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En février dernier, Emmanuelle Coppens, coordinatrice du programme 3R chez Sanofi, a partagé
avec nous les efforts et les défis auxquels Sanofi faisait face dans le développement de méthodes

alternatives pour le controle des vaccins.

Ces efforts ont porté leurs fruits puisque Sanofi s’est vu décerné le prix ATLA
Remplacement in Practice Poster lors du 12th World Congress on Alternatives and Animal
Use in the Life Sciences. Le poster primé mettait en lumiere le remplacement du test d’activité
pour un des antigenes d'une combinaison vaccinale pédiatrique alors que les autorités exigent
traditionnellement qu'ils soient réalisés sur des animaux (en 1’occurrence des souris). Il s’agit d'une
premiere mondiale que d’avoir développé, validé et obtenu I’approbation reglementaire pour une
méthode alternative, 1’essai d’antigénicité, pour un antigéne coquelucheux. Le prix récompense un
cas concret avec mise en pratique d’une alternative in vitro.
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Removing the Mouse From the House: An ELISA Method to Replace Mouse

for Pertactin Antigen

Figure 3, Assassing relevance of anti-PRN mabs 1o

-based Potency Testing Sa nofi

Figure 8. Stability Indication of PRN Antigen using the

= The 3Rs' pinciple ancourages the Replacament
el of anirmdal lesting

Many established vaccines, including Sanofi products
continws to rely on animal based tasts for ralease

= For Sanafi Acel DTaP-1PV vaccings (&.9. Quadracel
and Pentacel), the current licensed assay used for
mssassing Bomateils pevtiresis peractin (PRN) antigen
podency for release and routine stability lesling is a
Kouse Immunoganicily assay

= Animal tests are resource-intensive and can be
chalanging due ta high variakbility, high cost, and
elhical concems.

METHODS
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Figure 1. Overview of traditional mouse-based Partactin
antigen potency testing

Figure 2. Overview of PRN aniigenicity (poiency) ELISA
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RESULTS

Tabde 1. Summary of characterization data for anti-PRN
manselanal antibad es

human response using Serum Inhibition Assay (SIA)
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Figure 4. Example 4-PL response curves from PRMN
anbgenicity ELISA
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Figure &: Lot-to-lot Consistency of PR Antigenicity in
Quadracel Vaccine Lots Dbsarved with ELISA

Figure 7. PRM Antigenicity Resulls are Aligned Batween
Quadracel and Pentacel
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Antigenicity ELISA

Table 2. Validation of PRN Antigenicity ELISA

Validation of the PRM antigenicity ELISA was pedormed by
asse56ng the paramesars of Accuracy, precision
(repeatah and intermediale precison), specificty

lingsarity, and range
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Tahks 3: PRM Mouse mmanoagenicity Asaay versus PRN
Antigenicity ELISA - Asssssment of Heat-Treated
Quadracel samphes

ONCLUSION

= An in wiro PRMN polency asssy has besn dewsiopsd for
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epfopes
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