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Abstract:

The Strategic Research and Innovation Agenda (SRIA) of the Partnership for the Assessment of Risks from
Chemicals (PARC) is a document that outlines the main objectives, challenges and expected impacts of
the partnership. It also defines the details of the research priorities and activities that will be implemented
by PARC throughout its duration (2022 - 2029). The development of the SRIA is based on a co-creation
process involving about 200 partners from 28 countries, including national agencies, universities, research
organisations, ECHA, EFSA and EEA. It started from a comprehensive analysis of the current state-of-the-
art, gaps and needs in chemical risk assessment, as well as on a wide consultation with relevant
stakeholders.

The SRIA serves as a roadmap for PARC to achieve its goals and contribute to EU policies on chemicals.
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Regulatory relevance, Chemicals Strategy for Sustainability, European Green Deal, Roadmap, Strategic
Research Agenda, Policy,
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Executive Summary

This SRIA presentfs the Partnership for the Assessment of Risks from Chemicals (PARC), its
progression so far, challenges still fo be met and how PARC will achieve its objectives to
address current, emerging and novel chemical safety challenges and enable the transition to

Next Generation Risk Assessment (NGRA), in line with the European Green Deal’s zero-
pollution ambition and in particular with the Chemicals Strategy for Sustainability Towards a
Toxic-Free Environment (CSS).

PARC is a large-scale research and innovation initiative co-funded by the European Commission
under Horizon Europe. It brings together around 200 partners from 30 countries and European
authorities, such as national agencies, public health agencies, academia, research organisations as
well as the European Chemicals Agency (ECHA), the European Food Safety Authority (EFSA) and the
European Environment Agency (EEA).

PARC provides an open collaborative space where all stakeholders including regulatory authorities,
public agencies, research organisations and academia, collaborate and co-design research and
innovation activities to improve chemical risk assessment data and methods applicable in the
European regulatory context.

PARC covers all aspects of chemical risk assessment, such as hazard identification and
characterisation, exposure assessment, including human and environmental monitoring.

It aims to address key challenges such as emerging risks, combined exposures, safe and sustainable
design of chemicals, development of models and Early Warning System (EWS) data generation and
management, and science-policy interface to ensure the protection of human health and of the
environment from the potential hazards of chemicals.

The SRIA also presents PARC's strategic partnership impact pathways and showcases its contribution
to scientific, societal and economic impacts. This mid-term update takes into account the evolving
priorities and how PARC plans to address them as well as to report on the progress with concrete
achievements and outputs.

o —
o —

2=l PARC EXPECTED OUTCOMES

BUILD A SUSTAINABLE EUROPE WIDE RESEARCH AND INNOVATION PLATFORM FOR CHEMICAL
RISK ASSESSMENT

ESTABLISH SYNERGIES WITH RELEVANT ACTIVITIES FROM OTHER EU POLICY AREAS FOR
SHARED UNDERSTANDING AND ADDRESSING NEEDS TO BETTER PROTECT ENVIRONMENT
AND HEALTH

EMPOWER THE COMMON EUROPEAN GREEN DEAL DATA SPACE

ENHANCE COLLABORATION AND MOVE TOWARDS “ONE SUBSTANCE-ONE ASSESSMENT”
WITH SHARED EVIDENCE TOOLS AND METHODOLOGIES

SUPPORT PUBLIC AUTHORITIES AND INDUSTRY IN IMPLEMENTING THE CHEMICAL STRATEGY
FOR SUSTAINABILITY

ID_I_\_ID_K\ Co-funded by
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Why an update of the SRIA?
The SRIA was first published in 2023 toward the beginning of the partnership. This initial version
focused on how the partnership came about, its vision, and how it intended to achieve its objectives.

As the policy context has evolved since the start of the partnership and as PARC is infended to meet
evolving regulatory needs, it is only natural that the SRIA also evolves to reflect policy developments at
the national and EU level, as well as the achievements of PARC during its progression.

This revised SRIA integrates the need to balance ambitious green policies that constitutes PARC's
roofts (e.g. EU Green Deal, zero pollution and Chemical Strategy for Sustainability, etc.) with new
priorities (e.g. industrial competitiveness, strategic autonomy, security, Arfificial Intelligence, etc.) that
frame high-level political and regulatory discussions.

