[image: image1.jpg]Institut national
d'excellence en santé
ot on services sociaux

Québec f5



SUMMARY SUBMISSION DESCRIPTION

SECTION 1: ADMINISTRATIVE
Complete the table corresponding to your request, as indicated.

Profile of drug and clinical indication
Evaluation after issuance of notice of compliance by Health Canada

	Manufacturer
	

	Brand name( 
	

	Generic name
	

	Pharmaceutical form
	

	Strength(s)
	

	Date of issuance of notice of compliance by Health Canada
	YYYY/MM/DD
 FORMCHECKBOX 
 Conditional      FORMCHECKBOX 
 Non conditional

	Indication recognized by Health Canada
	

	Indication requested from INESSS
	

	Formularies for which the request is being made
	List of Medications (basic plan) :
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

List of Medications – Institutions : 
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No 

	Request for prioritization of the evaluation
	 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No


	Submission filed with the Canadian Agency for Drugs and Technologies in Health (CADTH) (date)
	 FORMCHECKBOX 
 Yes     YYYY/MM/DD
 FORMCHECKBOX 
 No      Indicate if a date is planned : YYYY/MM/DD


Evaluation before issuance notice of compliance by Health Canada

	Manufacturer
	

	Brand name(
	

	Generic name
	

	Pharmaceutical form
	

	Strength(s)
	

	Expected date of issuance of notice of compliance by Health Canada 
	DD/MM/YYYY

	Indication requested from Health Canada
	

	Indication requested from INESSS
	

	Formularies for which the request is being made
	List of Medications (basic plan) :
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

List of Medications – Institutions : 
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	Request for prioritization of the evaluation
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	Submission filed with the Canadian Agency for Drugs and Technologies in Health (CADTH) (date)
	 FORMCHECKBOX 
 Yes     YYYY/MM/DD

 FORMCHECKBOX 
 No      Indicate if a date is planned : YYYY/MM/DD


Brief history of INESSS’s decisions regarding the product for the requested indication
Complete the table as indicated. Enter “This is the first evaluation request”, if applicable.
History of evaluations and recommendations made by INESSS 

	Month - Year
	Recommendation

	Month - Year
	Recommendation


SECTION 2: CLINICAL
Clinical studies
Provide a concise description of each study, as indicated. 
Clinical study no. 1
	Author, title, journal and year, or unpublished
	Reference the name of the study according to New England Journal of Medicine standards.

	Objective(s)
	

	Population
	

	Design 
	

	Treatments
	Drugs, dosages, durations

	Primary endpoint
	

	Secondary endpoints
	

	Industry-sponsored            FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No        FORMCHECKBOX 
 Unknown


Clinical study no. 2
	Author, title, journal and year, or unpublished
	Reference the name of the study according to New England Journal of Medicine standards.

	Objective(s)
	

	Population
	

	Design 
	

	Treatments
	Drugs, dosages, durations

	Primary endpoint
	

	Secondary endpoints
	

	Industry-sponsored            FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No        FORMCHECKBOX 
 Unknown


Clinical study no. 3
	Author, title, journal and year, or unpublished
	Reference the name of the study according to New England Journal of Medicine standards.

	Objective(s)
	

	Population
	

	Design 
	

	Treatments
	Drugs, dosages, durations

	Primary endpoint
	

	Secondary endpoints
	

	Industry-sponsored            FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No        FORMCHECKBOX 
 Unknown


Clinical study no. 4
	Author, title, journal and year, or unpublished
	Reference the name of the study according to New England Journal of Medicine standards.

	Objective(s)
	

	Population
	

	Design 
	

	Treatments
	Drugs, dosages, durations

	Primary endpoint
	

	Secondary endpoints
	

	Industry-sponsored            FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No        FORMCHECKBOX 
 Unknown


Clinical study no. 5
	Author, title, journal and year, or unpublished
	Reference the name of the study according to New England Journal of Medicine standards.

	Objective(s)
	

	Population
	

	Design 
	

	Treatments
	Drugs, dosages, durations

	Primary endpoint
	

	Secondary endpoints
	

	Industry-sponsored            FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No        FORMCHECKBOX 
 Unknown


SECTION 3:  ECONOMIC
Price justification
Consult the submission guidance document for the instructions for completing this table.
Cost comparison of the usual pharmacological treatments for the targeted medical condition 

	Generic name
Trade name, manufacturer
	Dosage
	Unit price
	Treatment cost

 per period

	Enter the generic name, the trade name and the name of the manufacturer of the study drug.
	
