Supplementary Table 1: Criteria Used to Classify BBWs as New, Major Updates, or Minor Updates

	BBW Classification
	[bookmark: _GoBack]New BBW
	Major BBW Update
	Minor BBW Update

	Criteria
	· BBW not included in most recent version of prescribing information available on Drugs@FDA or relevant edition of the Physicians’ Desk Reference
	· Addition of a new risk
· Information about risks in a new subpopulation or indication
· Addition of greater than five DDIs to an existing list of DDIs in the BBW
· Important practice-altering clinical trial data
· Addition or removal of ETASU REMS
	· Rewording, updated terminology, or rearrangement of text
· Addition of five or fewer DDIs to an existing list of DDIs in the BBW
· Slight modification of risk factors in an existing list of risk factors for an adverse drug event
· Addition or removal of information that does not meaningfully impact the use of the drug or the description of the BBW risk
· Syntactical changes to create uniformity across BBWs within the same class warning


BBW=Black Box Warning, DDI=Drug-Drug Interaction, ETASU=Elements To Assure Safe Use, REMS=Risk Evaluation & Mitigation Strategy
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