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ABSTRACT   
 
Medwatch safety updates are useful sources for database providers to capture safety-
related labeling changes. However, FDA does not review the entire label, and hence all 
relevant safety data is not necessarily identified (example given). 
Patient Information Sheets (PIS) present “emerging safety information”, which is useful 
information provided it is not premature and/or incorrect. Agency decisions regarding 
if/when/how to release preliminary information should be driven strictly by science. 
Consumers may incorrectly assume the PIS is a complete patient education document 
because 1) FDA patient education materials are posted on different pages/sites, and 2) 
consumers may expect that FDA patient education materials are all Keystone Guideline-
compliant. 
FDA risk communication strategies result in exclusion of relevant drug benefit/QOL 
information. In order for consumers to participate fully in decisions regarding their 
healthcare, they must be presented with an accurate representation of medication risks 
and benefits in the context of the available drug or non-drug treatment options. 
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