In addition, this SRIA update comes at the mid-term of the partnership. This is a critical fime for PARC
as key scientific and regulatory contributions and milestones are being achieved and disseminated. It
is also timely, as the discussion on how to make the partnership outputs and achievements sustainable
beyond the current funding cycle, is underway.

The SRIA will have a final update at the end of the partnership in which you may expect an increased
focus on PARC’s achievements, policy contributions, scientific outputs and sustainable takeovers of
PARC activities beyond the lifetime of the partnership.

1 — What is PARC?

PARC is an EU-wide research and innovation partnership programme to support EU and national
chemical risk assessment and risk management bodies with new data, knowledge, methods, networks
and skills to address current, emerging and novel chemical safety challenges. This Partnership brings
together ministries and national public health and risk assessment agencies, as well as research
organisations and academia from almost all EU Member States. Representatives of Directorates-
General of the EC and EU agencies involved in the monitoring of chemicals and the assessment of
risks are also participating. Established under Horizon Europe, the EU’s 2021-2027 Research and
Innovation (R&l) framework programme, PARC is a co-funded European partnership, which started
the 7" of May 2022 for 7 years with a budget of 400 million euros, co-funded 50% by the European
Commission and 50% by Member States.

Co-funded by
the European Union 7
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2 — Policy framework
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The Partnership for the Assessment of Risks from Chemicals (PARC) was born out of a significant
political ambition: to make the European Union a model in chemical safety and demonstrate the
possibility of increasing competitiveness while protecting health and the environment. PARC was
conceived in 2020, started in 2022, and will continue until 2029. In the meantime, the political
contfext has evolved and PARC’s co-design approach with regulators, risk assessors, scientists and
policymakers make the partnership uniquely flexible to address the evolving context. This section
outlines the broad political context in which PARC is situated, starting with the broader political
landscape and gradually narrowing down to the specific initiatives and frameworks that directly
influence the partnership's work.

2.1 - PARC and the Sustainable Development Goals (SDGs)

The United Nations Sustainable Development Goals' provide a global framework for addressing
various challenges, including those related to chemicals and sustainable development.

PARC primarily addresses four Sustainable Development Goals (SDGs): Goal 3 (Good Health and
Well-being), Goal 6 (Clean Water and Sanitation), Goal @ (Industry, Innovation and Infrastructure) and
Goal 12 (Responsible Consumption and Production).

(@) SUSTAINABLE S,
£/ DEVELOPMENT s, ALS
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POVERTY q O moweeene [ 4 eucation EQUALITY H O mosamnion |
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Fig. 3 — Sustainable Development Goals

GOOD HEALTH Target 3.9 of this goal aims to substantially reduce risks to human health as a result
AND WELL-BEING of exposure to hazardous chemicals. By improving the risk assessment of chemicals,
we can better understand their potential impacts on human health and take
appropriate measures to mitigate these risks. This can include restricting the use of
volatile organic compounds, limiting heavy metals in final products, and preventing
the use of harmful ingredients such as carcinogens, mutagens, or reproductive
toxicity.

lD_’__'D_r\ Co-funded by
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CLEAN WATER Better chemical risk assessment can contribute to achieving UN SDG 6, which aims
AND SANITATION to ensure the availability and sustainable management of water and sanitation for all.
Target 6.3 of this goal states that by 2030, we should improve water quality by
reducing pollution, eliminating dumping, and minimising the release of hazardous
chemicals and materials. By understanding the risks associated with certain
chemicals and by studying of their fate in environment, we can take steps to prevent
their release into water bodies, thereby improving water quality.

Target 9.4 of UN SDG 9 calls for greater adoption of clean and environmentally
Tr:;jmﬁg%%ﬂm sound technologies and industrial process. By generating Findable, Accessible,
Interoperable, and reusable (FAIR) data and models, by collaborating with research
infrastructures, by working on harmonisation and standardisation and by developing
fraining, we support innovation by industry. Improved chemical risk assessment will
lead to enhanced safety and resilience in industrial processes through a better
identification and mitigation of potential hazards associated to chemical use. It will
also enable industries to adopt safer and more sustainable practices, which in turns will be a driver for
innovation and competitiveness with the development of safer chemicals and alternative materials.

