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What is PARC?

A public-public Partnership under Horizon
Europe

An initiative where the European Union,
prepared with early involvement of
Member States and Associated Countries,
together with public partners (EU and
National Risk Agencies, Universities, Public
Research Organisations), commit to jointly

support the development and
implementation of a programme of
research and innovation activities in

relation with the assessment of risk of
chemicals.
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PARC Objectives

coordination

See presentation on
NGRAroute in
session 4, part 3

Global Objective iontacommen
To consolidate and

strengthen the EU's R&
capacity for chemical risk
assessment to protect
human health and the
environment and to
contribute to a non-toxic
environment and a circular

Fair data

Capacities

Monitoring and Hazard
exposure || assessment

OBJECTIVE
RESEARCH & INNOVATION
TOWARDS NEXT GENERATION
RISK ASSESSMENT

Innovation in Concepts
regulatory risk | & toolboxes
assessment

economy.

OBJECTIVE

CAPACITIES AND
PLATFORMS
OBJECTIVE
HIGH LEVEL NETWORK FOR
REGULATORY SCIENCE
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WP5 Hazard Assessment

l 5.1 I,
Closing data gaps (TG+, in vivo) \

Exposure, concern

Work-streams

» Substances oriented
» Endpoint oriented
» Regulatory oriented

Human Health
Environment
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m NAM data from TG study

Need to confirm results
in TG study

Data input/request to imgrove modelling, AOPs
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5.2
Innovative methods (in vitro) \

Regulatory need & readiness
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Data input/request to imprpve modelling, AOPs

/ Systems toxicology (in silico)
Data integration, modelling

Human disease models
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WP5 Hazard Assessment Methods

Systems Toxicology

Substances
The PARC Toolbox — WP5 contribution: Hazard Assessment AOP Development
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WP6 Innovation in regulatory risk assessment

Protect human health and the
environment; contribute to a non-toxic

>KEMI (SE) and RIVM (NL)

environment and a circular economy

DT

@ntific basis for NGRA \

Quantitative AOP networks
Mechanism-based IATAs, using
New Approach Methodologies
Multiple route exposure
workers and general population
Unintentional mixtures and real-
life exposure

ﬂegulatory science \

Driven by regulatory needs
Determine feasibility, within
existing legislations and in
the future

Efficiency of existing and
emerging methods

Data availability and quality

Heatlh impact assessment Across legislations

\@)ss regulatory silos j Qegulatory acceptance /

Generating the best science Ensure that science meets
to answer regulatory questions regulatory needs
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T6.1 Integrated Approaches to Testing and Assessment

WP5 Test Method Human Relevance Common Framework
development

Method ‘

m Endocrine disruption
5 3.2 AOP
development D
C - BT Genotonicy
6.1 IATA
IATA

development

Existing AOPs Existing Data m SpeCiﬁC Ta rget
Organ Toxicity
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Towards chemical safety assessments using solely non-
animal methods

* Ensure regulatory readiness of NAMs and
NGRA approaches — driven by WP2

* Leverage of existing NGRA concepts, knowledge
and experience

e Join forces with initiatives external to PARC




Joint workflow for NGRA 7N\
 ASPIS aims to leverage the knowledge and insights gained A S P | S
from designing concepts and a large variety of case studies 5
to operationalize NGRA, by developing a well-guided NGRA  Prassm oce B
workflow for safety assessment of chemicals J' KilnS ’
c Executable steps: Which executable
| . ° ° steps are included/necessary?
° ThIS WOI’kﬂOW serves as gUidance on | i , ._ e Instructions, specifications,
o . o uiding questions
data generation and interpretation ide:tai:;ﬁion S S e st
‘ | i Parameter requirements
. h -initiated al i . v & Exposure
ASPA, the ASPIS-initiated alternative 2 - Toxicokinetics S
Safety Profiling Algorithm:
— Defines a tiered approach on what ==
PP W Adversity ik
tools/methods to use characterhatic——T2
— At which steps to obtain and evaluate .

data, incl. uncertainty assessment

— How to put data into a context of a
hazard or risk assessment scenario




Take home message

PARC has a lot to offer, including:

* Essential toxicity data, to overcome gaps in knowledge
— enhanced protection of public health and the
environment

« Adiverse range of innovative NAMs, incl. NAMs that 1 Sl 1 e =

e

will have a high level of regulatory readiness

 |ATAs for various health effects, incl. case studies
demonstrating their applicability for different
regulatory problem formulations

e A workflow for human relevance assessment
* Criteria for NAMs for regulatory use

 Contributions to (pre-)validation of NAMs in multiple
ways
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PARC Website : www.eu-parc.eu
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