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FORMAT FOR APPLICATIONS

Appendix A:  Application Form 
of the

SCIENTIFIC AND TECHNICAL GUIDANCE FOR THE PREPARATION AND PRESENTATION OF THE APPLICATION FOR AUTHORISATION OF A HEALTH CLAIM (Request N° EFSA-Q-2007-066)
APPENDIX A 
APPLICATION FORM
(((((
The application form should be used for an application for authorisation of a health claim submitted pursuant to Article 14 of the Regulation (EC) No 1924/2006
 to (a) a Member State in the European Union and (b) for the scientific evaluation by the European Food Safety Authority (EFSA).

A separate application form for each health claim is required. It is to be completed by the applicant for inclusion under Part 1, Section 1.2. 
Information should be provided where applicable. For ease of completion, references to the related part of the application are given.
DECLARATION and SIGNATURE
Application pursuant to Article 14 of the Regulation (EC) No 1924/2006 submitted to:

     <Specify the Member State’s Competent Authority>

Food/constituent
 (specify as appropriate):       
Proposed wording of the health claim:       
Applicant
:  
Contact person
:       

It is hereby confirmed to its best knowledge that all existing data which are relevant to the health claim authorisation have been supplied in the application, as appropriate.

On behalf of the applicant:


               
Signature 
     




Name

     




Function 

                          

Place and date (yyyy-mm-dd) 
GENERAL INFORMATION (Part 1, Section 1.3)
APPLICANT (Part 1, Section 1.3.1)
Applicant
:

(Company) Name:  

Address:  

Country:  
Person authorised for communication on behalf of the applicant with EFSA during the procedure (Notes: To facilitate communication, EFSA requires having only one contact person):


Name:  

Company name:  

Address:  
Country:  

Telephone: 

Telefax:  

E-Mail:  
SCOPE (Part 1, Section 1.3.2)
This application concerns:
 FORMCHECKBOX 
 
Application pursuant to Article 14 of the Regulation (EC) 1924/2006 

Please specify:

 FORMCHECKBOX 

Reduction of disease risk claim

 FORMCHECKBOX 

Claim referring to children’s development and health

 FORMCHECKBOX 
 
Application pursuant to Article 13 (5) of the Regulation (EC) 1924/2006 

Please specify:

 FORMCHECKBOX 

Based on newly developed scientific evidence and/or 

 FORMCHECKBOX 

Include a request for the protection of proprietary data
Indicate whether the health claim applied for complies with: 
 FORMCHECKBOX 

The general principles referred to in Art 3 of the Regulation (EC) No 1924/2006 

 FORMCHECKBOX 

The general conditions referred to in Art 5 of the Regulation (EC) No 1924/2006

 FORMCHECKBOX 

The specific conditions referred to in Art 10 of the Regulation (EC) No 1924/2006
Indicate whether the application includes:

	Proprietary data:
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No

	If yes, has verifiable justification/declaration been provided?
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No

	If yes, has the proprietary data in the application been located?
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No


	Confidential data:
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No

	If yes, has verifiable justification/declaration been provided?
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No

	If yes, has the confidential data in the application been located?
	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No


NATIONAL AND INTERNATIONAL REGULATORY STATUS (Part 1, Section 1.3.3)
State whether approval for this health claim or similar one has been already sought through any regulatory body for health claim authorisation, either within or outside the European Union.

	 FORMCHECKBOX 

Yes
	 FORMCHECKBOX 

No

	If yes, specify the regulatory status:

	Under consideration:
	 FORMCHECKBOX 

Yes   
	 FORMCHECKBOX 

No

	Approved: 
	 FORMCHECKBOX 

Yes   
	 FORMCHECKBOX 

No

	Rejected:
	 FORMCHECKBOX 

Yes   
	 FORMCHECKBOX 

No

	Withdrawn:
	 FORMCHECKBOX 

Yes   
	 FORMCHECKBOX 

No


HEALTH CLAIM PARTICULARS (Part 1, Section 1.4)
specify the food/constituent: 
(Part 1, Section 1.4.1)
	     



describe the relationship between the food/constituent and the health claim: 

(Part 1, Section 1.4.2)
	     



proposal of the wording of the health claim:
(Part 1, Section 1.4.3)
	     



specify the conditions of use:
(Part 1, Section 1.4.4)
	     



CONTENT OF THE APPLICATION
Please provide the below information, by ticking the “Yes” or “No” boxes as appropriate:
	