RESPONSIBLE Improved chemical risk assessment can support UN SDG 12, which promotes
12 CONSUMPTION responsible consumption and production. Target 12.4 of this goal urges Member
L States fo promote sustainable consumption and production in the manufacture,
m transport, use, and disposal of industrial goods, including through enforcement of
environmentally sound management of chemicals and wastes throughout their life

cycle. By developing and implementing the Safe and Sustainable by Design
Approach, by providing training and guidance, PARC can contribute actively to this

goal.

On a lesser degree, PARC also indirectly contributes to UN SDG 14 (target 14.1 — reduce marine pollution),
UN SDG 15 (target 15.5 — Protect biodiversity and natural habitats), SDG 16 (target 17.6 — Knowledge
sharing and cooperation for access to science, technology and innovation; target 17.17 — Encourage
effective partnerships).

2.2 - PARC and the Chemical Strategy for Sustainability of the Green Deal

REMINDER — What is the CSS about ? |

THE CSS WILL

KEY ACTIONS

. BANNING THE MOST HARMFUL CHEMICALS IN
CONSUMER PRODUCTS - ALLOWING THEIR USE ONLY

ENSURE BETTER PROTECTION OF HUMAN HEALTH AND WHERE ESSENTIAL g“gMOTE EU'S Rgs'gENCCE OfCSU""lg Ag”’
THE ENVIRONMENT FROM HAZARDOUS CHEMICALS ACCOUNT FOR THE COCKTAIL EFFECT OF CHEMICALS e e B s

WHEN ASSESSING RISKS FROM CHEMICALS

ESTABLISH A SIMPLER “ONE SUBSTANCE ONE

BOOST INNOVATION FOR SAFE AND SUSTAINABLE T S T O A
CHEMICALS . PHASE OUT PER - AND POLYFLUOROALKYL ASSESSMENT OF CHEMICALS

SUBSTANCES (PFAS) IN THE EU, UNLESS THEIR USE IS
ENABLE THE TRANSITION TO CHEMICALS THAT ARE SAFE ESSENTIAE PLAY A LEADING ROLE GLOBALLY BY CHAMPIONING

AND PROMOTING HIGH STANDARDS AND NOT
AND SUSTAINABLE BY DESIGN BOOST THE INVESTMENT AND INNOVATIVE CAPACITY EXPORTING CHEMICALS BANNED IN THE EU

. FOR PRODUCTION AND USE OF CHEMICALS THAT ARE
SAFE AND SUSTAINABLE BY DESIGN THROUGHOUT
THEIR LIFE CYCLE

Fig. 4 — Chemical Strategy for Sustainability in brief.

PARC aligns closely with the European Union’s Chemical Strategy for Sustainability (CSS) and the
Green Deal agenda set by the President of the European Commission, Ursula von der Leyen.
Announced in December 2019, the Green Deal aims to transform the EU into a climate-neutral
economy by 2050, while the CSS, unveiled in October 2020, focuses on reducing harmful chemicals

ID_’__'D_K\ Co-funded by
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and promoting safer, more sustainable alternatives. PARC’s focus on improving chemical safety and
risk assessment directly supports these objectives.

Through its collaborative approach, PARC contributes to the EU’s broader vision of achieving a toxic-
free environment, one of the key pillars of the Green Deal. By fostering research and innovation in
chemical safety, PARC helps fo drive the transition towards a greener economy, where both human
health and environmental protection are prioritized, while also enhancing competitiveness in the
chemical industry.

2.3 - PARC in the evolving policy context: focus on strategic

competitiveness

With the evolving context under the new European Commission, PARC plays a key role in supporting
the EU’s goals of competitiveness. Competitiveness should be enhanced by the efforts of all research
communities to advance science and create an environment where innovation can thrive.

Both are needed to foster a favourable environment in which industries can innovate and grow.
Together, research competitiveness and business competitiveness will enable the EU to enhance its
resilience capabilities. As a partnership co-funded by Horizon Europe, PARC actively supports
research and innovation. Moreover, as a partnership strongly focused on structuring an interface
between science and public policy, PARC aligns with the new priorities set out by the European
Commission for the 2024-2029 period.

EU 2024-2029 : STRATEGY FOR A MORE COMPETITIVE EUROPEAN UNION

Boosting the digital
and green transition
for a "digital by

Fostering an Sustaining our
environment in quality of life:
which Food security,

businesses can water and
grow and nature
compete

innovation, green by
design"
competitiveness

Fig. 5 — EU priorities for 2024-2029

As the Commission emphasises the importance of reducing dependency on external resources and
improving our capacities of resilience, PARC’s focus on chemical safety and innovation aligns with
Europe’s drive to strengthen its industrial base.

