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Moving transparelﬁy to the
next level - to the service of
Reduction and Refinement

 Transparency in the Directive

« 2013 - 2019

 Transparency in the service of Reduction and
Refinement




Why iIs 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
[




Transparency in the Directive

Tools and obligations in the Directive, inter alia

1. Non-technical project summaries (NTS)
2. Revised statistical reporting on animal use




1. The Directive and Non-
technical project summaries

e Objectives
e Predicted harms (incl. # and types of animals)
e Expected benefits

e 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




European
Commis:
—

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

2. Key changes in statistical
reporting in the EU

« 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
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2. Key changes

Omeology

Quality control {incl batch safety and potency testingh

Cardiovascular Blood and Lymphatic System

Batch safety testing

Nervous Sysiem

Pyrogenicity fosting

Respiratory System

Batch patency testing

Gastrointestinal System including Liver

Museuloskeletal System

Other quality controls

Immune System

Urogenital Reproductive System

Seosory Organs (skin, cyes and cars)

Endocrine Svstem Metabolism

Toxicity and other safery testing by test rype

Multisvstemic

Acute (single dose) toxicity testing methods (including limic test)

Ethology | Animal Behaviour | Animal Biology

Skin frritationjcorosion

Skin sensitisation

Eve irritation/corrosion

Repeated dose roxicity

Carcinogenicity

Genotoxicity

Onber

END
T lational and applied research
Human Cancer

Reproductive toxicity

Human Infectious Disordess

Developmental toxicity

i Cardiowascular Disorders

Neurotoxicity

i Nervous and Mearal Disordess

Kinetics (pharmacokinetics, toxicokinetics, residue depletion)

Husman Respiratory Disorders

Pharmaco-dynamics (including safery pharmacology)

Human Gastrointestinal Disorders including Liver

Human Musculoskeleral Disorders

Phototoxicity

Human Immene Disorders

Ecotoxicity

Human Urogenital Reproductive Disorders

Safety testing fn food and feed area

‘Human Sensory Organ Disord

= fakin, eyes and cary)

Targer animal safery

Human Endocring/Meabolism Lisorders

Qther

Other Human Disorders

Animal Diseases and Disorders

Animal Welfare

Diagnosis of diseases

Ecotoxicity

Platit diseases

Acute toxicity

Non-regulatory toxicolegy and ecoroxicology

Chronic toxicity

END

Reproductive toxicity

Endocrine activie:

Bipaccurmulation

Other

Regulatory use and routine production by type

Guality contral {inc batch safery and potency testing)

Other «

cy and tolerance testing

Touicity and other safety testing including pha

Routine production

epeated dose losity

< and 28 days

7990 daye




Moving transparelﬁy to the
next level - to the service of
Reduction and Refinement

« 2013 - 2019




2013 - 2019

Two key events
e Article 58 Review of the Directive (2017)

e Fitness Check on environmental reporting (2019)




Experience - User community
reflections on NTS

e "My job is to do science, not communication”

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

e How to ensure accurate presentation of harms?

e How to articulate realistic benefits?




Experience — drawing from

Directive Review

Issues by

users (authors)

competent authorities
reviewing NTS

audience

Issues by audience
with

« timeliness

e accuracy of content
« accessibility and

e searchability



European
Commission

Recommendations:
Transparency

Recommendations

# Training for scientists (EU Education and Training Framework Module 11) should
include training on requirements and expectations of non-technical project summaries.

# Member States should ensure that non-technical project summaries are published in a

timely manner.

# Competent authorities, through the project evaluation and authorisation processes,
should ensure that non-technical project summaries are accurate, fairly represent
harms and be realistic about the expected benefits to improve the quality of non-
technical project summaries.

# The Commission services, Member States and stakeholders should explore
possibilities of a central repository of (or provide easy, searchable access to) all non-
technical project summaries at EU level taking into account the legal requirements
and linguistic limitations.




Opportunity to amend the
Directive via environmental
reporting Fithess 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
]




Outcome

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




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




Article 54(2) on statistics

> 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




Moving transparelﬁy to the
next level - to the service of
Reduction and Refinement

« Transparency in the service of reduction of
animal numbers and Refinement
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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




More information at:

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



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

