APPLICATION FOR USE OF HEALTH CLAIMS FOR 

FOOD INTENDED FOR SALE IN SINGAPORE
The guidance information, application form and checklist incorporated in this document are meant for applications for use of health claims on food products.  
"Food" means any substance, liquid, product or preparation which is intended for human consumption through ingestion and includes — 
(i)
any form of chewing gum; and
(ii)
any substance or preparation that is used or intended for use as a colouring agent, condiment, preservative or additive in the preparation of any substance, liquid, product or preparation intended for human consumption;

but does not include —

(i) any medicinal product (whether or not such medicinal product has been licensed under Section 5(1) of the Medicines Act (Cap. 176) and registered under Section 10 thereof, or exempted from such licensing under Section 8 or 9 of that Act);

(ii) any substance, liquid, product or preparation which is documented in the latest edition of the “Martindale Extra Pharmacopoeia”, “A Dictionary of Chinese Pharmacy”, “The Chinese Herbal Medicine Materia Medica” or such approved pharmacopoeia as a bulk laxative or as a substance, liquid product or preparation for use for a medicinal purpose;

(iii) any substance which is listed in Part I of the Schedule to the Poisons Act (Cap. 234); or

(iv) any substance, liquid, product or preparation which, although intended for human consumption, is excluded from this definition by the Minister by order published in the Gazette.

Applications involving products containing non-permitted food ingredients will not be considered.  Applicants must first seek approval from AVA for use of these ingredients in food before applying for use of health claims for these products.
The completed application form should be submitted to the following contact:

Regulatory Programmes Division

Regulatory Administration Department 
Agri-Food and Veterinary Authority

5, Maxwell Road, Tower Block

#18-00, MND Complex

Singapore 069110

Tel:  6325 8551 / 6325 8556
Fax: 6324 4563

Email: AVA_LabelsAndClaims@ava.gov.sg

GUIDANCE INFORMATION

The application form consists of the following seven sections:
Part A: Applicant information

Part B: Summary of proposed claim

Part C: Summary of studies submitted

Part D: Table of content of supporting documents submitted

Annex 1: Synopsis of individual studies

Annex 2: Summary of application
Annex 3: Checklist 

Applicants are required to follow the steps listed below in completing the application form:
Step 1:
Complete all information required under Part A to Part D of the application form. 
Step 2:
Systematically review all available studies and select only relevant studies which substantiate the proposed claim for completion of Annex 1. These studies provided should preferably be well designed human intervention studies. Human observational studies alone are not adequate but may contribute to the totality of the evidence. Animal model studies, ex-vivo and in-vitro studies may be provided only as supporting knowledge to illustrate the relationship between the food/food constituents and the proposed health effects.  There should be at least 5 relevant studies, preferably published within the recent 10 years. Applicants should also ensure that the studies submitted best substantiate the proposed health claims. 
Step 3:
Summarise all studies submitted using Annex 2.
Step 4:
Provide other supporting documents, for example, approval letter/document from national food authorities on the proposed claims, verification of proprietary/ confidential data etc.
Step 5:
Use Annex 3 to countercheck if all necessary information or documents have been submitted. 

Please indicate ‘Nil’ if the information required is not available. A separate application form is required for each health claim. Failing to provide information required may prolong the evaluation or disqualify the application.
APPLICATION FORM


Company Name:

Address:

Contact Person Name:

Company Name (if different from above):

Address (if different from above):

E-mail:

Telephone:

Fax:


Types of claims (please tick where relevant): 
	 FORMCHECKBOX 

	Nutrient function claim


	 FORMCHECKBOX 

	Other function claim



	 FORMCHECKBOX 

	Disease risk reduction claim



Food or food constituent (eg. nutrients, other substances, or a combination of nutrients/ other substances) for which the claim is made (to define):
Targeted consumers (age/ gender/ recommended for specific medical condition etc):

Proposed wording of the claim:

Description of the relationship between the active component(s) and the health claim:

Conditions of use: (indicate quantity of the food/food constituent and pattern of consumption required to obtain the claimed effect; and whether this quantity could reasonably be consumed as part of a balanced diet) 

Declaration of proprietary data 

	
	Yes
	No


	The application contains proprietary data
	 FORMCHECKBOX 

	 FORMCHECKBOX 



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

	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	 FORMCHECKBOX 



National and International Regulatory Status 

State whether this claim has been assessed and approved for food use by any national regulatory body and provide evidence of approval, if any. Fill out relevant boxes under “Effective Date” to reflect the dates when the processes took place. 

