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K.Sullivan phoned J.Ross.

Mekos requested clarification on whether they could submit
stability data from Panel 2, which contains the rubber
allergen patches in the Rubber Panel, to establish expiry
dating in support of the approval of this supplement. CBER
stated “no”. CBER recommends that Mekos submit exposed
expiry dating and data to support the dating. Stability
data of the actual product and configuration for approval
need to be submitted. Mekos may use data from Panel 2 to
propose that a shorter real time stability data with the
Rubber Panel, such as maybe 3 months, would support the
proposed expiry dating period of Rubber Panel.





