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ANNEX VII

DUTIES AND TASKS OF THE UNION REFERENCE LABORATORY

pphed research and rrgulatory (estmg
b} coordutiog the validation of shtematrve approsches at Union level:

> icl acting a5 2 focal powst for the exchange of wformation on the development of altemative spprosches

= id) seiting up. i nformation svstems on aliernative approaches and

nanaging public databases

thew state of
—p i€} promoting dulogue between legilators. regulators. and all relevant stakeholders. i particular, industry. bomedical
screntists. consumer organmsations and ammal-welfare groups. with 4 view 10 the development. vabdation. regu

latory acceptance. mtemational recognimion. and apphcation of akemative approaches

3. The Union Reference Laboratory shall participate in the vabdation of aliernative approaches.

THE GREATEST NUMBER OF ANIMALS IS USED IN RESEARCH

Statistics on the use of animals for scientific
purposes in the Member States of the European
Union and Norway in 2019

= 729% animals used in basic and

tr i / ied research
- about 50% (5 million) used in

biomedical research

- Moderate-Severe procedures: 42%
- Non-recovery: 6%

ETHICS and
SCIENCE
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Biomedical reviews areas

00% o 2015, tewer than 105, of sxperirntal drags
evesd for market

> Incidence/prevalence of

human diseases

» Number of animals used and

severity of procedures

22,827 abstracts screened

89,446 full texts analysed
A ansaastes o Develogmant
] 10 B » 3049 non-animal methods selected

Uaithood of approwal trom phase | (%)

HOW TO FIND THEM & WHAT THEY LOOK LIKE

> Technical Report
> Executive Summary
> Leaflet

> JRC Data catalogue

GENERAL FINDINGS GENERAL FINDINGS

Breast Cancer Immuno-oncology Cardiovascular diseases
« Preferred methods differ among research areas N :

» Those involving cells are the most common (except for one area)

« Steady increase in the use of Organ-on-Chip in certain areas \d gsds @ H ?33;
models

Respiratory Tract Diseases Neurodegenerative Diseases
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Database examle respiratory tract diseases)

Target Audience

» Research groups submitting a project proposal which

= makes use of living animals;

i »Animal Welfare Bodies advising research groups on

T project proposals;

;, — » Competent Authorities responsible for project evaluation;

s > National Committees coordinating the project evaluation

T s process, dissemination of information and sharing of best
practice within each Member State;

» National Contact Points responsible for the
implementation of the Directive in the Member States

e

EXAMPLE OF USE _
Irish organisation Work In progreSS

» The EP funded a Pilot Project to develop an
automated database to collect and structure
Scientific Animal Protection alternative methods for use in biomed
Regulatory Update - November 2022 research.

» Machine learning algorithms or Al will be

T trained on the available datasets

We are pleased to a siath database i models has been published ) )
Laboratory for 10 animal testing (EURL-ECVAM). » We aim to complete the project by 2024, when
. . a consolidated version of the dataset should be
published.

0 search for
gning an animal study. i such studies submitted to the
f the search will be retumed to the spplicant.

ALZHEIMER'S DRUG ATTRITION

A decade's worth of clinical trials identified only one approved drug.
W Moved to next phase M Dropped

99.6% of 413
trials (testing a
total of 244
compounds from
2002 to 2012)
Annalisa Gastaldello, Project Officer Phase m, failed to produce

F3 Unit - Systems Toxicology | adrug.
Directorate F: Health and Food onature
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