By advancing the development of safer and more sustainable chemicals, PARC helps foster a
competitive chemical industry that is resilient and able to meet both regulatory standards and market
demands. At the same time, PARC contributes to strategic autonomy by promoting research and
development within Europe, ensuring that the EU has control over the technologies and solutions
critical to its economy.

ID_I_\_ID_K\ Co-funded by
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PARC and Artificial Intelligence (IA) Act

Arfificial Intelligence (Al) is a transformative technology that has the capacity to support numerous
economic, environmental and societal processes including chemical risk assessment. If used wisely,
it can bring many benefits. The use of Al systems in chemical risk assessment is already widespread
and is foreseen to be a crucial technology to empower the Next Generation Risk Assessment
(NGRA). Certain PARC activities are already exploring the potential use and applications of Al
systems for chemical risk assessment.

For instance, Al can streamline knowledge harvesting (e.g. text-mining & natural language
processing), multi-modal data analysis, predictive modeling (e.g. using Machine-Learning (ML) for
Quantitative Structure-Activity Relationship (QSAR) models, system modelling, evidence-based
reporting and support regulatory decision-making (while abiding to a ‘human in the loop’
approach)).

The Al Act (Regulation (EU) 2024/1689), which aims to regulate Al technologies to ensure safety,
fairness, and transparency, could play a significant role in enabling PARC’s efforts by laying down
harmonised rules on Al and fostering the responsible use of Al in NGRA.

2.4 - PARC in the risk assessment landscape: co-design and adaptability
One of the core added-value activities of PARC is co-designing the next generation of risk assessment
methodologies, drawing not only on the key areas of regulatory challenges (KARC) outlined by the
European Chemicals Agency (ECHA) but also on broader concerns from various regulatory actors.

In practice, key actors from the regulatory and policymaking landscape are well integrated in PARC
internal processes to ensure a co-design approach that constitutes a unique added-value of the
PARC partnership.

This is notably enabled by:
1 Direct involvement of EU regulatory agencies (ECHA, EFSA, EEA) as PARC partners;

1 Participation of regulators and policymakers in the prioritisation process (see sections 6.2 and
6.3);
1 Consultation of stakeholders in the prioritisation process (Stakeholder Forum, National Hubs,

International Board)

1 Involvement of regulators as reviewers for project proposals (and project implementation
follow-up) as well as deliverable review;

1 Organisation of regular meetings between PARC and regulatory agencies and policymaking

bodies.

3 — Purpose, vision and policy-contributions of PARC

PARC'’s vision is to address current, emerging and novel chemical safety challenges, to enable the
transition to the Next Generation Risk Assessment, in line with the European Green Deal’s zero-
pollution ambition for a toxic-free environment, and to support EU competitiveness.

The guiding principles of PARC are the One Health approach, the science-to-policy
inferconnectedness and the innovation & competitiveness focus.

|D_f_\_|3_f\ Co-funded by
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3.1- Vision of PARC

Fig. 5 — PARC vision

3.1.1- One Health Approach

PARC is a partnership embedded in the One Health approach, which recognises the
inferconnectedness of human, animal, and environmental health. By focusing on the safety and
sustainability of chemicals, PARC aligns with the One Health concept, acknowledging that chemical
risks can affect not only human health, but also ecosystems and wildlife. This holistic approach
ensures that risk assessments consider the broader impacts of chemicals across all domains,
promoting a comprehensive strategy for safeguarding health and the environment. PARC’s
collaboration between scientific, regulatory, and industry stakeholders further supports the One
Health vision by integrating diverse expertise to tackle the complex challenges of chemical safety.

PARC notably contributes through:

- Development of HBM aligned studies and occupational studies;

- Development of environmental studies in multiple matrices

- Prioritisation of regulatory needs for human and environment safety
- Development of common analytical standards and methods,

- Development of adverse outcome pathways based on biological knowledge at different levels of
evolutionary trees

- Organisation, harmonisation and structuring of research data to enable its effective re-use and
integration for generation of One Health insights, modelling, SSbD, and beyond.

