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PURPOSE

The goal of this procedure is to justify the use of ASR (Analyte Specific Reagents) source and RUO (Research Use Only) source antibodies instead of IVD (IN Vitro Diagnostic) in some circumstances.

POLICY
The IHC laboratory will always do their best to find an IVD source for the antibodies used for clinical purposes.

The majority of antibodies used in IHC lab are IVD. The list of the diagnostic use of antibodies can be found in S:\ICC\Documents\Bond III\ IVD, ASR, RUO AB list.
If the attempt to find an IVD or ASR antibody is not successful or if the performance of the IVD source is not as comparable to the RUO source, an RUO reagent can be used after the validation slides have been reviewed and approved by the IHC director.
If the RUO source of antibody does not have an expiration date, we will arbitrary use a 2 year expiration date from the received date and mark it on the antibody vial.  The vial will be taken out of clinical use after the 2 year expiration date and will be used for research cases only.
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