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Template Letter - Presubmission Meeting Request 
[Manufacturer’s letterhead]

[Date]

Institut national d’excellence en santé et en services sociaux (INESSS)

Direction du médicament

2535, boulevard Laurier, 5e étage

Québec (Québec) G1V 4M3

Subject:
Request for a presubmission meeting concerning a new drug or a new indication for a currently listed drug to the Institut national d’excellence en santé et en services sociaux (INESSS) 
The purpose of this letter is to ask INESSS for a presubmission meeting regarding an evaluation request for a new drug or a new indication for a currently listed drug.  

The present request is in connection with our intention to make a submission for this drug in the next 3 to 12 months. It is our understanding that INESSS will treat this information confidentially.

The submission concerns: 

	Name of product (if available) and generic name:
	

	Form(s), strength(s):
	

	Indication concerned:
	


Brief introduction and rationale for a presubmission meeting:

[In this section, the manufacturer presents (maximum of 3 pages) the significant challenges and issues that it has identified with regard to the drug of interest, including the main clinical aspects that could constitute a source of pharmacoeconomic uncertainty.]

In closing, we note that mandatory advance notice must be sent to INESSS no later than 2 months before the target date for submitting our evaluation request. INESSS will, at the appropriate time, make public some of the information provided in this context for the purpose of consulting citizens, patients, caregivers, health professionals and related groups and associations in accordance with INESSS’s evaluation process.  
	Signature
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	Name


	Title



	Telephone number


