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ISSUE BRIEF
Competitive Bidding

Legislative Background

A demonstration of competitive bidding was first called for by Congress in the Balanced Budget Act of
1997 ("BBA"). The BBA directed the Health Care Financing Administration (now the Centers for
Medicare and Medicaid Services ("CMS™)) to implement up to five demonstrations of competitive -
bidding, including one for clinical laboratory services. The “Medicare Prescription Drug, Improvement,
and Modernization Act of 2003” ("MMA") directed the Secretary of the Department of Health and
Human Services ("HHS") to conduct the demonstration program called for in the BBA. Further, the
MMA limited the demonstration to those clinical laboratory tests furnished without a face-to-face
encounter between the Medicare beneficiary and the hospital personnel or physician performing the test.
An initial report to Congress from HHS on the demonstration was due by December 31, 2005, but was
not submitted to Congress until April 2006. CMS submitted two rounds of draft applications forms for
clinical laboratories that were required to bid in April and July. Change Request 5205 (August 1, 2006)
and Change Request 5359 (November 1, 2006 were prepared by CMS that provides additional
background and clarification for entities seeking to determine if they are required to bid.

The President's FY 08 HHS budget calls for: (1) a "national" competitive bidding program for clinical
laboratory services in the 2008-2011 time period; and, (2) a $110 million reduction in the reimbursement
of clinical laboratory services in FY 2008 and $2.4 billion over ten years.

Status of the Demonstration

CMS has named Research Triangle Institute ("RTI") as its research contractor for the demonstration-and
announced its selections for the Technical Expert Panel ("TEP"), which will provide recommendations to
CMS and-RTI on technical, operational, and laboratory performance issues. The TEP met more than once
in 2005. CMS and representatives of RTI and the TEP conducted an Open Door Forum ("ODF") in
August 24, 2005, to update the clinical laboratory industry on the status of the demonstration and their
proposed framework for the implementation of the demonstration.

Despite promises made by Centers for Medicare and Medicaid Services ("CMS") Mark McClellan to the
clinical laboratory industry, there have been no further Open Door Forums or other communication
regarding the metropolitan statistical areas selected, the tests to be included within the demonstration, the
steps taken to assure patient access to services, the measures for maintaining the quality of services
provided, and the bid package. The Clinical Laboratory Coalition has repeatedly requested another ODF
to resolve issues associated with the demonstration, but CMS will not hold another ODF until the first
MSA site is selected and the bid solicitation package is released.

w2