PARC’s activities are aligned to the 6 recommendations on One Health Governance in the EU' (1.
Definition of One Health, 2. Coordinated governance, 3. Policy coherence, 4. Education and

! Scientific Advice Mechanism: One Health Governance in the European Union, Group of Chief Scientific
Adbvisors, Scientific opinion No 16 November 2024.
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knowledge sharing, 5. Transdisciplinary research, and 6. Integrated infrastructure for Prevention and
Surveillance at the EU level).

3.1.2 - Science to Policy perspective and regulatory relevance of the results produced

Biodiversity, water, food and health are all closely interlinked, yet they are often addressed in isolation.
The One-Health approach breaks down silos across disciplines and sectors and adopt an integrated
perspective. It encourages research and innovation that explicitly examine the links and feedbacks
between the different element of the nexus. By its design and vision, PARC develop integrated risk
assessment method that consider the cumulative and cascading effects of chemicals across these
different elements of the nexus.

PARC is deeply rooted in the Science to Policy perspective, bridging scientific research with
regulatory decision-making fo ensure that the co-design of the results produced. And ensure that the
outputs are not only scientifically sound but also relevant to policy and regulatory frameworks.

By generating cutting-edge data and insights on chemical safety, PARC provides evidence-based
recommendations that directly inform EU policies and regulations. The partnership’s work aims to
translate complex scientific findings into actionable policy guidance that can enhance chemical risk
assessments, improve public health protection, and support sustainable practices across industries.
This direct link between science and policy ensures that PARC’s outcomes are not only relevant but
also influential in shaping the future of chemical regulation and public health safety in Europe.

3.1.3 - Innovation and competitiveness

PARC places a strong emphasis on innovation in several key areas critical for advancing chemical
safety and risk assessment. The partnership focuses on biomonitoring, developing more effective
methods for detecting chemical exposure in humans and ecosystems. PARC is also actively working
on the advancement of New Approach Methodologies (NAMs), which offer alternative, non-animal
testing strategies that are faster, more cost-effective, and ethically sound. Additionally, PARC
promotes the use of FAIR (Findable, Accessible, Interoperable, and Reusable) data to ensure that
high-quality scientific data is widely shared and can be used for transparent and reproducible risk
assessments.

The role of Artificial Intelligence (Al) in risk assessment is another key area, with PARC exploring how
Al can enhance the accuracy and effectiveness of chemical risk evaluations. Finally, PARC recognises
the importance of maintaining competitiveness in the chemical industry, particularly through initiatives
like the SSbD, which encourages the development of sustainable, safe chemical alternatives.
Together, these innovations aim to enhance the regulatory framework, ensuring that Europe remains
at the forefront of chemical safety while fostering economic growth and sustainability.

Evidence-based risk assessment of chemicals is crucial for competitiveness and innovation
in European companies for several key reasons:

1. Regulatory Compliance and Market Access

In the European Union, strict regulations govern the use and marketing of chemicals, such as
REACH. Evidence-based risk assessments ensure that companies comply with these regulations,
enabling them to access the European market without the risk of non-compliance penalties or
product recalls. Meeting these standards can also provide a competitive advantage by making
products safer and more trusted by consumers. PARC's role in refining, developing and applying

|D_f_\_|3_f\ Co-funded by
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all methodologies involved therefore is key also against the background of the robust perspective
of the internal market.

2. Consumer Trust and Brand Reputation

The potential of PARC as a lighthouse — platform displaying the principles and key developments
in advancing risk assessment methodologies cannot be overrated. In an age where consumers are
becoming increasingly concerned about safety, health, and environmental impact, state-of-the-art
- evidence-based risk assessments help companies demonstrate that they are innovative and
proactive in minimising risks. This fosters consumer trust and enhances the company’s reputation.
Companies that can provide transparent, science-backed evidence that their products are safe,
tend to have a competitive edge in the marketplace.

3. Innovation and Sustainable Product Development

Risk assessments can drive and safeguard innovation by identifying potential hazards early in the
product development process. By addressing these risks proactively, companies can design safer
and more sustainable products that meet consumer expectations and align with regulatory
standards. This innovation is essential in staying ahead of competitors, especially as industries move
towards sustainable and circular economies.

