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Aim

Receive feedback from

international partner and
stakeholders:

—vision, missing elements,

—use of similar approaches,

—additional projects,
—collaboration opportunity,

—suggestions for improving
theme paper

Organisations invited Responses
. I'g)t:C"Bath“a' e International: 15
:NIHS (3 RACEMIC, 8 NAMs, 2 ERA, 2 Al)
_FSC]J e Stakeholders: 10
—FSANZ/NJ (3 RACEMIC, 3 NAMs, 2 ERA, 2 AI)
~CFSA
~WHO
~FAO 3
~CFIA 2
—Health Canada Consultation phases _Devlelop t
ACHIPIA 1. DG SANTE, JRC, ENVI Agencies r:)magrﬁame?or
— 2. AF, Scientific Commi
_USDA - APHIS 3 'IAnFternaet?;nal pgrtnertst,egtakeholders actio%
—USEPA/OPP
—~USFDA - OFPR

—ILMERAC (liaison group)
e Stakeholders
—List of registered stakeholders

Goal SPIDO:

- Enhance EFSA’s capacity to identify studies in regulatory science in selected scientific themes
- Ensure preparedness for possible divergences and future risk assessment requirements
- Enhance capacity building and build partnerships

1)

Select

scientific
theme




Vision

-

-Full support for
NAMs to address
data gaps in
chemical RA

-Needs
incorporation in
international
guidelines

N

\

Improvements

/-Explain process of validation
and implementation of NAMs

-How to weigh NAMs data vs
traditional data

-

-Full support to
minimise animal
testing

-Ensure
transparency
and
independency

N

J

-Limitation of research and
databases for comparative
assessment (in silico/in
vitro/in vivo)

-

.

-Requires change
management for risk
assessors, EU legislation,
consumers

-Dialogue and support of
risk assessors and policy

makers is crucial
-Use safe harbour approach

-Demonstrate transparency
of RA using NAMs and
conduct studies not solely by

Similar approach/

Projects

- Case studies (group vs
individual chemicals) - OECD

- Comparison assessment (in
vivo vs in silico; in vitro
mechanistic, omics data, and
organoids) for chemical
toxicity assessment - Health

Canada, FSCJ

N

Collaboration

J

4 )

J

- EU projects (GRACE, G-TWysT,

SEURAT-1, EU-ToxRisk, Risk
Hunter)

- National projects (FR
GMO90+; NL world leader in
innovation without lab animals
by 2025)

manufacturing party /

\_

-

J

~

Positive
feedback OECD,
Health Canada,
CFSA, USEPA

International
Stakeholders



Vision

4 N

- Full support and
useful approach
for EU

- Expands RA from
food to environment

- J

-Full support to
harmonise approach
to ERAs

-Important due to
one substance-
one assessment
principle

-Ensure
transparency and

Improvements

Similar approach/
Projects

None

(.

-

independency

/

-

- Needs re-design of RA

- Demonstrate transparency of
ERAs and conduct studies not
solely by manufacturing party

-

- Collaborative program
(different bodies) assessing
risk to human and

|| environmental health based
on multi-pathway exposure for

chemicals - Health Canada

~

Collaboration

J

4 Not asked as A

building a
European
Partnership for
next generation,
system based
environmental RA

J

'— None

(_ (PERA) )

International
Stakeholders



Vision

—] -Move towards a

~ N

-Full support - it
reflects the future
of chemical RA

more global
approach to
succeed.

Improvements

/-Agree on encompassment of )
combined exposure to multiple
chemicals

-Highlight data gaps (e.g. bio-

- /

/-Full support to RA
of combined
exposure to
multiple chemicals

| | -Ensure distinction to

co-exposure in
environment

-Ensure
transparency and
independency

\_

monitoring data)

-Include possibilities for
harmonisation of methods and
approaches with

\organisations/countries) )

-

- Details on definitions and tests
for possible effects (toxicity
pathway of chemicals)

- Analyse exposure to all
chemicals vs food presence and
relate to morbidity/ mortality

-Include epidemiology (data
collection and evaluation)

-Demonstrate transparency of
RACEMIC and conduct studies not
solely by manufacturing party

Similar approach/
Projects

-

-Collaborative program
(different bodies) assessing
risk to human and
environmental health based
on multi-pathway exposure
for chemicals — Health Canada

-Cumulative RA of conazole
pesticides — USEPA

- BPA and phthalate RA - CFSA,
- RA of dioxins and dioxin-like

N

Collaboration

J/

4 N

Kcompounds - Health Canada

/

\_ )

{None

Positive
feedback Health
Canada, CFSA,
USEPA

International
Stakeholders



Vision

r

-Full support

&

4 I

-Full support to
enlarge breath and
accessibility of
evidence
management.

-Helps using
inaccessible data,
thus improving
quality and
reliability of
evidence (not
workload reduction)

-Ensure
transparency and

Improvements

-

/-Primary practise or case studies
(e.g. Al for toxicity prediction and

contamination models)

-Automation and standardisation

of data extraction schemas,
data interoperability,
normalisation of extracted
content, accessibility, validation
and respective guidelines

~

/

independency

o J

Use Al to improve

epidemiological data which are

important for human toxicity
prediction

processes with Al and conduct
process independently not solely
manufacturing party

~

-Demonstrate transparency of RA

by

Similar approach/

Projects

(Machine learning approaches\
for data integration and
risk prediction of
microbiological RA - CFSA

-Use of similar approaches -
USEPA

-Interest in sharing of
training data sets (STEC,
heavy metal, chemical data)

/

for AI algorithms and models

\_~ CFSA and USEPA Y,
-

-ONTOX o
-Evidence based toxicology

(EBTOX)
-JRC workshop Al for chemical

N\

Collaboration

J/

Positive
feedback CFSA,
USEPA

~N

RA
N J

International
Stakeholders



= Comments will be evaluated by EFSA
(December 2020)

* Provide key information to
contractors developing the four
roadmaps for action (May 2021)



OPEN CALL
3 lots each app.
500K €

FRAMEWORK
CONTRACT
CT/EFSA/FIN/201
9/01)
app. 500K €

- Multiple chemical RA
- New approach methodologies
- Environmental RA

- Artificial intelligence

/EMBER 2020

EFSA webpage
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LinkedIn

EU e-tender




6 o

Subscribe to
www.efsa.europa.eu/en/news/newsletters
www.efsa.europa.eu/en/rss

Engage with careers
www.efsa.europa.eu/en/engage/careers

Follow us on Twitter
@efsa_eu
@plants_efsa
@methods_efsa



