Association) standards. Also include the following embedded links, where available:
PubMed:
ClinicalTrials.gov NCT number:
If no, indicate the authors, title, and expected publication date of the manuscript (if applicable).

	Study identifier (name, #NCT)
	

	Goal(s)
	

	Population
	

	Quote 
	

	Treatments
	Device, Medication, dosage, duration

	Main evaluation objective
	

	Secondary evaluation objectives
	

	Industry sponsorship	☐  Yes	☐  No	☐  Unknown



CLINICAL STUY 2
	Author, title, journal, year or unpublished
	Published manuscript
☐  Yes	☐  No

If yes, reference the study name according to APA (American Psychological Association) standards. Also include the following embedded links, where available:
PubMed:
ClinicalTrials.gov NCT number:
If no, indicate the authors, title, and expected publication date of the manuscript (if applicable).

	Study identifier (name, #NCT)
	

	Goal(s)
	

	Population
	

	Quote 
	

	Treatments
	Device, Medication, dosage, duration

	Main evaluation objective
	

	Secondary evaluation objectives
	

	Industry sponsorship	☐  Yes	☐  No	☐  Unknown



CLINICAL STUDY 3
	Author, title, journal, year or unpublished
	Published manuscript
☐  Yes	☐  No

If yes, reference the study name according to APA (American Psychological Association) standards. Also include the following embedded links, where available:
PubMed:
ClinicalTrials.gov NCT number:
If no, indicate the authors, title, and expected publication date of the manuscript (if applicable).

	Study identifier (name, #NCT)
	

	Goal(s)
	

	Population
	

	Quote 
	

	Treatments
	Device, Medication, dosage, duration

	Main evaluation objective
	

	Secondary evaluation objectives
	

	Industry sponsorship	☐  Yes	☐  No	☐  Unknown



CLINICAL STUDY 4
	Author, title, journal, year or unpublished
	Published manuscript
☐  Yes	☐  No

If yes, reference the study name according to APA (American Psychological Association) standards. Also include the following embedded links, where available:
PubMed:
ClinicalTrials.gov NCT number:
If no, indicate the authors, title, and expected publication date of the manuscript (if applicable).

	Study identifier (name, #NCT)
	

	Goal(s)
	

	Population
	

	Quote 
	

	Treatments
	Device, Medication, dosage, duration

	Main evaluation objective
	

	Secondary evaluation objectives
	

	Industry sponsorship	☐  Yes	☐  No	☐  Unknown



CLINICAL STUDY 5
	Author, title, journal, year or unpublished
	Published manuscript
☐  Yes	☐  No

If yes, reference the study name according to APA (American Psychological Association) standards. Also include the following embedded links, where available:
PubMed:
ClinicalTrials.gov NCT number:
If no, indicate the authors, title, and expected publication date of the manuscript (if applicable).

	Study identifier (name, #NCT)
	

	Goal(s)
	

	Population
	

	Quote 
	

	Treatments
	Device, Medication, dosage, duration

	Main evaluation objective
	

	Secondary evaluation objectives
	

	Industry sponsorship	☐  Yes	☐  No	☐  Unknown



SECTION 3: ECONOMIC ASPECTS
Price justification
Please complete the table below. The shaded text must be adapted or removed by the manufacturer to match the application submitted.

[bookmark: _Hlk64534762]Acquisition costs of the "intervention under study" and its main comparators for the targeted indication
	Common name
Trademark, shape, manufacturer
	Life cyclea
	Price per unitb
	Treatment acquisition cost 
"per period”c

	« Intervention under study »
	
	
	

	COMPARATORS

	"Comparator 1”
	
	
	

	"Comparator 2”
	
	
	

	…
	
	
	

	a	According to user manual or common clinical practice.
b	These prices are taken from the guaranteed selling prices submitted by the manufacturer, from the Drug Formulary of the month of "month," from a drug wholesaler or from purchasing contracts with the Centre d'acquisitions gouvernementales (CAG). 
c	This calculation takes into account continuous use and perfect adherence to treatment. This cost is calculated for a man/woman/person weighing 84/70/77 kg or with a body surface area of 2.00/1.74/1.87 m² and includes wastage, where applicable. However, it excludes the cost of the pharmacist's professional services and the wholesaler's profit margin.



Price confidentiality
When the recommendation is forwarded to the Minister, the sale price will be deemed to be in the public domain. An argument in support of maintaining its confidentiality following the recommendation could be submitted for analysis by the INESSS. If so, use the following box. 

	





Use of data from previous assessments for this evaluation
The use of clinical and economic data from previous assessments submitted by the same manufacturer may improve the accuracy of the economic results produced by INESSS. Unless there is a justification limiting such use, these data could support the assessment if needed. Where applicable, use the following box.

	





Pharmacoeconomic study
Briefly describe the main elements. If more than one study is submitted for evaluation, reproduce the table below, adapting its content accordingly.