4. Cost Efficiency and Risk Mitigation

The scientific endeavours within PARC in particular with a view towards subsequent validation
processes are the backbone for the future of harmonised risk assessment
methodologies. Evidence-based risk assessments allow European companies to identify risks and
hazards before they become expensive problems. They can optimise the use of resources, avoid
costly recalls or redesigns, and reduce potential legal liabilities. Additionally, early risk identification
helps in securing insurance and reduces financial uncertainty.

5. Global Competitiveness

European companies that invest in evidence-based risk assessments may also gain a competitive
advantage in global markets. As countries around the world adopt more stringent regulations
around chemicals and environmental safety, companies that already adhere to rigorous European
standards are better positioned to meet similar requirements elsewhere, ensuring smoother entry
into international markets.

6. Aligning with Emerging Trends

PARC is based on an interdisciplinary approach embracing also key elements of the multiple
transformation addressed in the “Green Industrial Deal”. With the increasing push towards
sustainability, circular economy principles, and green chemistry, evidence-based risk assessment
helps companies align with these emerging trends of innovation. By integrating risk assessments
into their operations, companies can innovate in a way that is not only compliant with current
regulations but also anticipates future regulatory changes and market demands for sustainable
products.

7. Access to Research and Collaboration Opportunities

Evidence-based risk assessments encourage collaboration between businesses, regulators, and
researchers, enabling companies to stay on top of the latest scientific advancements, generated
and displayed by PARC. These collaborations can lead to new opportunities for product
development, partnerships, and access to funding or grants, fostering innovation and growth in
the competitive European marketplace.

In summary, PARC is establishing a solid basis for the future of evidence-based risk assessment
thus ensuring that European companies are prepared to efficiently navigate the regulatory
landscape, improve product safety, build consumer trust, and foster sustainable innovation—all of
which contribute to long-term competitiveness in both local and global markets.
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3.2 — PARC Contribution to Policy
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i To verify the effectiveness of current measures, PARC has processed existing Human biomaonitoring data with the
i MCRA fool to check if the exposure prediction based on food monitoring data can accurately predict the human
i internal dose. PARC partners have worked to develop a new module to perform this analysis af the national level to
! identify major contributing sources.

I In parallel, fraining on risk assessment are ongoing and information of risk management are upcoming.
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The OSOA aims to streamline the evaluation of chemical substances by ensuring that all relevant data and
assessments are considered through a single, unified process. This avoids duplicative assessments and promotes
efficiency and consistency in regulatory decision-making. PARC supports this initiative by providing scientific
expertise, research, and tools that enhance the risk assessment framework, facilitating the integration of various
data sources, including environmental and health impact data. Both initiatives seek to reduce the burden on
industry while ensuring that chemical safety assessments are robust, accurate, and transparent. By working
together, PARC and OSOA contribute to a more effective regulatory system, enhancing chemical safety,
protecting public health, and promoting sustainability across the EU.
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PARC is actively involved to bring forward the transition toward Next Generation Risk Assessment (NGRA).
PARC is not only active in the ongoing discussions in close collaboration with the European Commissicn, but
it also develops, refines and tests NGRA tools and processes.

To channel efforts, weigh on the discussion as well as to effectively promote the NGRA transition, PARC T2.2
‘Knowledge management and uptake info policy’ had been developing a standalone roadmap proposal for
the implementation of Next-Generation Risk Assessment as the default approach fo chemical risk assessment
in EU chemicals legislation.

In parallel, the European Commission initiated in 2023 the development of its own roadmap towards an
animal-free regulatory system in response to the European Citizens' Initiative (ECI) Save Cruelty-free
Cosmetics - Commit to a Europe without Animal Testing”.

Given the complementary nature of the two initiatives and rather than duplicating efforts, the EC and PARC |
have joined efforts and pooled resources with PARC acting as a key facilitating framework to support and
moderate the discussion in order to achieve a sound and realistic EC roadmap able to secure a broad support
across the whole chemical risk assessment community.

PARC contribution to NGRA policy development has proven concrete with:

= Heavy involvement of PARC T2.2 members in the dedicated working groups set up by the European Commission (WGs on
Human health, Environmental Safety Assessment, Change Management)

= Attendance to EC “Workshop on a roadmap for phasing out animal testing in chemical safety assessments™ with active PARC
participation (December 2023, October 2024)

= Participation in NGO-initiated roundtable (June 2024)

Drafting 10 ‘guiding principles for the development of a future overarching NGRA framework’

Engagement with stakeholders during multiple commenting rounds in the development of NGRAroute

Attendance to Animal-Free Chemical Safety Assessment Conference (March 2025)
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A key element of the PARC's SSbD approach is the development of a toolbox, which will give guidance to the users A
about functionality, chemical safety, environmental sustainability and socio-economic aspects.