	Is the object of the application for a single claimed effect only?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	Parts/sections of the application:

	2.1
	Has the food/constituents for which the health claim is made been characterised?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	2.1.1
	Has the specification of the constituent for which the health claim is made been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	2.1.2
	Has an overview of the manufacturing process of the constituent for which the health claim is made been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	2.1.3
	Has the stability information of the constituent for which the health claim is made been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	2.1.4
	Have relevant data and rationale that the constituent for which the health claim is made is in a form available to be used by the body been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	2.2
	Has the food or category of food for which the health claim is made been characterised? 
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	2.2.1
	Has the specification of the food or category of food for which the health claim is made been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	2.2.2
	Has an overview of the manufacturing process of the food or category of food for which the health claim is made been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	2.2.3
	Has the stability information of the food or category of food for which the health claim is made been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	2.2.4
	Have relevant data and rationale that the constituent related to the health claim is in a form available to be used by the body been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	3.1 
	Has a tabulated summary of all pertinent studies identified been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	3.2
	Has a tabulated summary of data from pertinent human studies been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	3.3
	Has a written summary of data from pertinent human studies been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	3.4
	Has a written summary of data from pertinent non-human studies been provided?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	3.5
	Have the overall conclusions clearly defining the relationship between the food/constituent and the claimed effect as demonstrated by the totality of the data and weighing of the evidence been provided? 
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	4.1.1
	Has the totality of the available scientific human data been reviewed comprehensively?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	4.1.1.6
	Have any pertinent published human data been identified?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	4.1.2
	Have any pertinent unpublished human data been identified?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	4.1.3
	Have any pertinent published non-human data been identified?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	4.1.4
	Have any pertinent unpublished non-human data been identified?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	4.2
	Have all pertinent data identified been presented?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	5
	Have the glossary/abbreviations, copies/reprint of pertinent publications identified, full study reports of unpublished pertinent data, and scientific opinions of national/international regulatory bodies been annexed?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	Have reasons/justification been given for the absence of the above requested data in the application?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	Templates provided in the Appendices:

	A
	Has the application form been provided under Part 1-Section 1.2?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	B
	Has the summary of the application been provided under Part 1-Section 1.5?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	C
	Has the tabulated summary of all pertinent studies identified been provided under Part 3-Section 3.1?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	D
	Has the tabulated summary of data from pertinent human intervention studies been provided under Part 3-Section 3.2?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	E
	Has the tabulated summary of data from pertinent human observational studies been provided under Part 3-Section 3.2?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	F
	Has the written summary of data from pertinent human studies been provided under Part 3-Section 3.3?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	G
	Has the results of the review of human data been provided under Part 4-Section 4.1.1.6?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	H
	Has a synopsis of each pertinent human intervention study been provided Part 4-Section 4.2.1.1?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	I
	Has a synopsis of each pertinent human observational study been provided Part 4-Section 4.2.1.2?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	Overall conclusions

	
	Is there sufficient evidence that the claimed effect of the food/constituent is relevant for human health? 
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	
	
	
	

	
	Is there sufficient evidence that a cause and effect relationship is established between the consumption of the food/constituent and the claimed effect in humans (such as: the strength, consistency, specificity, dose-response, and biological plausibility of the relationship)? 
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	
	
	
	

	
	Is there sufficient evidence that the quantity of the food/constituent and pattern of consumption required to obtain the claimed effect could reasonably be achieved as part of a balanced diet? 
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	
	
	
	

	
	Is the specific study group(s) in which the evidence was obtained representative of the target population for which the claim is intended? 
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 


	
	
	
	













































































� European Parliament and Council (2006). Regulation (EC) No 1924/2006 of the European Parliament and of the Council of 20 December 2006 on nutrition and health claims made on foods. Official Journal of the European Union OJ L 404, 30.12.2006. Corrigendum OJ L 12, 18.1.2007, p. 3–18.


� “food/constituent” refers to the food category, a food, or constituents (including a nutrient or other substance, or a combination of nutrients/other substances) for which the health claim is made.


� In case more than one company or organisation submitting an application: provide their names and addresses. EFSA requires only one contact person authorised to communicate with EFSA.


� To facilitate communication, EFSA requires having only one contact person per application.


� In case more than one company or organisation submit an application, provide their names and addresses.






Applicant:
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Food/food constituent:






 

Place and date:
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