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FORM V: DECLARATION RE: PATENT LIST


Patented Medicines (Notice of Compliance) Regulations

Second Person Application
PART 1


COMPLETE ONE FORM PER PATENT

	SUBMISSION PREVIOUSLY FILED: YES_____ NO_____
IF YES, SUBMISSION No.________________

[image: image1.wmf]AMENDMENT TO PREVIOUSLY FILED FORM: YES
NO

	PART 2

	SECOND PERSON’S MEDICINE

	MEDICINAL INGREDIENT(S):

	BRAND NAME:
	DOSAGE FORM:

	ROUTE(S) OF ADMINISTRATION:

	HUMAN:

OR 
VETERINARY:
	STRENGTH PER UNIT:

	USE(S) OF MEDICINAL INGREDIENT(S)

	PART 3

	 SEQ CHAPTER \h \r 1FIRST PERSON’S REFERENCE PRODUCT:
Under subsection 5(1) and 5(2) of the Regulations, address each patent listed in respect of the drug to which you directly or indirectly compare, or make reference.

	MEDICINAL INGREDIENT(S):

	BRAND NAME:
	DOSAGE FORM:

	DIN:
	HUMAN:

OR 
VETERINARY:

	ROUTE(S) OF ADMINISTRATION:
	STRENGTH PER UNIT:

	USE(S) OF MEDICINAL INGREDIENT(S)

	NAME OF MANUFACTURER:

	PART 3.1

	PATENT NUMBER
	EXPIRATION DATE (yyyy-mm-dd)

	
	

	If applicable:

	CERTIFICATE OF SUPPLEMENTARY PROTECTION NUMBER
	EXPIRATION DATE (yyyy-mm-dd)

	
	

	PART  3.2  CHECK THE FOLLOWING AS APPROPRIATE:

	
	The Second Person has obtained consent from the patent owner to the making, constructing, using or selling of the drug in Canada.

	
	The Second Person accepts that the Notice of Compliance will not be issued until the patent or certificate of supplementary protection, as the case may be, expires.

	The Second Person alleges that:

	
	the statement made by the First Person under paragraph 4(4)(d) is false;

	
	the patent or certificate of supplementary protection has expired;

	
	the patent or certificate of supplementary protection is invalid or void;

	
	the patent or certificate of supplementary protection is ineligible for inclusion on the register;

	
	the patent or certificate of supplementary protection would not be infringed by the second person making, constructing, using or selling the drug for which the submission or the supplement is filed; 

	
	in the case of a certificate of supplementary protection, that certificate of supplementary protection cannot take effect.

	NOTE: IF YOU HAVE CHECKED ANY OF THE ALLEGATIONS ABOVE, YOU ARE REQUIRED TO SUBMIT A DETAILED STATEMENT OF THE LEGAL AND FACTUAL BASIS FOR THE ALLEGATION AND PROOF OF SERVICE OF A NOTICE OF ALLEGATION ON THE FIRST PERSON. 

	

	PART 4

	CERTIFICATION: I certify that the information included in this Declaration is accurate and relevant to the Patented Medicines (Notice of Compliance) Regulations.

	NAME:
	TITLE:

	ADDRESS:

	NAME OF MANUFACTURER:

	SIGNATURE:
	DATE:

	CONTACT:
	PHONE #:
	FAX#:

	PART 5

	FOR OFFICE USE ONLY:  

	SUBMISSION No.:
	FILING DATE:

	NOTES




�
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