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Why is transparency needed?

• Compliance and accountability

• Societal acceptance through demonstration of 
adherence to societal values

• Trust building

• Factual data as basis for policies and decision 
making  



Tools and obligations in the Directive, inter alia

1. Non-technical project summaries (NTS)

2. Revised statistical reporting on animal use

Transparency in the Directive



1. The Directive and Non-
technical project summaries

• Objectives 

• Predicted harms (incl. # and types of animals)

• Expected benefits

• Demonstration of compliance with the requirement 
of the Three Rs



1. The Directive and
Retrospective Assessment 

• Whether objectives were achieved

• Actual harms, including # and species of animals 
used, and the severities of the procedures, and 

• Any elements that may contribute to the further 
implementation of the Three Rs



1. Non-technical
project summaries

 In 2013, a template and 
an illustrative example 
agreed at the EU level

http://ec.europa.eu/environment/
chemicals/lab_animals/interpretation_en.htm

http://ec.europa.eu/environment/chemicals/lab_animals/interpretation_en.htm


• The scope: cephalopods, creation and maintenance 
of genetically altered animals

• Each use counted: allows data on numbers of 
"animals" and details of “all uses“

• Time of reporting at the end of each use

• Actual severity experienced by each animal

2. Key changes in statistical 
reporting in the EU



2. Key changes



2. Key changes
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2013 - 2019

Two key events

• Article 58 Review of the Directive (2017)

• Fitness Check on environmental reporting (2019)



Experience - User community 
reflections on NTS

• “My job is to do science, not communication”

• How to explain technical, scientific work in a 
simple, concise manner?

• How to ensure accurate presentation of harms?

• How to articulate realistic benefits?



Experience – drawing from
Directive Review

Issues by

• users (authors)

• competent authorities 
reviewing NTS

• audience

Issues by audience 
with

• timeliness

• accuracy of content

• accessibility and

• searchability



Recommendations:
Transparency



Opportunity to amend the
Directive via environmental 
reporting Fitness Check

• Modern tools & centralised data storage to improve

 efficiency
 availability and access (one-stop shop)
 usefulness (search facility)
 timeliness and relevance of data

 Improve uptake of the Three Rs

 Strengthen evidence base for future polices



Regulation (EU) 2019/1010 adopted 5 June 2019 
amending Directive 2010/63/EU to have: 

 Publication and access to non-technical project 
summaries

 Publication and access to statistical data on use 
of animals for scientific purposes 

 Publication of reports on implementation

Outcome



Article 43 on non-technical
project summaries

 From 1 January 2021, publication of NTS within six 
months of authorisation

 Commission to establish a central, open access, 
searchable database for NTS



 MS to submit annual statistical data to the 
Commission electronically

 Commission to establish a central, open access, 
searchable database for statistics

 Commission to provide annual EU summary 

Article 54(2) on statistics
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Areas 
consuming 

most 
animals

Purposes 
resulting in 

most severe 
uses



EU database on NTS

 Better understanding of specific areas of animal use

 Opportunity to gain insight in the areas of highest use 
volumes and severities

 Three Rs efforts already in use in these areas & 

 New Three Rs opportunities through RA results



Moving transparency to 
the next level

 First EU report on statistics – expected soon

 Revised Commission Implementing Decision 
2012/707/EU 

 Technical preparation with MS during 2020

 NTS database operational by June 2021 



Thank you for your attention! 

© Novo Nordisk

More information at:

http://ec.europa.eu/
animals-in-science

http://ec.europa.eu/%0banimals-in-science

