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o Guide & promote research on alternative methods

o Coordinate validation within the EU

o Disseminate information on the 3Rs

o Promote stakeholder dialogue

o Promote international acceptance

Duties and tasks*

* Article 48 of the Directive, Annex VII

European Union Reference Laboratory 
for Alternatives to Animal Testing

Established under the Directive 2010/63/EU on the 
protection of animals used for scientific purposes
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Life cycle of a new regulatory test method 
or approach

Research & 
Development

Validation

Independent 
Peer Review

Implementation

PARERE

EURL ECVAM

International Recognition / 
Regulatory Acceptance



Two-step submission assessment
Step 1 - Presubmission

Preliminary assessment of

the status of

o development

o optimisation

o validation of the test method

o its potential relevance

If positive outcome, invitation to fill in a
full submission (step 2)

https://joint-research-centre.ec.europa.eu/eu-reference-laboratory-alternatives-animal-testing-eurl-ecvam/alternative-

methods-toxicity-testing/validation-and-submission-process/eurl-ecvam-test-method-submission_en

https://joint-research-centre.ec.europa.eu/eu-reference-laboratory-alternatives-animal-testing-eurl-ecvam/alternative-methods-toxicity-testing/validation-and-submission-process/eurl-ecvam-test-method-submission_en


Two-step submission assessment
Step 2 - full submission

o Comprehensive information

o To allow to assess if test is ready
to enter EURL ECVAM process &

o To select the appropriate sub-
process (e.g. prospective
validation, val. based on
performance standards, peer
review)



TSAR - Example

https://tsar.jrc.ec.europa.eu/

https://tsar.jrc.ec.europa.eu/
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Advice from regulators

PARERE

ESTAF

ESAC

Preliminary Assessment of 
Regulatory Relevance  
Network (Member States, 
COM & Agencies)

ICATM
EU-NETVAL

EURL ECVAM Responsibilities

Staying connected

Directive 2010/63/EU on the protection of 

animals used for scientific purposes (Art. 47) 

Current membership:

https://circabc.europa.eu/ui/group/8ee3c69a-bccb-

4f22-89ca-277e35de7c63/library/9c501a15-e53c-

43fa-ba9f-158e9cdfa455/details?download=true

https://circabc.europa.eu/ui/group/8ee3c69a-bccb-4f22-89ca-277e35de7c63/library/9c501a15-e53c-43fa-ba9f-158e9cdfa455/details?download=true
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Life cycle of a new regulatory test method 
or approach

Research & 
Development

Validation

Independent 
Peer Review

Implementation

PARERE

EU NETVAL

EURL ECVAM

International Recognition / 
Regulatory Acceptance
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EU-NETVAL Membership – 20/09/2023

1

Belgium 2

Czech Republic 1

Finland 1

France 2

Germany 5

Hungary 1

Italy 8

Netherlands 2

Norway 1

Poland 2

Portugal 1

Slovakia 1

Spain 3

Sweden 1

Switzerland 1

EU 1

Total 33

EU-NETVAL (European Union Network of Laboratories for the Validation 
of Alternative Methods) (europa.eu)

https://joint-research-centre.ec.europa.eu/eu-reference-laboratory-alternatives-animal-testing-eurl-ecvam/alternative-methods-toxicity-testing/eu-netval-european-union-network-laboratories-validation-alternative-methods_en
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approach
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External Validation



ESAC 
advice

Submitted
to EURL ECVAM

Non-animal-derived
antibodies

…

Coordinated
by EURL ECVAM

Peer review of
validation studies

Any other advice

ESACESAC (5 year mandate)
Selection via Public Call for Applications



Life cycle of a new regulatory test method or 
approach

Research & 
Development

Validation

Independent 
Peer Review

Implementation

PARERE

ESAC

EU NETVAL

ICATM

EU, OECD, ISO, 

ICH, VICH, 

PharmacopoeiaEURL ECVAM

Public

Test Submitter

International Recognition / 
Regulatory Acceptance

PARERE/ESTAF

EURL ECVAM 
Recommendation

External Validation

National 
coordinator
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International recognition

➢ New project proposal submitted to OECD

• Validation outcome and draft Test Guideline
discussed at expert groups level and Test
Guideline is approved by Working Party of the
National Coordinators of the Test Guidelines
Programme (WNT)

➢ Regulatory acceptance in the EU

• TG taken up at EU level in EU Test Method Regulation and becomes
an official test method to be used for chemical safety testing under
REACH and various other EU legislation.



International Test 
Guidelines

Technical 
standards

Academic studies

• Mutual Acceptance of Data

• Legal certainty & quality assurance

• Efficiency and harmonisation

• Multiple uses including validation

• Keep pace with NAM development

• Important role in innovation

• Bespoke tools and design

• Tackle complex problems

• Best practices influence quality

Levels of standardisation



Establishment of a European coordination platform to 

advance standardisation for Organ on Chip 

Analysis of 

standards 

for OoC

PSIS 

workshop CEN-CENELEC 

Focus Group

OUTCOME



58% Non-standard key studies 

in REACH restrictions

Information 

requirements

Assessments 

by registrants

Assessments 

by authorities

Regulatory 

decisions

• …

• …

• Academic data

• …

• …

• Academic data

• …

• …

• Academic data

Borchert et al 2022

Non-standard data in regulatory assessments

ECVAM Workshop on 

“Improving the use of 

academic data in regulatory 

assessments” (2022)

OECD WPHA project: GD 

to improve the use of 

academic data in regulatory 

assessments (2023)



EURL ECVAM STATUS REPORT 2022

https://publications.jrc.ec.europa.eu/repository/handle/JRC132525
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