	Regulatory Body
	Effective Date

	
	Accepted
	Rejected
	Under consideration
	Withdrawn

	
	
	
	
	

	
	
	
	
	



All published or unpublished human and non-human studies that are relevant for substantiation of the proposed claims should be submitted for consideration. Both data in favour and data not in favour should be included. To facilitate the evaluation, applicants should submit the deemed most relevant and not repeated information of at least 5 independent peer-reviewed reports of studies, preferably published in the last 10 years. Applicants may be requested to submit more information if necessary. 

Important notice:

· Abstracts and articles from in-house reports, newspapers, newsletter, magazines that have not been peer-reviewed should not be cited.

· Books or chapters of books for consumers or the general public should not be cited. Classic texts or textbooks for professional trainings maybe submitted as side references.

	Study type
	Full citation 
(to provide original papers)
	Information provided

(a) Characteristics  of food/food constituent

(b) Consumption pattern or quantity to consume to obtain the claimed benefit
(c) Relationship between food/food constituent with the proposed health claim
(please tick where appropriate)


	
	
	(a)
	(b)
	(c)


	1. Human studies: 

a) Experimental intervention studies eg. RCT, RT
	· 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	

	b) Observational studies eg. cohort studies, case-control studies, cross-sectional studies
	· 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	

	2. Non-human studies eg. animal,  ex vivo, in vitro studies
	· 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	

	3. Systematic reviews such as pooled analysis, meta-analysis
	· 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	

	4. Contradictory information
	· 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 




	Title
	Page

	
	

	
	

	
	

	
	




ANNEX 1: SYNOPSIS OF INDIVIDUAL STUDIES

Please provide one synopsis for each study.

1. Identification of study

Authors:

Article titles:

Source/ Year/ Volume/ Pages:

Declaration of interests:

Source of funding:

Good Clinical Practice status/ ethical approval:

2. Objective(s) of the study

3. Description of the study population

Population (for example, general population, sub-population with particular medical condition) and number of subjects under studied:

Age range:

Gender:

Ethnicity:

Geographical region:

4. Study design

Brief description of the methods used from sampling till analysis of results. This should also include design information (for example, randomized control trials, cohort studies, cross-sectional studies, meta-analysis).

5. Study results

Include all results supporting the proposed claims such as:

· Comparison of pre- and post-test values

· Levels of intake in order to deliver the function claimed

· Adverse effect reported, if any

6. Summary

Describe the key findings of the studies that are in favour and not in favour for substantiation of the proposed claim.

ANNEX 2: SUMMARY OF APPLICATION


Characteristics of foods/ food constituents (eg. nutrient or other substance or a combination of nutrients/ other substances)

Name/ characteristics/ bioavailability
List down individuals studies by the study types given. Provide summary of the key findings of each study and discuss the quality of the studies.

	Full citation of studies

	Key findings
	Study quality1

	A) Human studies

· 
	
	

	B) Non-human studies

· 
	
	

	C) Systematic review

· 
	
	

	D) Contradictory information

· 
	
	


Overall conclusion (should not exceed 1 A4 page)


ANNEX 3: CHECKLIST

	
	Items
	Yes
	No


	1) 
	Has the food/food constituents for which the health claim is made been characterized?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2) 
	Has the specification of the food/food constituents for which the health claim is made been provided?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3) 
	Has the bioavailability data of the food/food constituents for which the health claim is made been provided?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4) 
	Has the food or food category for which the health claim is made been provided?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5) 
	Has a synopsis been provided for each study submitted?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6) 
	Have the copies/ reprint of full study reports been provided and annexed?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7) 
	Have other supporting documents such as approval letter from national food authorities been provided?

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Part A: Applicant Information








Part C: Summary of studies submitted





DECLARATION AND SIGNATURE





I hereby confirm that to my best knowledge, all relevant data to support use of the proposed health claim have been submitted in the application. 





Signature:


Name:


Designation:


Date:








Part D: Table of contents of the supporting documents





1 Discuss the study quality by addressing areas below:


Study limitation (eg. method of randomization, blinding, case-control)  


Risk of bias (eg. selective outcome reporting)


Consistency of results (eg. dose-response relationship)


Directness of evidence (eg. differences in population, interventions, interpretation of results to demonstrate the functions claimed)








Proposed wording of the claim: 











Part B: Summary of Proposed Claim








PAGE  
1


