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Introduction to Food Regulation
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Food safety

Food quality

Labelling & claims

Consumer confidence

International trade

Protection of animals & the environment

Introduction to Food Regulation

Food regulation crucial for protection public 
health, ensuring food quality, promoting 
sustainability and maintain consumer trust in the 
food chain.

Framework for responsible food production, 
distribution and consumption
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Emerging Food Technologies
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Emerging Food Technologies
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Risk assessment

Science-based regulation

Pre-market approval

Labelling & transparency

Consumer education

Stakeholder engagement

International collaboration

Emerging Food Technologies

Regulating new food is complex – need a 
balance between fostering innovation and 
ensuring the safety, quality of the emerging 
technologies

Regulators need to be agile, collaborative and 
committed to implementing policies that support 
innovation in the food industry. 
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Food Safety
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Mycelium & 
Mycoprotein

Microbial 
Protein

Insect 
Protein

Precision 
Fermentation

Cultivated 
Meat

Approach to Food Safety

Data requirements and approach to safety dependent on multiple 
factors

For many regions there are no guidance documents 

Exact approach case-by-case basis 

Scienced-based risk assessment following existing principles of 
food safety 

Identify food hazards and risks and put in place mitigation steps

Molecular 
farming

Molecular 
farming

Increasing complexity
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Increasing regulatory complexity

History of 
consumption

Homology to 
native 

counterpart

New to nature –
no history of 
consumption

Approach to Food Safety
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Cel l  cu l tu red meat

Source

Identity

Sterility

Isolation protocol

Gene editing

Cell storage

Cell culture media

Antibiotics 

Growth factors

Animal serum

Scaffolding

Residues/metabolites

No  c l ea r  gu i d ance
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Cel l  cu l tu red products
Cel l - l ines

Identity

Sterility

Stability

Approach dependent on species and 
cell type
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Current Regulatory Landscape
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United States 
Department of 

Agriculture

Food and Drug 
Administration 
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USA

Responsibility of the FBO to assess the 
novel status of a product!

Cell cultured meat = novel

Precision fermentation = novel

Fermentation = ??

Plant proteins = ??

Mycelium = ??

Two regulatory bodies

No novel food regulation

GRAS, FAP, NDI

Defined framework for 
cultivated meat

Flexible on bioengineered 
foods

Timelines dependent on route
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S ingapore

Responsibility of the FBO to assess the 
novel status of a product!

One regulatory body

One phase to authorisation

Fast and predictable

Pre-submission advice

Draft dossier review

9-12 months approval time

Flexible on GMOs

Flexible on labelling (use of cultivated, cultured
permitted)
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European Un ion

Responsibility of the FBO to assess the 
novel status of a product!
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Complex novel food framework

Two regulatory bodies

Two phases to authorization

Novel food guidance & other
guidelines to follow

Separate GM food regulation
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EU nove l  food author i sat ion process   

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  c a .  1 . 5  y e a r s  

Validated & 
evaluated by EFSA

EC validation 
without delay

(30 days approx.)

EFSA 
Validation
(30 days)

EFSA risk 
assessment
(9 months)

EC risk 
management

(7 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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1.5 years is not so bad…. 
But what´s the reality?
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Average t imel ines 1

A v e r a g e  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  c a .  2 . 5  y e a r s

Validation 
=

9 months

EFSA risk 
assessment

=
1 year, 4 months

EC risk 
management

=
7 months 

F a s t e s t  =  1  y e a r ,  6  m o n t h s
L o n g e s t  =  5  y e a r s

A v e r a g e  3  x  c l o c k - s t o p s
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1Unpublished analysis performed by Atova – based on 35 approved novel food dossiers for
which all data points were available. Analysis did not include modification of use dossiers
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Average t imel ines :  Deep d ive  

6 insect protein 
dossiers

2 mycelium 
dossiers

27 other novel 
food dossiers

3.5 years 3.6 years

2.2 years
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Current Status of Regulatory 
Approvals
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1 EU

Cur rent  s tatus  of  approva l s  

2 USA

3 SGA

Region Plant-based 
proteins Insects fermentation Precision 

fermentation 
Precision 

fermentation 
(GM food)

Cultivated 
meat
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Cur rent  s tatus  of  EU nove l  food 
approva l s  

o No new proteins from precision 
fermentation approved but…

o Perfect Day & Remilk dossier sumitted 

o No cultivated meat… dossiers sumitted 
yet!
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GM Food in  the EU
S oy  l eghaem og l ob i n  ca se  s t udy

GRAS 
17 months!

