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Alternatives to Animal Testing at EDQM
Biological Standardisation Programme (BSP)

• Started in 1991

• 170 Projects initiated/concluded

• As part of the mission, elaborate alternative methods for the 
quality control of biologicals in order to apply the 3Rs concept 
(refine, reduce, replace) to use of animals in laboratory 
experiments

• 29 3Rs projects

Ph. Eur. Commission

Ph. Eur. Commission 
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EDQM collaborations

Experts of the Ph. Eur.

EURL ECVAM
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Recent achievements in the Ph. Eur. – selected examples

Suppression of 
abnormal toxicity 
test

Replacement of 
HIST for aP
vaccines 

Extraneous agents strategy (human 
and veterinary vaccines): 
risk assessment; removal of animal 
tests; introduction of broad 
molecular methods

General chapter 
5.2.14 
“substitution”

Toxicity testing 
requirements for 
tetanus vaccines

Acceptance of humane 
endpoints, 
review and reduction #of 
animals used in animal 
tests
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Perspectives: Ongoing and future targets

BSP: Rabies vaccine for 
human use: ELISA to 
replace in vivo potency 
assay

Alternatives to the 
test: Limulus test → 
MAT, recombinant 
factor C

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

BSP: Tetanus vaccines: 
BINACLE assay (in vitro 
test) to replace in vivo test 
for Absence of toxin 

Deletion of rabbit 
pyrogens test

…. Future DTaP
Potency studies

6 ©2020 EDQM, Council of Europe. All rights reserved.

What are the gaps?

EPO - FSH

BoTox
Potency test for 

rabies
vaccines

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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Stay connected with the EDQM

Thank you for your attention

EDQM Newsletter: https://go.edqm.eu/Newsletter
LinkedIn: https://www.linkedin.com/company/edqm/
Twitter: @edqm_news
Facebook: @EDQMCouncilofEurope
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