RARA 2022

Berlin
7 December 2022

Translating research results into
evidence for risk assessment

Adrian César Razquin

Data Officer
Integrated Data (IDATA) Unit

Adrian.CesarRazquin@efsa.europa.eu
IR,

. Efsa =

Trusted science for safe food European Food Safety Authority




Academic data in risk assessments

European Food Safety Authority

Regulatory assessments: all available, relevant information
\

Academic data

Industry data Grey literature

(peer-reviewed studies)

Why academic data? Problem: limited use of academic data
= Tncrease robustness of risk e.g. COMMISSION STAFF WORKING DOCUMENT
assessment & decision-making FITNESS CHECK
of the most relevant chemicals legislation (excluding REACH), as well as related aspects
= Con S|d er pote ntia | |y more sensitive of legislation applied to downstream industries

or relevant designs and endpoints

[...] more can be done to ensure all relevant evidence (e.g. peer-
« Avoid duplicati reviewed academic studies) is available for the assessment and
Vol uplication decision-making processes [...]

= Make best use of public resources EUR-Lex - 52019SC0199 - EN - EUR-Lex (europa.eu)



https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1561530884012&uri=SWD:2019:199:FIN

Obstacles in the uptake of academic data “ . afsae
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Step Identified issues Actors
« Unawareness of regulatory needs
Production - Divergent needs across legislations Funders, researchers
« Lack of incentives
. Insufficient documentation complicating assessment of reliability and Researches, Editors, Publishers,
Documentation relevance Reviewers, Repository managers
« Deviation from FAIR data principles
A «  Costly subscriptions Registrants, EU agencies and
Accessibility Y P - o _ scientific committees, MS
« Lack of tools compiling and monitoring relevant academic data authorities
« Lack of common standards and data platforms
+ Higher weighting of standard protocols and GLP Registrants, EU agencies, MS
Use - Different practice in uptake of non standard studies by regulator authorities

+ Methodological incompatibility

* Adapted from EFSA’s scoping document on “Establishing tools and practices to ensure that relevant academic data is easily and readily accessible for safety assessments and is suitable for regulatory
purposes”



FAIR data and data standards . efsam
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The FAIR principles of data:

p F (Meta)data should be easy to find for humans
indable and computers ~— Data standards

Users need to know how data can be e
‘-A . retrieved, using standard communications -
ccessible protocols (open, authentication) @

We can
Standardise. ..
Open standards for data consist of many different £

types of agreement. More complex standards are
made up of smaller building blocks

o ) ()

Models Units and

measures

i

Identifiers

Data needs to work with applications or
'a' workflows for analysis, storage and

a I nteroperable processing, and be possible to integrate with

other data

)

Code of
practice

Source: The Open Data Institute (cc Attribution-ShareAlike 4.0 International License,

L’& R (Meta)data needs to be well-described so that
it can be replicated and combined in different
& Neusable P

settings

(o)

4
* Wilkinson, M. D. et al. The FAIR Guiding Principles for scientific data management and stewardship. Sci. Data 3:160018 doi: 10.1038/sdata.2016.18 (2016); www.go-fair.org



https://www.go-fair.org/
https://creativecommons.org/licenses/by-sa/4.0/

Example data standards
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OHTs (OECD Harmonised Templates) SSD2 (Standard Sample Description 2)

, . . . .
OECD’s format for reporting information used for risk EF. S’él\ s for. ;Tia(t; for dr ip Oc,;‘tl ng ar}aly tical monitoring
assessment of chemicals (hazards, use, exposure) results in food ana feed samples
0ECD Template #60: Acute toxicity: oral (Version [9.2]-[November 2021]) SSDZ data model
I I E——— R -
= | | | e
61. | Preliminary study Text (2,000 char) D.00 D Sample sampSize Sample talen size  xs:double 3
Display: Detailed D.10 D Ek:;eg:]e sampSizeUnit ﬁpletakmsim xzstring (5) s UNIT
62. | Effect levels R = e D11 D Sample samplufo Additional CompoundType™® C
’; Key result | Check box [ e ,‘Samnfmmplem"akmm
Display: Basic E.O1 E “N:I:z'palxeﬂ sampMatType Type of matrix xzstring (5) s M MTXTYP
64, | Sex List (picklist) ;Pmm“hM:mwmmmm FOOdEXZ
Display: Basic E.02 E
: : controlled vocabulary
65. | Dose descriptor List sup. (picklist with remarks) W&mﬂﬂ;ﬂ:ﬂ-&?ﬂm

integrated
into

integrated

IUCLIDG6

International Uniform Chemical Information Database

Information Platform for Chemical Monitoring

Enhancing access to chemical data

Standard Sample Description ver. 2.0 | EFSA; IPCheM Portal


https://www.oecd.org/ehs/templates/
https://iuclid6.echa.europa.eu/
https://www.efsa.europa.eu/en/efsajournal/pub/3424
https://ipchem.jrc.ec.europa.eu/

Example ongoing projects

European Partnership for the
Assessment of Risk from Chemicals
(PARC)

Data Policy
Data Management
FAIR data

All WPs that use
data and/or
produce data

wp7

Efficiency — Reuse and integration — Sustainability

European Partnership for the Assessment of Risks from Chemicals (PARC) | Anses

European Food Safety Authority

Common data platform on chemicals
(Chemicals Strategy for Sustainability (CSS),
One Substance One Assessment (OSOA))

Feasibility study on a common
open platform on
chemical safety data

*0One substance one assessment\

Status on Regulatory J

o
2
i

TUROREAN MIDICINE

Processes

Aca_:demic Extended (P)ACT
chemicals data Extended EUCLEF
WikiREACH

Repository of
health limit
K values

Taken from 80 Advisory Forum, Slide prepared by ECHA

In support of the EU chemicals strategy for sustainability | EFSA



https://www.anses.fr/en/content/european-partnership-assessment-risks-chemicals-parc
https://www.efsa.europa.eu/en/corporate/pub/osoa

Way forward? Discussion

KData standards & formats for

different evidence streams
e.g. OHTs, IPChem

e Platforms & repositories of

structured data
e.g. PARC, Common data platform

FAIRIification

eTools to retrieve data and / or

assess relevance
\e.g. SciRAP, WikiPharma/REACH

-

e Research funding linked to stricter
compliance with FAIR and
regulatory requirements

e Editorial policy of research
journals aligned with regulatory
\_ requirements
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Awareness

e Guidance document(s) setting

minimum and reporting requirements
e.g. SETAC

eEngagement of academics in the

regulatory world
e.g. public consultations

\
Reward
e Incentives for scientists to consider
regulatory requirements
e“societal” or “regulatory” impact
factor
/




