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Dossier Application Form C – Dossier Processing and Handling

I.
Summary of the Dossier
	     



II.
Basic Information

	Identification

	Common Name(s):
	     

	Chemical Name:
	     

	Other Names:
	     

	INS Number: 
	     

	CAS Number:
	     

	Other Codes:
	     

	
	

	Characterization

	Chemical composition:
	     

	Formula weight:
	     

	Properties:
	     

	Combinations 
	(Substances with which the input is commonly formulated in commercial products):

     

	
	

	Applications and Uses

	Indicate which of the following general uses is requested. For consideration as (please tick)

 FORMCHECKBOX 
 Food Additive (Appendix 4, Table 1)

 FORMCHECKBOX 
 Processing Aid (Appendix 4, Table 1)

 FORMCHECKBOX 
 Direct food contact cleaner or disinfectant (Appendix 4, Table 2)



	Specific Applications or Uses for which the substance is requested: 

     

	Description of technological functionality:

	Historic Use:

     

	

	Organic and Regulatory Status

	List status of substance in regulations and standards, if known:

· Codex Alimentarius:      
· Joint FAO/WHO Expert Committee on Food Additives and Contaminants (JECFA) including Allowable Daily Intake (ADI), if Applicable:      
· European Union EC 2092/91:     
· US National Organic Program:      
· Japanese Agricultural Standards:      
· Other regulations and standards:      


III.
Criteria

The IFOAM Criteria for Substances used in Processing and Handling are found in Appendix 1 of the IFOAM Basic Standards. Please address the Criteria in Appendix 1 of the IBS, with supporting citations and other references according to the guidelines given below. You might use this form or provide an attached statement.

	1 
	Necessity and Alternatives

Explain why the substance is necessary and why there are no alternatives.

	2 
	Response:      

	2.1 
	Explain the reasons why the substance is necessary to process certain foods and why raw agricultural ingredients or substances that already appear in the Appendix do not fulfil these requirements.

	2.2 
	Response:      

	2.3 
	Provide technical specifications that require use of the substance.

	2.4 
	Response:      

	2.5 
	Refer to any other available ingredients or techniques that may serve as an alternative.

	2.6 
	Response:      

	2.7 
	Provide established standards of identity, governmental regulations, or studies to support consumer expectations

	2.8 
	Response:      

	
	

	3 
	Origin and Production

Provide complete information on the source and manufacturing process of the substance.

	4 
	Response:      

	4.1 
	If the substance is derived from a biological source, please document that:

a. it is not agricultural, 

b. it is from a naturally occurring (e.g. non-GMO) source, 

b. it is derived or extracted using biological, mechanical, or physical methods.

	4.2 
	Response:       

	4.3 
	If the substance is from a natural, non-renewable source, document that it is obtained by physical and mechanical means, and is not rendered synthetic by chemical reaction. Provide technical specifications for limits on contaminants such as heavy metals, radioactive isotopes, or salinity.

	4.4 
	Response:      

	4.5 
	If the substance is synthetic and nature-identical then document that the natural form is not available in sufficient quantities or of sufficient qualities.

	4.6 
	Response:      

	4.7 
	If the substance is synthetic and is not found in nature, provide a complete description of the source and manufacturing process.

	4.8 
	Response:      

	
	

	5 
	Environment 

Describe the environmental impacts of the extraction, manufacture and use of the substance on the environment.

	6 
	Response:       

	6.1 
	Provide data on the substances persistence (e.g. half-life), degradation, and areas of concentration.

	6.2 
	Response:      

	
	

	7 
	Health

Describe all impacts of the use of the substance on human health, including impacts both consumers and workers who are exposed during production.

	7.1 
	Response:      

	7.2 
	Acute and chronic toxicity; 

	7.3 
	Response: 

· Allergenicity:      
· Half-lives:      , 

· Degradants:     , 

· Metabolites:      , 

· Any reported adverse health effects      

	7.4 
	Describe possible pathways of exposure, including manufacturing processes, application, use, and ingestion.

	7.5 
	Response:      

	7.6 
	Provide the evaluation by the Joint FAO/WHO Expert Committee on Food Additives (JECFA) of the Codex Alimentarius (http://apps3.fao.org/jecfa/additive_specs/foodad-q.jsp) 

	
	Response:      

	
	

	8 
	Quality

Document the impact of the use of the substance on the quality of the product upon which it is used .

	8.1 
	Response:      

	8.2 
	Describe the substance’s effect on overall quality, including nutrition, flavor, taste, storage, and appearance.

	8.3 
	Response:      

	8.4 
	Provide data on the effect of the substance on the nutritional quality of the product.

	8.5 
	Response:      

	8.6 
	State all of the intended uses of the substance in organic processing and handling.

	8.7 
	Describe how the substance must be used to maintain the authenticity or overall quality of the product and not deceive the consumer of the product’s value.

	8.8 
	Describe the specific uses and applications that are essential and necessary for the production of a specific food consistent with organic principles stated in the IBS.

	8.9 
	Response:      

	
	

	9 
	Social and economic aspects

	9.1 
	Describe the substance’s social, economic, and cultural implications, including the impact on communities caused by the manufacture and use of the substance, the scale of operations that are favored by the use of the substance, and any historical use in traditional foods.

	9.2 
	Response:      

	9.3 
	Provide any studies regarding consumer perceptions of the substance.

	9.4 
	Response:      


IV.
General Citations and References
	Please provide relevant general citations and references for this substance.

     



V.
Appendix (If needed)
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