CDR Template for

Information to be Sent to CDR (Pre-NOC Priority Review Submissions Only)
Note:  This document is to be submitted to the CDR Directorate by the Manufacturer after completion by Health Canada.

	Drug Name

	Brand Name
	Active Ingredient

	

	Manufacturer

	

	Manufacturer’s contact for CDR

	Name:


	Telephone No.:

	Potential indication(s) being considered by Health Canada

	

	Anticipated date to start Product Monograph negotiations:

	Year:


	Month:
	Day:

	Regulatory Project Manager at Health Canada
(to serve as CDR’s contact person for the submission)

	Name:


	Telephone No.::

	Health Canada reviewer (or Division Manager) contact information

	Name:


	Telephone No.:

	Documents Included

	Clarifaxes and associated responses
	 FORMCHECKBOX 


	Meeting minutes from any meetings (including teleconferences) held with respect to the product, both prior to and after the submission being filed.
	 FORMCHECKBOX 


	Proposed Product Monograph
	 FORMCHECKBOX 


	Copy of authorization letter from manufacturer
	 FORMCHECKBOX 


	Was a statistical review done by the Office of Science?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	Was the sponsor requested to perform an additional statistical analysis?
Yes   FORMCHECKBOX 

No  FORMCHECKBOX 


	Were Periodic Safety Update Reports requested by and provided to HC?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 
If so indicate date most recent version.

Date:


August 2010
