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Trends in Medicare FFS

• Adoption of Evidence-Based Medicare 
Concepts

• Data Development Platform

• Looking Forward: Economic Analysis



National Coverage Process

• Formal mechanism for evidence review
– Public processes
– Transparency

• New structures to support decision-making
– Medicare Coverage and Advisory Committee 

(MCAC)
– Evidence-based Practice Centers (EPCs)
– DEcIDE Network
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Decision-Making Structures

Medicare Coverage Advisory Committee (MCAC) – 80 
voting members, 6 voting members (patient advocates), 
6 industry representatives, 6 consumer representatives

Evidence-based Practice Centers (EPC) – 12 centers 
(1997); 13 centers (2002) – lost 2 of the previous 
centers and added 3 new centers

Developing Evidence to Inform Decisions about 
Effectiveness (DEcIDE) Network – 13 research 
centers



Challenges for Evidence-Based 
Decision Making in Medicare

• Quality of the evidence
– FDA approval is not a purchase recommendation

“Approval only means it’s better than nothing, 
not that is should be reimbursed”.

– Ray Lipicky, former Director of Cardio-Renal Division, FDA

• Variability in risk-benefit tradeoff between 
review divisions and between drugs and 
devices
– Would Cox-2’s have been approved by the Cardio-

Renal Division of FDA?



Challenges for Evidence-Based 
Decision Making in Medicare

• Short-term clinical trials for chronic therapies
– Lack of evidence: long term outcomes
– Sepsis therapies – 28 day follow-up

• Generalizability to the Medicare population
– Age and clinical condition of study patients (co-

morbidity)
– Multinational clinical trials – does treatment in 

Hungary generalize to the US market?



Generalizability to Medicare
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Medicare as a Data Development 
Platform

• Coverage with Evidence Development 
(CED)

• Trials (lung volume reduction surgery)

• Medicare Part D



CED Impact on Firm Investment

Source: Reed et al. Forthcoming

Current Model - represents current regulatory– level of evidence necessary for approval of class III 
med devices is far less than that required for pharmaceutical products
CED - make coverage contingent on participation in a clinical trial or national registry
Drug Model - approval process for class III medical devices is the same as that currently employed 
for pharmaceutical products



Source: Ramsey et al. N Engl J Med 2003;348:2092-102.



Medicare Part D: Claims Data 
Analysis

• Lack of clinical data on individuals
– ICD codes not specific

• Lack of randomization / selection issues

• Timely access to data



Looking Forward: Economic 
Analysis

• Economics is considered already: the higher 
the cost the higher the evidence requirement 
for reasonable and necessary

• Cost-effectiveness as a criterion
– Data quality
– Threshold (cost-saving or cost/QALY ratio)
– Generalizability to the Medicare population
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