	
	

	Enter the generic name, the trade name and the name of the manufacturer of comparator 1.
	
	
	

	Enter the generic name, the trade name and the name of the manufacturer of comparator 2.
	
	
	

	Enter the generic name, the trade name and the name of the manufacturer of comparator 3.
	
	
	

	Enter the generic name, the trade name and the name of the manufacturer of comparator 4.
	
	
	

	Enter the generic name, the trade name and the name of the manufacturer of comparator 5.
	
	
	

	Enter the generic name, the trade name and the name of the manufacturer of comparator 6.
	
	
	


Pharmacoeconomic Study
Provide a concise description of the key elements.
Pharmacoeconomic study no. 1

	Reference
	Reference the name of the study according to New England Journal of Medicine standards. If it is an unpublished study, indicate the authors’ affiliations with the requester. 


	Type of analysis
	

	Objective(s), Population
	

	Treatments 
	Drugs, dosages, durations

	Perspective(s)
	Public health and social services system
If a societal perspective is not used, briefly explain why.

	Data sources
	If clinical studies, indicate the authors and year only

	Costs considered
	

	Horizon, Discounting
	

	Type of model,
Outcome measure
	

	Industry-sponsored            FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No        FORMCHECKBOX 
 Unknown


Pharmacoeconomic study no. 2

	Reference
	Reference the name of the study according to New England Journal of Medicine standards. If it is an unpublished study, indicate the authors’ affiliations with the requester. 



	Type of analysis
	

	Objective(s), Population
	

	Treatments 
	Drugs, dosages, durations

	Perspective(s)
	Public health and social services system

If a societal perspective is not used, briefly explain why.

	Data sources
	If clinical studies, indicate the authors and year only

	Costs considered
	

	Horizon, Discounting
	

	Type of model,

Outcome measure
	

	Industry-sponsored            FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No        FORMCHECKBOX 
 Unknown


Breakdown of the clinical and economic components of the main result of the pharmacoeconomic study for the drug of interest and its comparator from a public health and social services system perspective and over the model’s time horizon
	Component
	Drug of interest
	Comparator
	Difference

	Clinical

	Key clinical parameters
	
	
	

	Life-years
	
	
	

	Quality-adjusted life-years (QALYs)
	
	
	

	Economic

	Acquisition cost 
	
	
	

	Relevant costs affected by the drug of interest
	
	
	

	Total cost
	
	
	


Note: If there is more than one comparator, several tables can be submitted.
SECTION 4: OTHER INFORMATION 
Provide a concise description of the key elements.

Health need
Statement of health need and of its extent
	


Impact on the population’s health
Québec or canadian epidemiological data
	


Disease burden in a québec or canadian context
	


Anticipated benefits associated with the drug from a societal or public health perspective

	


Risk of nonoptimal use (if relevant)

	


Impact on the health and social services system 

Repercussions on human, material or physical resources associated with the use of the drug and on the organization of care and services
	


Services provided by the manufacturer (if applicable)

	


Budget impact
	Main assumptions
	Values or variations in the sensitivity analyses
	Assessmenta 

	
	
	Reserved for INESSS

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Budget impact of listing [drug’s trade name] on the List of Medications OR budget impact of adding a payment indication for [drug’s trade name] on the List of Medications
	
	Year 1
	Year 2
	Year 3
	Total

	Gross impact

	Manufacturer
	RAMQ
	
	
	
	

	
	Numbera
	
	
	
	

	
	Health-care facilities
	
	
	
	

	
	Numbera
	
	
	
	

	Net impact 

	Manufacturer
	RAMQ
	
	
	
	

	
	Sensitivity analysis
	For 3 years, lowest costs or savings
	

	
	
	For 3 years, highest costs or savings
	

	
	Health-care facilities
	
	
	
	

	INESSS
	RAMQ
	
	
	
	

	
	Health-care facilities
	
	
	
	

	a Indicate the number of people or prescriptions concerned.


