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As an introduction, general practices at Sanofi Vaccines for the choice and qualification of
reference standards will be described as well as their stability monitoring. A focus will be made on
qualification study design in the frame of the replacement of a reference standard.

Two case studies on Tetanus in vivo potency and Polio D antigen assays, where a change to a
new IRS (International Reference Standard) showed an impact on product consistency with risk of
out of specification results, will be shared. For each case, a similar root cause was identified
related to the methodology for assigning the titer of the IRS. A common remediation plan based
on the implementation of an in-house reference will be presented.

General recommendations on the establishment of IRS will be made. The respective use of an
IRS or in-house reference standard will be discussed.
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