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NAME OF PRODUCT:      
Presubmission Meeting Request — New Drug or New Indication for a Currently Listed Drug
Only one presubmission meeting per drug or per indication is permitted. 

This form must be completed for each presubmission meeting request. 

The manufacturer is responsible for providing the requested information pertaining to its request. This information will be used by INESSS to assess the advisability of holding a presubmission meeting. 
Upon approval of the presubmission meeting request, and 10 business days before the agree-upon date, a proposed agenda, a list of the participants (a maximum of four), all the documents stipulated on this form that have not yet been submitted, and any other document required for the meeting must be sent to INESSS. 
	ADMINISTRATIVE SECTION
	DONE
	N/A

	1. Presubmission Meeting Request letter
	 FORMCHECKBOX 

	

	2. Form entitled “Presubmission Meeting Request — New Drug or New Indication for a Currently Listed Drug”
	 FORMCHECKBOX 

	

	3. Contact person’s information
	 FORMCHECKBOX 

	

	4. Notice of compliance issued by Health Canada , if available (or expected date of issue) 
	 FORMCHECKBOX 

	

	5. Indication for which approval has been requested from Health Canada (if applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	CLINICAL SECTION
	 
	

	1. Clinical studies and executive clinical summary (based on the available data)
	 FORMCHECKBOX 

	

	2. Official product monograph (or draft product monograph)
	 FORMCHECKBOX 

	

	ECONOMIC SECTION
	
	

	1. Price justification (with comparators indicated)
	 FORMCHECKBOX 

	

	2. Pharmacoeconomic study (or if in progress: relevant information on the methodology, the data and the assumptions made, as well as the main results)
	 FORMCHECKBOX 

	

	3. Budget impact analysis (or if in progress: relevant information on the methodology and the data, as well as the assumptions made)
	 FORMCHECKBOX 

	

	NUMBER AND TYPE OF COPIES
	
	

	1 electronic copy
	 FORMCHECKBOX 

	


