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Sood et al (RAND). Health Affairs 28, no. 1 (2009): w125–w137; based on results from multivariate regressions using data on pharmaceutical
revenues and regulations from nineteen OECD countries for 1992–2004; Lakdawalla et al (RAND). Health Affairs 28, no. 1 (2009): w138–w150
(published online 16 December 2008; 10.1377/hlthaff.28.1.w138).; calculations based on the Global Pharmaceutical Policy Model; research
supported by Pfizer, National Institute on Aging and Bing Center for Health Economics; the authors are solely responsible for the design, conduct,
and analysis of the study and for the conclusions that are drawn; OECD- Organization of Economic Cooperation and Development

e.g., H.R. 4: Medicare Prescription Drug Price Negotiation Act of 2007
(created in the 110th US Congress, in 2007-2008; Jan 12, 2007- passed in the House by roll call vote with 255

ayes, 170 nays, 10 present/not voting; Feb 28, 2007- last action, House Ways and Means)
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Demand for Cost-Focused Pharmaceutical Regulation is RisingDemand for Cost-Focused Pharmaceutical Regulation is Rising

2009 RAND Studies of 19 OECD Countries
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Percent Annual Growth in Rx Drug Spending
Over Time in the US, 1997-2007
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Annual Growth in Rx Drug Spending is Slowest since 1974Annual Growth in Rx Drug Spending is Slowest since 1974

Unadjusted: IMS Health, 2008; Real (adjusted for inflation): Aitken et al. Health Affairs 28, no. 1 (2009): w151-w160 (published online 16 December
2008; 10.1377/hlthaff.28.1.w151; CMS, National Health Expenditures, 2008

Percent of Total Healthcare Spending
Over Time in the US, 1998-2006

Rx Drug Spending is a Small Portion of Total Healthcare Spend
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Comparative Effectiveness Principles

CEC Mission and Purpose

• Advance patient well-being
and healthcare quality

• Support patient and provider
health/clinical decision-making

• Maintain patient choice within
a flexible market-based system

• Enhance CCE information:

– identify and rank information
gaps and research questions

– evaluate CCE research results

• Support innovation

• Function with a high degree of
transparency (obtain public comment)

• No coverage decision-making
authority
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CEC Governance

• A truly independent entity:

– public/private (non-Gov)

– Not influenced by one
powerful entity or guided by
Gov or professional interests

• Ensure credibility and an
appropriate balance via broad
stakeholder representation

• Receive funding from a wide
range of public/private entities

• Secretariat performs daily work

• Directors (<20) nominated
using predetermined selection
criteria; final selection by a
quasi-governmental body
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CE Research

• Defined as: evaluating and

comparing the clinical and patient health
outcomes of at least two healthcare
strategies to address a particular medical
condition or patient population

• Investigate the full range of
interventions affecting patient
health outcomes

• Evaluate the full range of
patient outcomes

• Focus on comparative clinical
effectiveness instead of cost

• Develop consensus research
methodologies and standards

• Use scientific rigor and
transparent reporting (CEC data)
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Results

• A lack of CE data does not
indicate a lack of differentiation
among therapies

– i.e., not a reason to withdraw
a therapy from use or to deny
reimbursement

• Post data on a website:

– technical version of results

– a version that is accessible to
and understandable by lay-
persons

Accountability

• Provide interim reports

• Obtain GAO audits prior to
each 5-year reauthorization
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