SELF-ASSESSMENT CHECKLIST FOR NOVEL FOOD APPLICATION – CELL-BASED PRODUCTS

PREFACE
This self-assessment checklist has been developed to assist applicants in preparing complete and comprehensive novel food applications for cell-based products. It is intended to be used as a reference tool to verify that all information required for safety assessment has been included in the submission, in accordance with the Second Schedule to the Food Safety and Security (FSSA Authorisations — Administration) Regulations 2025 and the Requirements for the Safety Assessment of Novel Foods and Novel Food Ingredients (Guidance Document).

Scope
This checklist specifically addresses novel foods produced through cell-based processes, including cultivated meat, seafood, and other food products derived from animal cells intended for human consumption. It does not cover cell-based products derived from microbial, plant, or fungal sources produced through biomass fermentation or precision fermentation processes, for which a separate checklist has been developed.

How to Use This Checklist
This checklist should be completed electronically and submitted in Microsoft Word format (.doc or .docx), together with the safety dossier. Applicants should complete only the designated fields and should not amend the checklist wording, structure or formatting. The dossier itself does not need to follow the structure of this checklist, but all relevant information should be readily identifiable within the submission.
For each item in the checklist, applicants should provide where the information can be found in the document by providing the document title, section and page number accordingly. If for any reasons you wish to leave the section blank, please provide a justification/reason based on the unique nature of your application in the comment box located at the end of each section. Where necessary, applicants may also include additional comments in the designated comment box at the end of each section.




Acknowledgement of Confidentiality Policy
In the event where information is required to be shared with external parties (for example, to address media queries or to seek external scientific expertise), SFA will first seek companies' consent for the information to be shared. SFA encourages novel food companies to think from an early stage on which aspects of their safety assessment dossier would need to be kept confidential, as well as to make available non-commercially sensitive information publicly wherever possible, as this would help to build consumer trust in their products.
By submitting this checklist, the applicant acknowledges the above confidentiality policy.
Disclaimer(s)
Completion of this checklist does not replace SFA's formal sufficiency assessment of the application, nor does it guarantee that the application will be considered sufficient to proceed to in-depth scientific evaluation. SFA will conduct its own review of the information provided before determining whether the application is adequate for detailed risk assessment. All fields shaded in blue are reserved for SFA's use and should not be filled in by the applicant.














	S/N
	CHECKLIST INFORMATION
	DOCUMENT TITLE
	SECTION
	PAGE NUMBER
	SFA INTERNAL USE

	
	
	(e.g. Main dossier, Appendix 1 - Certificate of analysis III.docx)
	(e.g. 5.2.1)
	(e.g. 13)
	

	1
	If this application is an update to a previously submitted application, please provide the updated information and the sections they fall under
	
	
	
	

	
	SECTION 1: ADMINISTRATIVE INFORMATION


	
	Section 1.1 Administrative Information on the applicant(s)

[Guidance for applicants]:  

"Applicants" refers to the companies or organisations seeking approval to market a novel food or novel food ingredient in Singapore.

	2
	Please provide applicant’s details, including applicant/company name, email, contact number, mailing address, website
	
	
	
	

	
	Section 1. 2 Administrative information on the Agent(s)

[Guidance for applicants]:  

Agent(s) are point(s)-of-contact which SFA can reach out to on your submission and are authorised to make an application on behalf of the applicant. This could be a regulatory consultant, law firm, or other service provider. If the applicant(s) and agent(s) are not the same, please provide the details for both parties.



	3
	Please provide responsible person’s details, including name, email, contact number, mailing address, website
	
	
	
	


	4
	Please provide Letter of Authorisation (LOA) if company authorized the person(s) who are not the employee of the applicant to accept service of notices and documents in Singapore 
	
	
	
	

	
	Section 1.3 Administrative information on the Manufacturer(s)

[Guidance for applicants]:  

Manufacturers refer to external parties engaged by your company to produce your product. If you have already engaged a manufacturer, please provide their administrative information in this section. If this is not applicable to your submission (e.g. your company handles production in-house or you have not yet engaged a manufacturer), please indicate "Not Applicable" in the comment box below


	5
	
Please provide external manufacturer’s details, including manufacturer’s name, email, contact number, mailing address, website 
	
	
	
	

	
	Additional comments:



	
	SECTION 2: PRODUCT INFORMATION
[Guidance for applicants]:  

· The purpose of providing a table of macro food components is to have a high-level understanding of the major composition of the product adding up to 100% with some margin of measurement uncertainty. 