GMO Food
Submitted 2019… 

may get EFSA opinion 
late 2023!
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Also approved in Canada, USA, 
Singapore, Australia/NZ, among others… GM Food route slow & unpredictable!
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S tatus  of  cur rent  prote in  approva l s
Un i t ed  S t a t e s

o 6 precision fermentation with GRAS 
no questions letters

o 2 FDA no questions letters for 
cultivated meat, plus GOI & label 
approval by USDA

USA
25 GRAS notices
18 ”approvals”

Analysis performed by Amgen in January 2023
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S tatus  of  cur rent  prote in  approva l s
S i ngapo re

o No positive list of approvals

o Soy leghaemoglobin

o Solein® single cell microbial protein

o Cultivated chicken
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Challenges and Future Outlook
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✓ Regulatory gaps

✓ Techology outpacing regulatory
knowledge

✓ Little published data to inform regulators

✓ Minimal collaboration between regulators

✓ Resource constraints

✓ Lack of international standards &
harmonisation

✓ Methods of analysis

✓ Import/export rules

Chal lenges

✓ Political environment 

✓ Conservative member states

✓ EU slow to implement regulatory reforms

✓ Transparency regulation adds extra 
complexity

✓ Highly negative stance on GMOs

General challenges EU challenges
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Reasons  to be cheer fu l :  G lobal  perspect ive

✓ FAO report on food safety of cultivated
meat

✓ Increasing amount of cooperation 6
collaboration between regulators

✓ FSANZ received first cultured meat dossier
– 15 month timeline

✓ UK reviewing their novel food framework

✓ USA has given the green light to

Gourmey´s cultivated foie gras
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✓ EFSA risk assessment incredibly thorough

✓ EFSA getting used to trasparency
regulation so timelines should improve

✓ More EC/EFSA stakeholder engagement

✓ In May, EC/EFSA said they a ready &
waiting for cultivated meat/seafood
dossiers!

✓ The sooner we get dossiers in the sooner
the EC/EFSA will be forced to think about
cultivated meat!

✓ EFSA updating their NF guidance

Reasons  to be cheer fu l :  EU

✓ EU approved a draft proposal for a new 
regulation on new genomic techniques in 
plants:
✓ NGT recognised as more targeted 

and lower risk compared to 
classical GM techniques

✓ NGT plants that are the same as 
their native counterparts not 
regulated under the GM regulation & 
will fall under novel food or 
equivalent

✓ EU’s draft protein strategy was released:
✓ Says novel food authorisations should 

be based solely on safety
✓ Calls for more R&D into alternative 

proteins

✓ Policy action to simplify and speed 
up the novel food approval process

https://food.ec.europa.eu/plants/genetically-modified-organisms/new-techniques-biotechnology_en
https://www.europarl.europa.eu/doceo/document/AGRI-PR-742624_EN.pdf
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What do we need for regulating the 
future of food in the 

European Union?
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What we need f rom 
EC & EFSA

Meaningful pre-submission 
advice from EFSA

Updated fit-for-purpose/flexible 
EFSA guidance

Clear position on gene edited 
cells & new genomic techniques

Faster timelines (or deal on 1.5 
years)!

Rethink on presence of host strain 
DNA of GM processing aids 
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Use code: ATOVA-DISCOUNT 
for 25% of standard ticket price 

Jo in us  in  Barce lona!
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Thank you for 
l istening!

hannah@atovaconsulting.com

www.atovaconsulting.com
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mailto:hannah@amgenconsulting.com
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