
EFSA regulatory perspectives on 
Risk Assessment and 

microbiomes 

Reinhilde Schoonjans

Senior Officer, Scientific Committee and 
Emerging Risks Unit

1 April 2020, Webinar DK-SE Medicon Valley Alliance



What is EFSA

Current activities 
microorganisms
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in the heart of Parma



EFSA at a glance

ESTABLISHED

2002

> 450 staff

< 1,350 experts

1,000 meetings/year

5,000 outputs /
500 a year 



The Scientific Panels

Plant protection

GMO

Plant health

Animal health & welfare

Nutrition

Food Packaging

Animal feed

Biological hazards

Chemical contaminants

Food additives



▪ GMO (GMM, GMP, Synbio, omics colloquium)

▪ PPP (virus, fungus, bacterium)

▪ BIOHAZ (QPS, Antimicrobial properties)

▪ NDA (novel foods)

▪ NDA (health claims on probiotics)

▪ CEF (enzymes)

▪ FAF (enzymes, emulsifiers, artificial sweeteners) 

▪ FEED (enzymes) 

▪ SCER (nanoparticles)

▪ ED: outreach/research

▪ ALPHA, PLH: animal and plant resilience

▪ For acronyms: http://www.efsa.europa.eu/en/science/scientific-
committee-and-panels

In house activities on microorganisms 
or microbiomes - Examples
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http://www.efsa.europa.eu/en/science/scientific-committee-and-panels


Microbiomes and Risk Assessment 
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▪EFSA wide capacity building 
on “microbiomes in risk 
assessment”

Microbial communities

- Microbes co-exist in a  
variety of ecological and 
biological environments

Mathematical 
modeling to 
study 
interactions 

Microbiomes

GUT

Human

Animal

SOIL

Plant

ENV (soil 
and wildlife)

Workshop 
with the EFSA 

Scientific 
Committee

19 Feb 

Thematic 
Grant (writing 
specifications 

for 
cooperation 
with EU MS)

March 

State of the art 
on 

methodologies,

Road map for 
risk assessment

Influencing EU 
research 
agenda 
(nothing 

focused on RA 
yet)



▪EXAMPLES:

▪ Interpretation of toxicological studies: What are the 
metabolic functions of GUT microbiomes of test animals 
and how do they compare to those of humans?

▪Computational models could be a start for DIRECT 
impacts (through metabolism) or INDIRECT (through 
compositional changes) 

Risk Assessment questions
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Workshop with the 
EFSA Scientific 

Committee

19 Feb 



▪Studies in variation of the background and the impact 
of modulators
▪ What can we learn from work done in ruminants for Feed 

additives?

▪When does an effect becomes adverse?
▪ Focus on functionality, causality

▪ Establish criteria between modulation and adversity

▪ Map/database of what is seen in Tox studies

▪Disease is the cause or the effect? 
▪ Causality

▪ To not start from the disease,  link the metabolic pathways to  
families/subpopulations of microbiota.

Thematic discussion
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Workshop with the EFSA 
Scientific Committee

19 Feb 



▪ Minutes of the plenary meeting: 
https://www.efsa.europa.eu/sites/default/files/event/2020/97th-plenary-meeting-scientific-
committee-minutes.pdf

▪ Knowledge used for the writing of the technical specifications 
of the Thematic Grant call (see next slides)

▪ Editorial in the EFSA Journal: to be expected later 2020

Thematic discussion
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Workshop with 
the Scientific 
Committee

19 Feb 

https://www.efsa.europa.eu/sites/default/files/event/2020/97th-plenary-meeting-scientific-committee-minutes.pdf


▪ INDICATIVE EXAMPLES:

• Criteria for link between microbiome and diet/toxicology

• Map of microbiomes focussing on functions and metabolisms 
and host interactions (rather then composition)

• How relevant is the gut microbiome compared to higher up 
GIT microbiomes (gut vs small intestine)? Colon more important 
since more abundance, carbohydrates needed for integrity of the barrier?  

• Is the current model for testing still OK? Absorption may not 
be needed to cause adversity – but changed composition 
might

• Reaching to AOP/OMICS/statistics community -Which 
expertise is needed?

Research questions
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Influencing (EU) 
research agenda

(nothing on RA yet)

•



▪Cooperation with EU 
Member States

▪EFSA focal point contacts 
to help project/consortium 
formation

▪Deadline for application: 
30 June 2020

▪ Project: max 2,5 years

▪Co-financing: max 50% 
from EFSA, max 500K per 
lot

Outsourcing
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Thematic Grant March 
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Thematic 
Grant March 

Details of the call



▪Technical specifications: background, main objectives 
and specific objectives 

▪ Lot 1: gastro-intestinal (GI) tract microbiomes
(human and domestic animal)

▪ Lot 2: : environmental microbiomes (plants, 
wildlife, soil)

Outsourcing
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Thematic Grant March 



▪The main objective is to build capacity for 

▪ (1) evaluating the impact on microbiomes by various 
modulators under EFSA’s assessments, and 

▪ (2) evaluating the impact of microbiomes on human, 
animal and plant health, in order to determine whether 
microbiomes can be included in risk assessments under 
EFSA’s remit or not.
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▪ Reviewing the state 
of the art and 
appraising critically 
the evidence, 
technologies and 
models (in vitro/in 
silico/in vivo) for:  

▪ Drafting a roadmap 
to advance research 
to address risk 
assessment needs to 
account for 
environmental 
microbiomes

Outsourcing
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Thematic Grant March 

Establishing 
baselines

impact of 
exposure on 

the 
microbiome -

causality

impact of 
microbiomes

on the health 
of their host -

causality

Links 

between all

characterising
the structure 
and function



FP
inserts MS 
compliance 

check 
summary in 

tool

Org.
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to FP
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checks 
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before signature of grant



▪Call dossier at EFSA`s grant page -
http://www.efsa.europa.eu/en/calls/art36grants

▪Competent organisations page -
http://www.efsa.europa.eu/en/partnersnetworks/scorg

▪EFSA national Focal Points contacts -
http://www.efsa.europa.eu/en/people/fpmembers

Useful links
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▪ Caroline Merten
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▪ Jaime Aguilera (FIP)

▪ Beatriz Guerra (BIOCONTAM

▪ Montserrat Anguita (FEED)

▪ Marco Pautasso (PLH)

▪ Procurement team, ENCO team, 
KIC Biotech
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Stay connectedStay connected

Subscribe to

efsa.europa.eu/en/news/newsletters

efsa.europa.eu/en/rss

Receive job alerts

careers.efsa.europa.eu – job alerts

Follow us on Twitter

@efsa_eu

@plants_efsa

@methods_efsa

@animals_efsa

Follow us Linked in

Linkedin.com/company/efsa

Email

ask@efsa.europa.eu
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