PHARMACOECONOMIC STUDY NUMBER 1

	Type of analysis 
	Cost-utility, cost-minimization, cost-consequence, using a probabilistic/deterministic approach


	Target population(s)
	Indicate the name of the medical condition and its position within the therapeutic landscape. If multiple populations are included, add bullet points.
· Reference scenario : Population 1
· Secondary scenario : Population 2
· Scenarios A-C : Population 1-3

	Comparative intervention(s) 
	· Reference scenario : Intervention A compared to intervention B
· Secondary scenario : Intervention A compared to intervention C
· Scenarios A-C : Intervention A compared to interventions B, C and D

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

	Time horizone and the discount rate (costs and health outcomes)

	Lifetime (xx years) and 1,5 % 

	Modeling
	Representation of the submitted “Markov model, semi-Markov model, partitioned survival model, discrete event model”

Insert figure here

	Main sources of clinical data
	Efficacy :
· 
Utility : 
· 

	Main cost considered
	· Drug/device acquisition, preparation, and administration (including those used for pre-treatment and subsequent treatments)
· Pharmacist professional services and wholesaler mark-up
· Clinical management of the medical condition 
· Management of drug-related adverse events 
· Transfusions (platelets, plasma, plasma-derived products, red blood cells) 
· Allo/Auto-HSCT/Transplant 
· Hospitalizations and emergency department visits 
· Biomedical analyses, including those for the companion diagnostic test 
· End of life 
· Direct costs for the patient/caregiver 
· A societal perspective includes indirect costs, namely productivity losses for the patient/caregiver

	a	



PHARMACOECONOMIC STUDY NUMBER X (IF APPLICABLE)



SECTION 4: 	OTHER INFORMATION 
Briefly describe the main elements.

Health needs

IDENTIFYING THE HEALTH NEED AND ITS IMPORTANCE
	





Effects on population health


QUEBEC OR CANADIAN EPIDEMIOLOGICAL DATA
	





BURDEN OF ILLNESS IN A QUEBEC OR CANADIAN CONTEXT
	





ANTICIPATED BENEFITS ASSOCIATED WITH THE DRUG FROM A SOCIAL OR PUBLIC HEALTH PERSPECTIVE
	





RISK OF NON-OPTIMAL USE (IF RELEVANT)
	





Effects on the health and social services system 

IMPACT ON HUMAN, MATERIAL, OR PHYSICAL RESOURCES ASSOCIATED WITH DRUG USE, and ON THE ORGANIZATION OF CARE AND SERVICES
	







MANUFACTURER'S SERVICES (OPTIONAL)

	Patient support program 	☐  Yes 	☐  No 

Where possible, we would like to obtain answers to the following questions:

	Questions
	Are the answers to these questions confidential?

	Question 1: What services are included in your program (e.g., training, medication administration, post-dose monitoring, follow-up for potential adverse effects)?
	☐  Yes 
☐  No 

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

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


	☐  Yes 
☐  No 

	Comments :
	

	
Drug distribution	☐  Yes 	☐  No 

Where applicable and to the extent possible, it would be desirable to obtain answers to the following questions :

	Questions
	Are the answers to the questions confidential?

	Question 4 :
· Is the drug available only through a controlled distribution program? (If yes, provide an overview of the program and clarify the requirements for physicians/pharmacists.)

	☐  Yes 
☐  No


	Question 5 :
· Are pharmacists required to work with a specific distributor, or can they order the product from their usual distributor?

	☐  Yes 
☐  No


	Comments :
	




Budgetary impact
Please complete the tables below. The shaded text must be adapted or removed by the applicant so that it corresponds to the application submitted.

Main assumptions of the budget impact analysis
	Parameter
	Values (other values)

	
	Manufacturer
	INESSS

	POPULATION ELIGIBLE FOR TREATMENT

	...
	x
	

	Cumulative annual number of people newly eligible for the device (over 3 years)
Cumulative annual number (over 3 years)
	1, 2, and 3
	

	MARKET AND COMPARATOR TREATMENTS

	Current market share (over 3 years) :
Comparator 1
Comparator 2

	x
	

	Market share of "study intervention" (over 3 years)

	1, 2 and 3 %.
	

	The main source of this market share is
"Comparator 1”
"Comparator 2”
	
1, 2 and 3 %.
1, 2 and 3 %.
	

	Integration of patients into the analysis
	
	

	TREATMENT COSTS AND FACTORS INFLUENCING THEM

	Consideration of subsequent treatments 
	x
	

	...
	x
	

	Average cost per person treated (over 3 years)
"device under study”
"Comparator 1”
"Comparator 2”
	x $
x $
x $
	

	a	Represents the expected market shares at the end of the year.
b	Refers to the relative value associated with each procedure listed in the Repertoire. It reflects the human and material resources required to perform a procedure. INESSS uses this value to approximate the cost of the analysis.
c	The code retained in the Repertoire is 99999 / As this analysis is not listed in the Repertoire, code 99999 is instead used to approximate the cost of the analysis.




Budget impact of "intervention under study" on the List of medications for the treatment of "medical condition"
	
	Year 1
	Year 2
	Year 3
	Total

	GROSS IMPACT

	RAMQa
	 $
	 $
	 $
	 $

	Hospitalsb
	 $
	 $
	 $
	 $

	Total
	 $
	 $
	 $
	 $

	Number of persons/claims/
units
	
	
	
	b

	NET IMPACTc

	RAMQ
	 $
	 $
	 $
	 $

	Hospitals
	 $
	 $
	 $
	 $

	Total
	 $
	 $
	 $
	 $

	Deterministic sensitivity analysis
	Lower scenariod
	 $

	
	Superior scenarioe
	 $

	a	Estimates exclude the cost of the pharmacist's professional services and the wholesaler's profit margin.
b	Total number of people who will have started treatment over 3 years.
c	Estimates include the average cost of the pharmacist's professional services and the wholesaler's profit margin, where applicable.
d	Estimates are made, on the net impact, taking into account a ....
e	Estimates are based on net impact, taking into account a ....
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