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Alternatives to Animal Testing at EDQM
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«  Started in 1991

Alternatives to Animal Testing '

170 Projects initiated/concluded

+  As part of the mission, elaborate alternative methods for the
?ue%hty control of biologicals in order to apply the 3Rs concept
refine,
» The Council of Europe on the protection of animal rights

reduce, replacé) to use of animals in laboratory
experiments
+ Categories of medicines cancerned by animal testing for

Quality Control purposes

+ The contributors to the introduction of the 3Rs in the
European Pharmacopoeia

. 29 3Rs projects

+ Achievements of the Ph.Eur. Commission for 3Rs

+ Achievements of the Biological Standardisation Programme
for 3Rs

Ph. Eur. Commission
The Council of Europe on the protection of animal rights
The protection of animal rights and in particular those used for experimentation has long been a subj
The first milestone was achieved in 1986, when the European Conwention (ETS 123) for the Protects
Experimentsl and Other Sesentfc urposes was open for signature. This C

the number of animals used for such purposes and it encourages not to experiment on animals except where thers is no aitemative and it
promsaes research inio alerstive methods.

est for the Council of Europe,
of Vertebrate Animals used for

Pharmeuropa Dio & Sclentdfic Hotes 2018: Replacemant, Reduction. Refinament

This Caunci of Europe Convention paved the way for the EU's Directive 35/603/EEC. adopted in 1985, a3 the provisions in it are bazed on the

Convention. In September 2010, the EU acopted a new Directive 2010/E3/EU on the same subject rep
inta effectin 2013.

Arvmal wearn progress
Diractive SE/E03/EEC. which came

1 P macnpons. manogrphs
The

an Pharmacoposis Commeass

the 3Rs principles in

+ the elaboration of the European Pharmacopoeia isalf

» the Bislogical Standardisation Programme (BSP)

» the Official Medicines Control Laboratory (OMCL) network - in particular, ontral 5 ABR)
for human and veterinary biologicals.
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EDQM collaborations

Experts of the Ph. Eur.
.
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The European Partnership
for Alternative Approaches to Animal Testing
The European Network of Official

Medicines Control Laboratories (OMCLs)

{ ) World Health
%2 Organization
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Recent achievements in the Ph. Eur. — selected examples
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Perspectives: Ongoing and future targets

BSP: Rabies vaccine for
human use: ELISA to

replace /in vivo potency
assay

Deletion of rabbit
pyrogens test

BSP: Tetanus vaccines:
BINACLE assay (/n vitro

test) to replace /in vivo test
for Absence of toxin

Alternatives to the
test: Limulus test —
MAT, recombinant

factor C

BSP: Evaluation of an in vitro
assay for Erythropoietin
(feasibility phase)

... Future DTaP
Potency studies
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What are the gaps?

DTaP
Potency
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Open debate:

What should we do
to further accelerate
the implementation of the 3Rs?

The floor is yours! ; ¥
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Thank you for your attention
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Stay connected with the EDQM
EDQM Newsletter: https://go.edgm.eu/Newsletter
LinkedIn: https://www.linkedin.com/company/edqm/
Twitter: @edgm_news
Facebook: @EDQMCouncilofEurope
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