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FORMAT FOR APPLICATIONS

Appendix B: Summary of the Application 
of the

Scientific and technical guidance for the preparation and presentation of an application for authorisation of a health claim (revision 1)

SUMMARY OF THE APPLICATION

The template provided should be used for the summary of the application for authorisation of a health claim pursuant to Article 13(5) or 14, or for a modification of an existing authorisation in accordance with Article 19 of Regulation (EC) No 1924/2006
 to a Member State of the European Union for the scientific evaluation by the European Food Safety Authority (EFSA).

GENERAL INFORMATION 

Applicant
:


(Company) Name:
     

Address:  

     

Country:  

     
This application concerns:

 FORMCHECKBOX 

Application for authorisation of a health claim pursuant to Article 14 of Regulation (EC) No 1924/2006 

Please specify:

 FORMCHECKBOX 

Reduction of disease risk claim

 FORMCHECKBOX 

Claim referring to children’s development and health

 FORMCHECKBOX 

Application for authorisation of a health claim pursuant to Article 13(5) of Regulation (EC) No 1924/2006 

Please specify:

 FORMCHECKBOX 

Based on newly developed scientific evidence and/or 

 FORMCHECKBOX 

Includes a request for the protection of proprietary data
 FORMCHECKBOX 

Application for a modification of an existing authorisation of a health claim in accordance with Article 19 of Regulation (EC) No 1924/2006 

Please specify:

 FORMCHECKBOX 

Modification of an authorised Article 14 health claim
 FORMCHECKBOX 

Modification of an authorised Article 13(5) health claim
Member State of Application

      <Specify the Member State’s Competent Authority>
HEALTH CLAIM PARTICULARS 

Specify the food/constituent: 

     
Describe the relationship between the food/constituent and the claimed effect, including the outcome measure(s) used to assess the claimed effect in humans:
     
If known, describe the mechanism(s) by which the food/constituent exerts the claimed effect:
     
Proposal of the wording of the health claim: 

     
Specify the conditions of use:
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� 	EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA), 2011. Scientific and technical guidance for the preparation and presentation of an application for authorisation of a health claim (revision 1). EFSA Journal, 9(5):2170, 36 pp.


� 	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. OJ L 404, 30.12.2006, p. 9–25.


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