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What is a novel food in the EU?
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What i s a nove l  food?

Food, ingredient or manufacturing process not
consumed/used in the EU before 15th May 1997 “Novel” –
Regulation (EU) 2015/2283

Traditional food consumed outside the EU
✓ Whole foods, minimally processed

Novel food (10 categories):
✓ (ii) food consisting of, isolated from or produced

from microorganisms, fungi or algae
✓ (iv) food consisting of, isolated from or produced 

from plants and their parts
✓ (vi) food consisting of, isolated from or produced 

from cell culture or tissue culture derived from 
animals, plants, microorganisms, fungi or algae

NOT NOVEL  FOODS:
Food enzymes
Food additives
Flavourings
Extraction solvents
GMO food 

G M  Food  cove red  by  
Regu l a t i on  ( EC )  No  1 829 / 2003
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EU Member S tate Consu l tat ion :  Ar t ic le 4

If you are unsure, you can contact a Member 
State

Should be MS where you firs t intend to go to 
market

Submit a mini-dossier…
▪ Product specification
▪ Manufacturing process
▪ History of safe use

▪ Decision within 4 months (can be extended!)

▪ Other MS may be consulted

▪ Outcome of consultation on EC website
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If your product is novel, what next?….
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Novel  Food Doss ie r

▪ Commission Implementing Regulation (EU) 2017/2469
▪ EFSA Guidance documents
▪ Obtain EFSA ID

▪ Identity of the novel protein
▪ Production process (all steps, reagents, etc)
▪ Compositional data
▪ Specifications
▪ History of use
▪ Proposed use & level (food matrices)
▪ ADME
▪ Nutritional information
▪ Toxicological information
▪ Allergenicity

Data Protection!
• Request at dossier submission
• Proprietary info
• 5 years

Transparency Regulation!
• All studies MUST  be notified to 

EFSA before start date
• Applicants must sign up to EFSAs 

online portal
• Obtain pre-application ID
• Confidential & non-confidential 

dossier
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Novel  food s tud ies
Study Description Approximate cost (EUR )

Compositional data Proximate analysis
Qualitative & quantitative analysis of nutritionally relevant constituents
Analysis of 5 batches

5,000 – 20,000 

Purity Analysis on 5 batches
Heavy metals, PCBs, Dioxins, microbial contamination, pesticides, solvents, 
residues, etc.

5,000 – 50,000

Microbial characterisation WGS, absence of toxins & virulence factors, etc. 5,000 – 10,000 
Stability Stability of the final product itself & stability in food matrices 5,000 – 20,000 

Genotoxicity Bacterial reverse mutation assay & in vitro mammalian micronucleus assay 30,000 

Sub-chronic toxicity 90-day rat study 100,000 – 250,000 

Digestibility For calculating PDCAAS/DIAAS + allergenicity 50,000 – 100,000

Allergenicity Literature study/protein sequence homology – human studies 5,000 – 100,000 

Case-by-case approach – not all studies are required in all cases. 
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Plant 
Based

Mycelium & 
Mycoprotein

Microbial 
Protein

Insect 
Protein

Precision 
Fermentation

Cultivated 
Meat

Increas ing complex i ty

Data requirements and approach to safety dependent on 
multiple factors

Exact approach case-by-case basis:

Manufacturing process & all inputs
Toxicity

Digestibility
Composition & purity of final ingredient

Allergenicity!
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Plant 
Based

Mycelium & 
Mycoprotein

Microbial 
Protein

Insect 
Protein

Precision 
Fermentation

Cultivated 
Meat

Novel  Food Author i sat ion

Submit NF dossier 
to EC & EFSA

T i m e l i n e  f r o m  s u b m i s s i o n  t o  a u t h o r i s a t i o n  1 . 5  y e a r s  ( i n  r e a l i t y … . . )

Validated & 
evaluated by EFSA

EC validation 
without delay

(30 days approx.)

EFSA 
Validation
(30 days)

EFSA risk 
assessment
(9 months)

EC risk 
management
(6 -9 months) 

E U  Q M V ,  5 5 %  E U  M S  r e p r e s e n t i n g  6 5 %  o f  E U  p o p u l a t i o n !
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Challenges
• Transparency regulation
• No meaningful pre-submission 

advice
• Unpredictable timelines
• Unpredictable data requirements
• Unclear position on new genomic 

techniques
• Complex and inflexible GM 

regulatory framework
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1 EU

Cur rent s tatus  of approva l s

No dossiers submitted yet!

2 USA
1st FDA no questions letter 
for UPSIDE… pending USDA 

clearance 

3 SGA
Cultivated chicken 

(Eat, Just)

Region Plant-based 
proteins Insects fermentation Precision 

fermentation 
Precision 

fermentation 
(+rDNA)

Status of cultivated meatCultivated 
meat



12

What we need f rom 
EC & EFSA

Meaningful presubmission advice

Updated guidance

Clear position on new genomic 
techniques

Faster timelines!
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R e g u l a t o r y  e n v i r o n m e n t  
c o m p a t i b l e  w i t h  i n n o v a t i o n
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✓ EC study on new genomic techniques

✓ EFSA Opinions:
o Synthetic biology
o GMMs
o Fact-finding missions

✓ EFSA stakeholder workshops
o Future of food
o Cell-based meat

✓ Some movement within EU Member
States

✓ EFSA getting used to trasparency
regulation so timelines should improve

Good news….
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Thank you for 
l istening!

hannah@atovaconsulting.com

www.atovaconsulting.com
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