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Why academic data?

▪ Increase robustness of risk 
assessment & decision-making

▪ Consider potentially more sensitive 
or relevant designs and endpoints

▪ Avoid duplication

▪ Make best use of public resources

Regulatory assessments: all available, relevant information

Academic data in risk assessments
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Industry data Academic data 
(peer-reviewed studies)

Grey literature Academic data 
(peer-reviewed studies)

Problem: limited use of academic data

e.g.

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

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
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Step Identified issues Actors

Production

• Unawareness of regulatory needs

• Divergent needs across legislations

• Lack of incentives

Funders, researchers

Documentation
• Insufficient documentation complicating assessment of reliability and 

relevance
Researches, Editors, Publishers, 
Reviewers, Repository managers

Accessibility

• Deviation from FAIR data principles

• Costly subscriptions

• Lack of tools compiling and monitoring relevant academic data

• Lack of common standards and data platforms

Registrants, EU agencies and 
scientific committees, MS 
authorities

Use

• Higher weighting of standard protocols and GLP

• Different practice in uptake of non standard studies by regulator

• Methodological incompatibility 

Registrants, EU agencies, MS 
authorities

* 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
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* 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

Findable
(Meta)data should be easy to find for humans 
and computers

Accessible

Users need to know how data can be 
retrieved, using standard communications 
protocols (open, authentication)

Interoperable

Data needs to work with applications or 
workflows for analysis, storage and 
processing, and be possible to integrate with 
other data

\Reusable

(Meta)data needs to be well-described so that 
it can be replicated and combined in different 
settings

Data standards

Source: The Open Data Institute (CC Attribution-ShareAlike 4.0 International License)(

The FAIR principles of data:

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


Example data standards
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OHTs (OECD Harmonised Templates)

OECD’s format for reporting information used for risk 
assessment of chemicals (hazards, use, exposure)

SSD2 (Standard Sample Description 2)

EFSA’s format for reporting analytical monitoring 
results in food and feed samples

SSD2 data model

FoodEx2 
controlled vocabulary

integrated 
into

integrated 
into

International Uniform ChemicaL Information Database

https://www.oecd.org/ehs/templates/; https://iuclid6.echa.europa.eu 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
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Common data platform on chemicals 
(Chemicals Strategy for Sustainability (CSS), 

One Substance One Assessment (OSOA))

European Partnership for the 
Assessment of Risk from Chemicals 

(PARC)

European Partnership for the Assessment of Risks from Chemicals (PARC) | Anses 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
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•Incentives for scientists to consider 
regulatory requirements

•“societal” or “regulatory” impact 
factor

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

•Editorial policy of research 
journals aligned with regulatory 
requirements

•Guidance document(s) setting 
minimum and reporting requirements
e.g. SETAC

•Engagement of academics in the 
regulatory world 
e.g. public consultations

•Data standards & formats for 
different evidence streams 
e.g. OHTs, IPChem

•Platforms & repositories of 
structured data 
e.g. PARC, Common data platform

•Tools to retrieve data and / or 
assess relevance 
e.g. SciRAP, WikiPharma/REACH

FAIRification Awareness

RewardEnforcement


