	Issue
	Change/Clarification
	When Change Made

	Triggering Investigation
	· Eliminated 5% investigation trigger at national level for existing patented drug products
	May 2012

	Offset Excess Revenues
	· Replaced 3-year period to offset de minimus excess revenue with a VCU with requirement to offset in a timely manner
	May 2012

	Any Market

	· Clarified that Any Market Price Review would not be applied retroactively 
	April 2012

	DIP Methodology
	· Pilot administration of the DIP methodology with streamlined processes developed with a working group 
· Recommendations of DIP working group accepted 
	April 2011 / February 2012

	Existing drug products subsequently sold by another patentee
	· Patented DINs acquired and sold by persons other than the initial patentee are bound to the Guidelines, and continue to be treated as an existing drug product (no change from earlier Guidelines)
	January 2011



