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▪ Traditional product based on soybean using Rhizopus sp.

▪ Traditional product using Rhizopus sp.

Fermented tempeh alternatives: 

Novel or not novel? 
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Lupin Hemp Mungbean

Propionibacterium
freudenreichii

Rhizopus sp.



Guidance tree to establish novelty developed 

in the B-Twelve Insight project
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▪ The tree serves to familiarize 

stakeholders with the EU regulation 

– guidance documents of EFSA and 

EC on novel food application are 

leading*

▪ Six questions to be addressed to 

help determine if a fermented food 

product may be subject to novel 

food regulation

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R2469
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R2468

*

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R2469
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R2468
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▪ The regulatory status is based on the primary use /intended function

▪ Novel foods and ingredients are subject to pre-market approval 

Regulatory landscape (EU)

Flavors
Food 

ingredient

Additive
Food 

Supplement

Food
EC 2015/2283 

Novel Food regulation

EC 1925/2006 on

vitamins and minerals

EC 1334/2008 

Regulation

EC 1333/2008

Regulation

General Food Law (178-2002 EC)



Novel Food Regulation (EC 2015/2283)
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▪ Definition under Novel Food Regulation: 

‘a food that does not have a significant 

history of consumption within the EU 

before 15 May 1997’

▪ 'Novel Food' can be newly developed, 

innovative food or food produced using 

new technologies and production 

processes as well as food traditionally 

eaten outside of the EU.



▪ Consult Novel Food Catalogue (list of products of animal and plant origin and other 

substances subject to the NFR):                                     

https://ec.europa.eu/food/safety/novel_food/catalogue_en

▪ Consult list of authorisations (already authorised foods or food ingredients) 

https://ec.europa.eu/food/safety/novel_food/authorisations/list_authorisations_en

▪ Union list of novel foods (most recent version 23-02-2021)

Commission Implementing Regulation (EU) 2017/2470

▪ Consultation of CA (competent authorities)                                                               

Commission Implementing Regulation (EU) 2018/456

Novel or not novel status of food
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https://ec.europa.eu/food/safety/novel_food/catalogue_en
https://ec.europa.eu/food/safety/novel_food/authorisations/list_authorisations_en


▪ Traditional tempeh fermentation using soybeans has a long history of use (before 15 

May 1997)

▪ Recital 17 (NFR): ‘Food produced exclusively from food ingredients that do not fall 
within the scope of this Regulation, in particular by changing the ingredients of the 
food or their amount, should not be considered a novel food. However, 
modifications to a food ingredient that has not yet been used for human consumption to 
a significant degree within the Union, should fall within the scope of this Regulation’

Tempeh variants: Novel or not novel
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Lupin Hemp Mungbean



▪ Lupin bean

Tempeh using lupin beans
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This product was on the market as a food or food ingredient and 

consumed to a significant degree before 15 May 1997. Thus its 

access to the market is not subject to the Novel Food Regulation 

(EU) 2015/2283. However, other specific legislation may restrict the 

placing on the market of this product as a food or food ingredient in 

some Member States. Therefore, it is recommended to check with the 
national competent authorities.

equivalent

Based on recital 17

not subject to NFR
Long history of use

before 15 May 1997

https://ec.europa.eu/food/safety/novel_food/catalogue_en

https://ec.europa.eu/food/safety/novel_food/catalogue_en


▪ Hemp seeds

Tempeh using hemp seeds
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equivalent

Based on recital 17

not subject to NFR
Long history of use

before 15 May 1997

This product was on the market as a food or food ingredient and 

consumed to a significant degree before 15 May 1997. Thus its 

access to the market is not subject to the Novel Food Regulation 

(EU) 2015/2283. However, other specific legislation may restrict the 

placing on the market of this product as a food or food ingredient in 

some Member States. Therefore, it is recommended to check with the 
national competent authorities.

https://ec.europa.eu/food/safety/novel_food/catalogue_en

https://ec.europa.eu/food/safety/novel_food/catalogue_en


▪ General characteristics:

● Live micro-organisms (bacteria, yeasts, mould) that are selected to 
ferment food and beverages or to have a beneficial effect/purpose 
(e.g. preservation, protection, structure/texture, flavour)

▪ Legal status

● No EU regulatory definition

● Definition by European Food and Feed Cultures Association (EFFCA)

● Generally considered as an ingredient (i.e. not food additive)

● Long history of use MFC are considered traditional food ingredients 
(no pre-market authorization required)

● Long history of use: human consumption to a significant degree

Microbial Food Cultures (MFC)

11

https://effca.org/publications/definition-of-cultures/

https://effca.org/publications/definition-of-cultures/


▪ Traditional tempeh fermentation using soybeans has a long history 

of use (before 15 May 1997)

▪ Propionibacterium freudenreichii has a history of use before 15 May 

1997 (IDF/EFFCA)

▪ New combination of MFC and substrate with both long history of safe 

use. Is the product subject to novel food regulation???

New substrates + MFC: novel or not novel?
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Propionibacterium
freudenreichii

Rhizopus sp.



▪ The answer to this question should be addressed on a case-by-case basis  

▪ “Foods resulting from a production process not used for food production 

within the Union before 15 May 1997, which gives rise to significant changes 

in the composition or structure of a food affecting its nutritional value, 

metabolism or level of undesirable substances “  - Article 3.2 vii, Novel Food 

Regulation 2015/2289

▪ Therefore, if the production process is NEW but does not give rise to 
significant changes in the composition or structure of the final food, it is not 
likely to be considered a novel food

▪ Therefore, the characteristics of the final fermented food product should be 

considered

New substrates + MFC: novel or not novel?
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Summary
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Food 
fermentation

Traditional 
food:

Human 
consumption 

to a 
significant 

degree in EU 
pre-1997

Known 
combination 
(culture + 
substrate)

Cultures, as 
used pre-

1997

Substrates, 
as used pre-

1997

New 
combination 
(culture + 
substrate)

Case-by-case 
analysis: 

New 
combinations 
of cultures 
(pre-1997) 

and 
substrates 
(pre-1997) 

Novel Food

Cultures with 
no history of 
consumption 

pre-1997

Substrates 
with no 

history of 
use pre-1997



For more information, feel free 

to contact us: 

masja.nieropgroot@wur.nl

jerome.diaz@wur.nl

addie.vandersluis@wur.nl

Thank you for your 

attention
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