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A proper foundation of SADR classification will greatly influence success of the Tome

After attending the Tome conference last year to discuss proposed sweeping changes in safety reporting practices, PPD Medical Communication provided written comments urging FDA to consider removal of ambiguities that often lead industry to bias its reporting obligations. Though the PPD response provided numerous suggestions to optimize the collection of post-marketing SADRs, pharmacovigilance personnel must first be informed of universally-accepted standards for the uniform and consistent classification of Seriousness and Expectedness.

The FDA should provide a "how to" document that clarifies the following:

· Seriousness and expectedness assessments are separate and distinct.

· Although a "Serious Adverse Event" encompasses both categories, the phrase does not mean the event is serious; rather, the outcome of the event classifies the seriousness of the report.

· The list of adverse event terms published in CIOMS V should always be classified as Serious.

· There is a need to stress greater specificity to the industry. If a labeled event (e.g. increased creatinine) is reported as “creatinine increased to 2.5,” then the event should be classified as unlabeled (i.e. unexpected), due to high probability of renal failure with higher creatinine values. 

· Greater severity than reported in the label should be classified as unlabeled.

· If a report has 10 events and 2 are classified as unlabeled, then the entire report is unlabeled.

· If a report has a labeled diagnosis followed by several unlabeled signs and symptoms not related to the diagnosis, then the report should be classified as unexpected.

· Instruct industry to compare all adverse events to the label. Oftentimes, bias is introduced when arbitrarily-selected individual events are used to classify expectedness. Recognition of potentially important signals may thus be delayed until the information appears in periodic reports.

· Emphasize the conservative approach by submitting expedited [15-day] reports whenever uncertainties arise concerning the labeledness of an event.
A document that provides a universal approach to classifying SADRs will undoubtedly expand the reporting of SADRs. Further, any changes recommended by the Tome will provide more value when a strong foundation of consistent reporting guidelines is established and understood by the industry.