· If 100% composition is not demonstrated, other components that may be present in the food need to be identified and justified.  

· The parameters, such as protein, total fat, carbohydrates, moisture and ash, make up the general composition of any food. Additional parameters such as Saturated Fat and Trans Fat may be required for products that have been through high heat treatment. 

· Applicants are welcomed to provide additional parameters to facilitate safety assessment of the product.

· Please be aware that there are separate requirements for labelling and nutrition claims for a product.  

· Please note that whilst product specifications are internal limits set by the applicant, SFA’s regulatory decisions will eventually be issued to cover only products that comply with such specifications.


	6
	Product name
	
	
	
	

	7
	Product description

	
	
	
	

	8
	Provide nutritional composition data for product, including a table of macro food components (e.g. protein, total fat, carbohydrate, moisture, ash). Please provide data from 3 to 5 batches. Please specify the percentage of each component on either a dry or wet mass basis, and provide product specification.
	
	
	
	

	9
	Provide product specification intended to be published.
	
	
	
	

	
	Additional comments:



	
	SECTION 3: CELL LINE AND SOURCE ORGANISM


	10
	Demonstrate the identity of your source organism and cell line. This includes, but is not limited to:
- Biological source of raw material cell line (e.g. family, subfamily, genus, species, breed) 
- Type of cell (e.g. embryonic stem cell, adult mesenchymal stem cell) 
- Source organ or tissue of cell (e.g. fertilised embryo, adult bone marrow) 
- Name of ranch, farm, cell line supplier, abattoirs, butcheries, supermarkets or laboratory of origin 
- Country of origin

	
	
	
	


	11
	Provide a summary of the methods used for selection and screening of cells
	
	
	
	

	12
	Provide information on cell lines preparation and banking, including a summary of how the cell lines are prepared and banked following their extraction from animals. 
(A flow chart may be provided in addition to the summary.)
	
	
	
	

	13
	If cell lines were obtained directly from biopsies taken from animals, demonstrate that the cell lines comply with Singapore's animal health and food safety requirements and are free from animal disease
	
	
	
	

	14
	Provide information on any genetic modifications made to the cell lines and their food safety implications. This includes, but is not limited to:
- Description of any genetic modifications and adaptations made to the cell lines, and how these relate to the expression of substances that may result in food safety risk 

	
	
	
	

	
	Additional comments:



	
	SECTION 4: SAFETY ASSESSMENT
[Guidance to applicants]

· Input refers to the production organism, all food processing materials and food contact articles not intended to be the ingredient of the final novel food product.   
· Companies should indicate whether the substances used are intended as an ingredient of the novel food product, as well as whether their purities comply with specifications listed in the Food Regulations, or if not provided, conform to specifications recommended by the British Pharmacopoeia, European Pharmacopoeia, Joint FAO/WHO Expert Committee on Food Additives (JECFA) or Food Chemical Codex.  
· Background information including supplier information, characterisation, information on the specification of each input should be elucidated in the CoA. 
· Safety information from publicly available literature, including TDI/ADI/DNEL, toxicological endpoints should be provided where relevant.   
· Intended or unintended metabolites (after ingestion), if known, should be provided as additional information. Those that may pose a potential food safety hazard should be identified and their risk assessed.


	15
	Provide information on potential allergenicity and allergen profiling of your product, including cross-allergenicity, if present

	
	
	
	

	16
	Demonstrate the safety profile of your product through available literature, toxicity studies, or evidence of safe consumption history
	
	
	
	

	17
	Provide metabolism or toxicokinetic studies where relevant
	
	
	
	

	18
	Provide a safety assessment covering food safety hazards that are at high risk of occurrence based on the nature of the cell line used to produce cultured meat, and the measures proposed to mitigate the potential food safety concerns. This includes, but is not limited to:
I. A systematic scientific literature review to identify all known undesirable substances of food safety concern associated with the animal species of the cell culture 
II. An in silico genome screen against relevant databases to establish a list of potential toxins/allergens for subsequent targeted analysis, including screening for genomic alterations that may arise from genetic drift or genome instability during cell culture
III. A quantitative comparison of the end-product cells against the starter cells through methodologies such as transcriptomics, proteomics or metabolomics, to detect changes in safety-relevant substances that may result from genetic drift or genome instability accumulated over the culture period
	
	
	
	

	19
	Provide information on any additional safety-relevant tests conducted on the product and/or inputs not covered above
	
	
	
	

	
	Additional comments:



	
	SECTION 5: MANUFACTURING

[Guidance to applicants] 

 Applicants must provide all relevant information pertaining to the food safety management systems in place. A clear description of the manufacturing process must be provided.