'J'
I
1
1
i
i The SSbD toolbox developed within PARC features a structured collection of tools to be applied to address the
| different steps fo the EC SSbD framework appropriately and reliably. It will serve as an important tool in supporting
1 the EU Green Deal ambition including the Chemical Strategy for Sustainability by providing assistance in assessing
i the safety and sustainability of chemicals throughout their entire life cycle.
i Its scope covers inter alia chemical safety over the life cycle, product sustainability aspects (including environmental
| -\ ! life cycle assessment (E-LCA), economic (Life Cycle Costing-LCC), social life cycle assessment methodologies (S-
\—l ! LCA)) and functionality of chemicals in a product. By that. it aims fo support designers, developers, and risk
| N— | assessors of chemicals and materials from industry, academia and governments in applying and assessing SSbD of
i chemicals and materials.
! The toolbox will be designed in such a way that it enables (re-)design and assessment at the different stages of the
| innovation process.
i
1
1
1
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1

Tools & resources

Acquiring input from and work with industry, academia and regulatory community is key fo both the toolbox-
development and reflecting on the practical aspects of making SSbD operational. Stakeholder perspectives will
feed into on how safety and sustainability assessments can be best integrated in new chemicals and materials
development, and translated info toolbox features, interface and workflows as well as new fool development.

e = ————

In close collaboration with on-going programmes, PARC supports development of new approach methodologies
for several endpoints and collaborate with international organisations for further uptake. NAMSs have the potential
I -\ fo become a major component of regulatory risk assessment, however, their actual implementation is challenging.
\—l PARC is designed fo address many of the challenges that exist for the development and implementation of NAMs

Tools & resources

PARC's proximity to national and European regulatory agencies is envisioned to ensure that all the projects that are
inifiated within PARC agree with actual regulatory needs. One of the main aims of PARC is fo develop innovative
methodologies that will directly aid chemical hazard identification, risk assessment, and regulation/policy.
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The process of developing a method is guided by scientific knowledge, technical resources and constraints fo
produce results (detection, quantification, observation of effects) and support their interpretation (contribution of
knowledge, monitoring, confrol, diagnosis, dose-effect relationships, toxicokinetics, foxicodynamics, etc.). From

| initial development by a scientific team to use by scientific communities within a regulatory framework, the

. development process is an iterative process of fechnical description, optimisation and validation in order to identify
/\ and characterise sources of variability. qualify performance criteria (error rate, measurement uncertainty) and
acceptance criteria for an assay. series of assays. modelling and assessment (internal quality control, external quality

Sciance to policy control). Within the partnership, we support the scientific partners in developing robust methods that are relevant to

monitoring activities, hazard characterisation and risk assessment within the regulatory framework, with the aim of
recognition at international level (OECD validation, ISO/CEN standardisation). PARC supports the pre-validation
stages, developing the scientific communities, sharing data and knowledge and training in good experimental,
development and reporting practices.
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Reflecting the push towards Open Data and the Green and Digital Transitions, PARC is investing significant effort
into development of workflows to enable PARC data to be made FAIR — Findable, Accessible, Re-usable and

| -\ Interoperable, and as open as possible but as profected as needed (i.e.. for personal data from HBM studies for
\—l example). A key focus is on machine actionable data, which is structured and organised to be understandable by
| N\N— computers, which is critical to maximise the potential of Artificial Intelligence to support chemical risk assessment.

Tools & resources

PARC's mapping of the current use of Al in all aspects of its work, including in modelling, NGRA and the SSbD
Toolbox, and how these uses of Al within PARC map to the Al Act’s risk levels is providing important insights for
regulation and risk assessment and is feeding into ongoing discussions at the PARC, member state and EU levels
best practice and risk management of Al. y
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3.3 Indicators of success

While the following actions are not finalised at the mid-term of the partnership, we can already point
out ‘indicators of success’ that show how PARC is helping shape and improve the chemical risk
assessment policy-context.
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National Hubs
The National Hubs (NHs) in PARC have strived to achieve their goals in key areas:

1 Two-way Communication: NHs facilitate effective communication between national
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