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 SEQ CHAPTER \h \r 1Drug Submission - Application Fee Form for Human and Disinfectant Drugs
 SEQ CHAPTER \h \r 11. MANUFACTURER/SPONSOR AND DRUG PRODUCT INFORMATION 
	PRODUCT

	 SEQ CHAPTER \h \r 1Product Name as per Drug Submission Application form (item 8):

	MANUFACTURER/SPONSOR COMPANY INFORMATION

	Name (Full legal name - no abbreviations) as per Drug Submission Application form (item 11):


	Address as per Drug Submission Application form (items 12-16):

	Telephone Number:

	Fax Number:

	Contact
 (with Salutation - Mr., Mrs., Ms., Dr.): 

	Title:

	E-mail:

	BILLING COMPANY INFORMATION (TO WHOM INVOICE IS TO BE SENT)

	Company Name and Address (if different from manufacturer/sponsor):


	Telephone Number:

	Fax Number:

	Contact (with Salutation - Mr., Mrs., Ms., Dr.):

	E-mail:


2. SUBMISSION SCOPE
List all distinct drug products (route of administration/dosage form/condition of use/strength) you are applying to have reviewed. If you need more space, attach a separate sheet using same format.

	Product(s)
	Dosage Form
	Route
	Condition of Use
	Strength


	Primary
	
	
	
	

	Additional 
	
	
	
	

	Additional 
	
	
	
	

	Additional 
	
	
	
	

	Additional 
	
	
	
	


 SEQ CHAPTER \h \r 13. FEES FOR THE REVIEW OF DRUG SUBMISSIONS, SUPPLEMENTS AND APPLICATIONS
Check the appropriate box to indicate the applicable submission, supplement or application fee.

	#
	Submission Class
	Submission Description
	Fee ($)
	✓Check

one

	1
	New active substance
	Submissions in support of a drug, excluding a disinfectant, that contains a medicinal ingredient not previously approved in a drug for sale in Canada and that is not a variation of a previously approved ingredient such as a salt, ester, enantiomer, solvate or polymorph.
	341,770
	

	2
	Clinical or non-clinical data and chemistry and manufacturing data
	Submissions based on clinical or non-clinical data and chemistry and manufacturing data that does not include a new active substance.

	173,106
	

	3
	Clinical or non-clinical data only
	Submissions based only on clinical or non-clinical data for a drug that does not include a new active substance.
	80,794
	

	4
	Comparative studies
	Submissions based on comparative studies [for example (e.g.) clinical or non-clinical data, bioavailability, pharmacokinetic and pharmacodynamic data] with or without chemistry and manufacturing data for a drug that does not include a new active substance.
	48,834
	

	5
	Chemistry and manufacturing data only
	Submissions based only on chemistry and manufacturing data for a drug that does not include a new active substance.
	23,089
	

	6
	Published data only
	Submissions based only on published clinical or non-clinical data for a drug that does not include a new active substance.
	19,147
	

	7
	Switch status from prescription drug to non-prescription drug
	Submissions based only on data that support the amendment, or removal, of the reference to the medicinal ingredient on the Prescription Drug List that is applicable to the drug in question.
	46,491
	

	8
	Labelling only
	Submissions of labelling material (i.e. does not include supporting clinical or non-clinical data or chemistry and manufacturing data).
	3,111
	

	9
	Administrative submission
	Submissions in support of a manufacturer or product name change.
	324
	

	10
	Disinfectants
	Submissions and applications that include data in support of a disinfectant.
	4,305
	

	11
	DIN application - labelling standards
	Applications attesting to compliance with a labelling standard or Category IV Monograph for a drug that does not include clinical or non-clinical data or chemistry and manufacturing data.
	1,726
	


 SEQ CHAPTER \h \r 1 SEQ CHAPTER \h \r 14. DEFERRED PAYMENT
If a sponsor has not completed its first full fiscal year on the day that the drug submission, supplement or application is filed, the sponsor is eligible for a two-year deferral of payment from the day the drug submission, supplement or application is filed. In order to qualify for the deferral period, a statement signed by the individual responsible for the sponsor’s financial affairs specifying the commencement date of the fiscal year must be submitted with the submission, supplement or application. At the end of the two-year period, the sponsor must pay all of the applicable fees.
	 SEQ CHAPTER \h \r 1Check the applicable boxes: 

       FORMCHECKBOX 
  A deferral of payment is requested


 FORMCHECKBOX 
 The statement supporting the deferral request is included




 SEQ CHAPTER \h \r 15. FEE REMISSION
5.1 Eligibility for Remission and Necessary Documentation
When applying for a fee remission, the necessary documentation and the remission processing fee of $566 must accompany the submission, supplement or application. Failing to do so will result in the rejection of the fee remission application.

In order to be eligible for a remission, the full fee indicated in section 3 must be more than 10% of the anticipated gross revenue from sales of the product in Canada during the fee verification period of three years. Refer to the Guidance Document - Fees for the Review of Drug Submissions and Applications for further information on fee remissions.

	 SEQ CHAPTER \h \r 1Check the applicable boxes:

 FORMCHECKBOX 
    1) 
A statement signed by the individual responsible for the applicant’s financial affairs certifying that the                                      fee payable is greater than 10% of the anticipated gross revenue is included.

 FORMCHECKBOX 
    2)
Information to establish that the applicable fee is greater than 10% of the anticipated gross revenue from sales of the drug product in Canada during the fee verification period is included. The information includes:

 FORMCHECKBOX 

Marketing plan/product plan for the drug product;

 FORMCHECKBOX 

Sales history prior to product upgrades or sales history of similar products;
 FORMCHECKBOX 

Estimated market share (that is [i.e.], product’s market potential compared to the total                                                    

market for similar products in Canada);
 FORMCHECKBOX 

Average sale price and demand;

 FORMCHECKBOX 

Comparison to similar products on the Canadian market or other similar markets (e.g., United 


States, European Union);

 FORMCHECKBOX 

Other - specify: _____________________________________________________________
 FORMCHECKBOX 
    3) The remission processing fee of $566 is included. 




 SEQ CHAPTER \h \r 15.2 Proposed Fee Following Remission
	 SEQ CHAPTER \h \r 1Enter the anticipated gross revenue for this drug product during the fee verification period in box (a)
	(a)

	 SEQ CHAPTER \h \r 1Enter 10% of amount in box (a) in box (b)
	(b)


 SEQ CHAPTER \h \r 1When applying for a remission, review fees must not be included with the submission, supplement or application. Sponsors will be invoiced for the applicable fee.

 SEQ CHAPTER \h \r 16. METHOD OF PAYMENT

	 FORMCHECKBOX 
 Bill Payment Service Option (preferred method) 

	 FORMCHECKBOX 
 Cheque
	 FORMCHECKBOX 
 Money Order
	 FORMCHECKBOX 
 International bank draft

	 FORMCHECKBOX 
 MasterCard / Visa / American Express (AMEX)

	 FORMCHECKBOX 
 Payment Using Existing Credit



	 FORMCHECKBOX 
 Wire (include bank confirmation)


Please Note:  Fees of $10,000 or less must be paid at the time of filing of the submission, supplement or application.  Please complete the Advance Payment Details for Drug Submissions and Master Files.  Sponsors will be invoiced for fees of more than $10,000.
�  	Please see the section on � HYPERLINK "http://www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-ld/costs-couts/crpay_rcfrais_for-eng.php" ��Payment through a Canadian Financial Institution�
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