	20
	Provide all relevant information pertaining to the food safety management systems in place. This includes, but is not limited to:
- HACCP plan conforming to ISO standards, Good Manufacturing Practices (GMP), and Good Cell Culture Practices (GCCP) 
- A clear description of the risk monitoring and mitigation steps established, including physical parameters and critical control points 
- Production flow chart with process controls to address any potential concerns of sensitisation effects due to food handling
	
	
	
	

	21
	Provide a summary of the aseptic processing steps established to ensure that the culture media and cell lines are free from infectious agents (e.g. viruses, bacteria, fungi, prions) throughout cell line selection, cell adaptation, cell proliferation, scaffolding, extraction, concentration and washing
	
	
	
	

	22
	Provide a complete list of inputs during the process from cell isolation to cell proliferation, including a Media Component Table covering chemicals used for cell induction, culture media, growth promoters, modulating factors and anti-microbials. For each media component, please provide a Certificate of Analysis (CoA) issued by the supplier specifying purity and specifications.
	
	
	
	

	23
	Provide additional information on other inputs not covered in the Media Component Table above, including but not limited to scaffolding materials, solvents, enzymes, processing aids, and materials used for food contact during the production process
	
	
	
	

	24
	Provide evidence that your product meets safety standards for chemical contaminants as required by the Singapore Food Regulations. 
This includes, but is not limited to, certificates of analysis for chemical contaminants (*Limit of detection of the test conducted should be used as the actual level if the results are Not Detected (N.D.))
	
	
	
	

	25
	Provide evidence that your product meets microbiological safety standards according to the Eleventh Schedule of the Singapore Food Regulations. 
This includes, but is not limited to, certificates of analysis for microbiological testing. (*Limit of detection of the test conducted should be used as the actual level if the results are Not Detected (N.D.))
	
	
	
	

	26
	Describe your culture media composition and justify its safety, including:
- Risk assessment of process inputs and potential contaminants in final product
- Whether the culture media and/or added substances have been removed from the product completely 

	
	
	
	

	27
	Assess whether anti-microbials used in the development/manufacturing process, at the levels of exposure anticipated, would contribute to anti-microbial resistance (AMR)
	
	
	
	

	28
	Training plans and records of staff members in food safety/food handling/food hygiene courses, as well as in aseptic techniques or cleanroom training (optional)
	
	
	
	

	
	Additional comments:





	
	SECTION 6: INTENDED USE AND DIETARY INTAKE

[Guidance for applicants]:  

· Intakes are estimated based on proposed use levels and data on actual food consumption. Novel foods which are intended for consumption by specific population groups should be indicated.    
· The purpose of this intake assessment is to serve as a basis for exposure assessment of substances of concern in the final food product. 
· If the subsequent exposure to substances of concern calculated based on intake assessment have been found to exceed international health-based guidance values (ADI, TDI) or pose a potential health hazard due to their known toxicological properties, process improvement or lowering of proposed maximum use would be required.    

Example: Up to 10% (w/w) in yeast-leavened breads and specialty breads and up to 7% (w/w) in cakes, cookies, and pies



	29
	Specify your intended food applications and usage levels, and provide an estimated dietary intake assessment demonstrating safety for Singapore's population based on your target population.
	
	
	
	

	
	Additional comments:




	
	SECTION 7: OTHER INFORMATION
[Guidance for applicants]:  

Please indicate “Not applicable” if the following does not apply to you in the comments box below.



	30
	
Any other regulatory approvals or safety assessments from other jurisdictions. If yes, please attach approval letters or safety assessment reports

	
	
	
	

	31
	Please provide details of any past tasting events conducted in Singapore and/or other jurisdictions involving this novel food
	
	
	
	

	
	Additional comments:





