
CDR Template Table for Listing Canadian and International Published and Unpublished Studies

Note: An example is included to illustrate the level of detail required. This table may be expanded. A copy of this table is required in hard copy and as an electronic copy (Microsoft Word format on CD). All parts of the template must be completed as per instructions in footnotes.

List of Canadian and International Published and Unpublished Studies for [Name of Drug in Submission]

	Study ID*
	Alternate

Study IDs
	Sponsor†
	Description‡ 
	Phase**
	Start Date
	End    

     Date††
	Abstracts and Publications‡‡
	Location in Submission***

and PDF§

	List of All Completed Published and Unpublished Studies INCLUDED in Submission†††


	AB12345
	BONE,

B-21
	Bones Manuf Inc.
	Efficacy of Drug A in reducing hip fractures in adults with osteoporosis. (title)

A two-year randomized, double blind, placebo-controlled, multi-centre trial of 552 patients to assess the efficacy of drug A 

in reducing hip fractures in adult patients with osteoporosis; 50 mg given daily
	3
	February 2005


	June 2007
	Jones, F. Drug A: efficacy results from Phase 2/3 clinical trials [abstract]. Association for Research in Osteoporosis Annual Meeting. 2005 April 25-26; New Orleans. Abstract No. 23.
	Efficacy, Effectiveness & Safety Evidence: 
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	List of All Completed Published and Unpublished Studies NOT INCLUDED in Submission‡‡‡

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	List of All Ongoing Studies

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


*Study ID: Provide the combination of numbers and/or letters assigned by the sponsoring organization to identify the study.

†Sponsor = Sponsor of the study.

‡Briefly describe the study design [e.g., randomized, blinded (double or single), controlled, open label, extension, long-term safety, etc.], number of patients, objective(s), description of each treatment arm (drugs and doses); outcomes specified in protocol; duration of treatment; condition or disease; the summary/description should be concise and brief. Include study title. All information, requested in this bullet, must be included. 
**Indicate if Phase 2, 3, or 4 (do not include Phase 1 studies). 

††Indicate when the study is scheduled to end or the date completed or stopped. 
‡‡Provide complete citations of all abstracts or publications (e.g., published report on interim findings) related to the included unpublished studies. Include editorials and errata related to included published studies.

***Indicate the name of the tab under which the included study is located. 

§  When available, insert a PDF copy of the abstract or publication.
†††Include Phase 3 studies described in the Common Technical Document.
‡‡‡Contact the CDR Directorate for guidance if Drug has been available for more than 10 years in Canada or internationally.
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