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	Table 16.
Checklist for submission

	
	Yes
	No
	N/A

	Organization and Presentation of the Submission

	All required sections completed and properly identified
	
	
	

	Pagination sequential throughout submission
	
	
	

	Submission bound or organized in a binder 
	
	
	

	Applicant identified on every page 
	
	
	

	Language of submission in English or French
	
	
	

	References accurate and formatted
	
	
	

	Application signed by person responsible for it
	
	
	

	Two hardcopies of application provided 
	
	
	

	All confidential/proprietary data is identified
	
	
	

	Content of the Submission

	Applicant information (Table 1)
	
	
	

	Details pertaining to proposed health claim (Table 2)
	
	
	

	Regulatory status of health claim in other jurisdictions (Table 3)
	
	
	

	Information requirements for characterization of the food (requirements in Table 4 met)
	
	
	

	Lab-certified specifications for the food/bioactive substance (added or inherent) included in an Appendix
	
	
	

	Characterization of biomarkers of the health effect
	
	
	

	Identification of databases and search parameters used for literature retrieval (Table 5)
	
	
	

	Keywords and their combinations used to retrieve literature on the food/health relationship from electronic databases (Table 6)
	
	
	

	Number of references retrieved from electronic and non-electronic sources (Table 7)
	
	
	

	A copy of the entire literature search, including the literature search strategy and the literature search results, by printing it directly from the electronic database in an Appendix
	
	
	

	Inclusion and exclusion criteria used for literature filtering (Table 8a)
	
	
	

	Results of literature filtering (Table 9)
	
	
	

	List of references that met the inclusion criteria at the full-text filtering stage (Table 10)
	
	
	

	List of references excluded at the full-text filtering stage and reason(s) for exclusion (Table 11)
	
	
	

	Full-text copies of all publications that met the inclusion criteria at full-text filtering in an Appendix.  If studies in languages other than English or French were included, then translations of the studies in either English or French provided.
	
	
	

	Tabulation of intervention studies (Table 12a) and/or prospective observational studies (Table 12b) grouped according to their research design
	
	
	

	Tabulation of study findings per health outcome for intervention studies (Table 14a) and/or prospective observational studies (Table 14b) 
	
	
	

	A copy of each completed quality appraisal in an Appendix (Table 13a for intervention studies; Table 13b for prospective observational studies)
	
	
	

	Excel spreadsheet of calculations used to determine magnitude of effect of the food/bioactive substance for intervention studies in an Appendix
	
	
	

	A visual representation or a meta-analysis of the findings by considering the daily exposure and the magnitude of effect, in an Appendix (optional)
	
	
	

	Rating of consistency for intervention studies (Table 15a) and prospective observational studies (Table 15b)
	
	
	

	Discussion on whether a cause-and-effect relationship between the food and the health effect is supported (data requirements in Steps 9a, 9b, 9c met)
	
	
	

	Discussion on generalizability of the evidence to the target population (data requirements in Step 10 met)
	
	
	

	Discussion on physiological meaningfulness (data requirements in Step 11 met)
	
	
	

	Discussion on feasibility (data requirements in Step 12 met)
	
	
	

	Conclusions made (data requirements in Step 13 met)
	
	
	

	Appendices included
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