-
%
h&‘*‘!!’.”A
International Alliance for
Biological Standardization

4th Conference on Next Generation Sequencing for Adventitious
Virus Detection in Biologics for Humans and Animal

Frankfurt, Germany
December 3-5, 2024

Selecting and developing approaches for adventitious virus detection by HTS, contrasting
release testing with investigational follow-up

Authors:

- Carine Logvinoff: Virology Global Analytical Expert, Global AS & Regulatory Compliance,
Analytical Sciences, Sanofi Vaccines, Marcy I'Etoile

- Song Sun: Unit Head, High-Throughput Sequencing, Molecular Biology Centre, Analytical
Sciences, Sanofi Vaccines, Toronto

Multiple approaches for adventitious virus detection by HIS (e.g., viromics, genomics,
transcriptomics) are described in Ph.Eur 2.6.41. Within this presentation, we will discuss Sanofi
Vaccines' rationale for approach selection based on sample type, considering both validated
release testing as well as investigational testing. We will also discuss how we designed and
configured our HTS pipeline for testing under both scenarios.
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