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CMS Proposes Major Changes to AMP Rule

The Proposed Rule provides provisions that will significantly impact pharmaceutical manufacturers’ 
rebate liability, price reporting calculations, and possibly their operations.

February 6, 2012

For those pharmaceutical manufacturers that expected the long-awaited average manufacturer price 
(AMP) proposed rule to be replete with provisions that significantly impact their rebate liability, price 
reporting calculations, and possibly their operations as well, the proposed rule does not disappoint. The 
Centers for Medicare & Medicaid Services (CMS) published its proposed rule (the Proposed Rule) in 
the Federal Register on February 2. The overarching purpose of the Proposed Rule was to promulgate 
regulations implementing Medicaid Drug Rebate Program (MDRP) provisions in the Affordable Care 
Act, which to a large extent overrode CMS’s AMP regulation, which it promulgated pursuant to the 
Deficit Reduction Act (DRA) and withdrew in part last year. However, the Proposed Rule exceeds that 
mandate, revises portions of the DRA rule it did not withdraw, and tackles other subjects as well, such 
as extending the Medicaid Drug Rebate Program to U.S. territories. As such, the Proposed Rule is both 
complex and broad. 

We’ve prepared a chart summarizing the provisions of the Proposed Rule.1 However, this summary 
focuses only on those issues that are likely to have the most serious program implications, and does not 
include every ramification of each proposal. Individual manufacturers may also find a significant 
number of individual changes that affect their particular business model, as well as issues not addressed 
in this summary. Accordingly, it may be beneficial for each manufacturer to do a more thorough review 
than is provided here. 

Comments are due on April 2. 

For more information about the information discussed in this LawFlash, please contact any of the 
following Morgan Lewis attorneys: 

Washington, D.C.
Donna Lee Yesner 202.739.5887 dyesner@morganlewis.com  
Stephen E. Ruscus 202.739.5870 sruscus@morganlewis.com  
Andrew Ruskin 202.739.5960 aruskin@morganlewis.com
                                                

1. The chart is also available at 
http://www.morganlewis.com/pubs/FDA_Chart_SummaryProposedAMPRegulation_06feb12.pdf. 
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About Morgan, Lewis & Bockius LLP

With 22 offices in the United States, Europe, and Asia, Morgan Lewis provides comprehensive 
transactional, litigation, labor and employment, regulatory, and intellectual property legal services to 
clients of all sizes—from global Fortune 100 companies to just-conceived startups—across all major 
industries. Our international team of attorneys, patent agents, employee benefits advisors, regulatory 
scientists, and other specialists—nearly 3,000 professionals total—serves clients from locations in 
Beijing, Boston, Brussels, Chicago, Dallas, Frankfurt, Harrisburg, Houston, Irvine, London, Los 
Angeles, Miami, New York, Palo Alto, Paris, Philadelphia, Pittsburgh, Princeton, San Francisco, Tokyo, 
Washington, D.C., and Wilmington. For more information about Morgan Lewis or its practices, please 
visit us online at www.morganlewis.com. 

This LawFlash is provided as a general informational service to clients and friends of Morgan, Lewis & Bockius LLP. It should not be construed as, and does not constitute, legal advice on any 
specific matter, nor does this message create an attorney-client relationship. These materials may be considered Attorney Advertising in some states. 

Please note that the prior results discussed in the material do not guarantee similar outcomes. 

© 2012 Morgan, Lewis & Bockius LLP. All Rights Reserved. 

http://www.morganlewis.com/



