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The Small Business Regulatory Enforcement Fairness Act of 1996 (SBREFA, P.L. 104-121, as 

amended by P.L. 110-28, May 25, 2007) contains requirements for issuance of “small entity 

compliance guides.”  Guides are to explain what actions affected entities must take to comply 

with agency rules.  Such guides must be prepared when agencies issue final rules for which 

agencies were required to prepare a Final Regulatory Flexibility Analysis under the Regulatory 

Flexibility Act.  

The complete text of this Final Rule can be found on the CMS Web site by clicking on the link to 

“CMS-1577-F” at: http://www.cms.hhs.gov/ESRDpayment  

This final rule updates and makes certain revisions to the End-Stage Renal Disease (ESRD) 

prospective payment system (PPS) for calendar year (CY) 2012.  We are also finalizing the 

interim final rule with comment period published on April 6, 2011 regarding the transition 

budget-neutrality adjustment under the ESRD PPS.  This final rule also sets forth requirements 

for the ESRD quality incentive program (QIP) for payment years 2013 and 2014.  In addition, 

this final rule revises the ambulance fee schedule regulations to conform to statutory changes.  

This final rule also revises the definition of durable medical equipment (DME) by adding a 3-

year minimum lifetime requirement that must be met by an item or device in order to be 

considered durable for the purpose of classifying the item under the Medicare benefit category 

for DME.  Finally, this final rule implements certain provisions of section 154 of the Medicare 

Improvements for Patients and Providers Act of 2008 (MIPPA) related to the durable medical 

equipment, prosthetics, orthotics and supplies (DMEPOS) Competitive Acquisition Program and 

responds to comments received on an interim final rule that implemented these provisions of 

MIPPA effective April 18, 2009.   
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