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OFFICIAL SENSITIVE 

Determination of the status of a novel food, pursuant to Article 4(2) 
of retained Regulation (EU) 2015/2283 

UK Regulated Product (RP) number: 1311 

Food Standards Agency (FSA) and Food Standards Scotland (FSS) 

Name and description of the food concerned: Monk fruit decoctions (the fresh and dried 
fruit of the plant Siraitia grosvenorii). 

Definition of novel food: 

Article 3(2)(a) of retained Regulation (EU) 2015/2283 defines ‘novel food’ as any food that 
was not used for human consumption to a significant degree within the European Union (EU) 
or the United Kingdom (UK) before 15 May 1997, irrespective of the dates of accession of 
Member States, and which falls into one of the categories at (i) to (x). 

Status: The FSA and FSS determines monk fruit decoctions (Siraitia grosvenorii) to be a 

novel food. 

The FSA and FSS have concluded that the evidence presented is insufficient to demonstrate 

human consumption to a significant degree in the UK or EU before 15 May 1997. 

The FSA and FSS have determined monk fruit decoctions (the fresh and dried fruit of the 
plant Siraitia grosvenorii) falls into the following novel food category: 

Article 3(2)(a)(iv), retained Regulation (EU) 2015/2283, 

(iv) food consisting of, isolated from or produced from plants or their parts, except when the 
food has a history of safe food use within the EU or the United Kingdom and is consisting of, 
isolated from or produced from a plant or a variety of the same species obtained by: 

— traditional propagating practices which have been used for food production within 
the EU or the United Kingdom before 15 May 1997; or 

— non-traditional propagating practices which have not been used for food 
production within the EU or the United Kingdom before 15 May 1997, where those 
practices do not give rise to significant changes in the composition or structure of the 
food affecting its nutritional value, metabolism or level of undesirable substances; 

Reasons statement: 

The FSA and FSS were provided with limited evidence of a history of consumption within the 

UK or EU for monk fruit decoctions and there is insufficient reliable and robust information to 

demonstrate consumption to a significant degree before 15 May 1997. 

The EU guidance on significant history of consumption (HoC) is relevant to the FSA and 
FSS consideration of the status of a novel food, as the principles in the EU law are 
consistent to those that apply in the UK under retained EU Regulations. The guidance states 
that evidence ‘should be based on robust, reliable information and data taken from 
referenced sources’. The FSA and FSS have found there is insufficient evidence of this 
nature included in the dossier. 
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https://www.legislation.gov.uk/eur/2015/2283/article/3
https://ec.europa.eu/food/system/files_en?file=2016-10/novel-food_guidance_human-consumption_en.pdf


 
 

 
 

         

          

         

   

        

     

         

           

          

       

          
         

           
    

          
           

      
  

 
       

             

         

          

           

             

          

             

         

              

   

 

           

        

          

    

           

         

        

            

       

          

         

 

OFFICIAL SENSITIVE 

The FSA and FSS have reviewed the quantitative and qualitative studies and concluded they 

appear to be robust in terms of their sample sizes and data collection methods. However, 

these studies only amount to ‘supporting evidence’, as defined in the guidance, and are not 

sufficient in themselves to demonstrate a significant HoC. 

The FSA and FSS had some concerns regarding the data collection method for the 

applicant’s population model, resulting in potential issues with its accuracy and reliability. 
This model was commissioned by the applicant and has not been independently reviewed. 

FSS and the FSA are open to considering different approaches to determining a significant 

HoC. However, the FSA and FSS do not consider that the supplementary information 

provided with this application demonstrates that the total evidence is sufficient. 

Independent data provided are sales invoices and recipes, both of which date from after 15 
May 1997. Other data provided was based on estimates and personal testimonies from 
those purchasing and/or selling monk fruit prior to 1997, collated by the applicant. These 
originate from a specific population group, specifically Chinese supermarkets and 
communities in parts of the EU and UK. Whilst these estimates and personal testimonies did 
not indicate atypical quantities of consumption of monk fruit, this evidence cannot be verified 
by an independent source and therefore is not sufficiently robust and reliable to demonstrate 
a significant HoC. 

The guidance specifies that ‘only food uses can be taken into account’. The FSA and FSS 

do not consider the evidence of EU importers, as referenced on sales receipts (dated after 

May 1997) and mentioned by participants, to be strong enough evidence to demonstrate a 

significant HoC as defined above and in the guidance, since this does not necessarily 

demonstrate this led to sale for human consumption of monk fruit as a food. 

The FSA and FSS are aware that there are a number of potential uses for monk fruit. For 

example, monk fruit is traditionally used in Chinese medicine and more recently, outside of 

the EU and UK as a food additive to impart a sweet taste in food. The limited evidence 

presented has not been clearly demonstrated as being exclusively for food uses. The 

applicant has not shown a significant HoC of monk fruit as a food within the EU or the UK 

before 15 May 1997. 

Conclusion 

This decision will be published on the FSA and FSS websites and is applicable in Great 

Britain (GB). EU Food Law continues to apply in Northern Ireland, under the current terms of 

the Protocol on Ireland/Northern Ireland, and therefore, the novel status of this product in 

Northern Ireland is based on the European Commission determination. 

The FSA/FSS recommends if the applicant wishes to place this product on the GB market, 

an application for novel food authorisation should be submitted through the Regulated 

Products Application Service. There are two authorisation routes under the retained EU law 

on novel foods: (1) traditional food notification and (2) full novel food application. 

Alternatively, the applicant may choose to submit a new application for a consultation 

process (also known as an Article 4 consultation request) with additional evidence to 

demonstrate HoC in the UK or EU prior to May 1997. 
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https://www.food.gov.uk/apply-for-a-regulated-product-authorisation
https://www.food.gov.uk/apply-for-a-regulated-product-authorisation

