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Making CER Happen: 
A Distinctly American Approach to CER

Question for the audience to consider at the end (with 
input from the famed SGIM lobbyist, Lyle Dennis):  
• If you were to be charged with the creation of a new 

research organization, say, The National Institute for 
Research in Gun Violence, how would you go about that? 

• What would be the vision you would be working 
towards? 

• What would be your first steps?  

Building Legislative Support for Comparative 
Effectiveness Research (CER):  The Birth of PCORI



The Objective: Research Support for 
Comparative Effectiveness Research (CER)

• Comparative: Side-by-side comparisons to inform patients, 
clinicians, and the healthcare system about which treatments 
and strategies are most effective for which patients (and 
potentially, most cost-effective), including the heterogeneity 
of treatment effects for special populations

• Effectiveness: How a treatment or strategy works in real-
world settings (as opposed to "efficacy," how it works in 
optimal settings)

• Research: Generation of information following accepted 
scientific standards, not just use based on clinical heuristics



Making CER Happen: 
A Distinctly American Approach to CER



An American Approach to CER: The Dream



An American Approach to CER: The Reality



What Might CER Do?

• First, what will CER not do?  CER is not about rationing care

• From the patient’s perspective
– Helps determine best treatment or strategy
– Counters “overgeneralized medicine” that results from use 

of short non-generalizable efficacy trials and inference or 
heuristics rather than effectiveness data

• Nation’s healthcare expenditure perspective
– as outlined in December 2007 CBO report on CER



How Would CER Affect Healthcare Expenditures?
2007 Congressional Budget Office Report on CER

CBO Director Peter Orzag: “Healthcare costs represent the 
nation’s central fiscal challenge” and CER “holds the potential to 
reduce health care costs over the long term — possibly by 
substantial amounts if it is done rigorously and if its results are 
ultimately tied to changes in financial incentives for providers 
and consumers.  What’s perhaps most interesting about the 
health care challenge and its fundamental role in the nation’s fiscal 
future is that a variety of evidence suggests that opportunities 
exist to constrain health care costs both in the public programs and 
in the rest of the health system without adverse health 
consequences.  Comparative effectiveness research may help 
policymakers capture those opportunities.”



Making CER Happen: Potential National CER Homes

Industry supported CER
• Pharmaceutical Companies
• Health Insurance Companies
• Medical Device and Diagnostic Test Companies

Private foundation supported CER

The argument for a national CER research entity
• Inside government
• Outside government



Making CER Happen: The Advocacy Landscape

Who has a stake in CER?
• Pharmaceutical industry
• Healthcare insurance payers
• Patients
• The nation and the public (health and costs)

Who has the ability to make CER happen?
• Foundations
• Industry (e.g., pharmaceuticals, payers, care providers)
• Congress (via authorization and appropriations)



Making Federally Supported CER Happen: 
The Advocacy Landscape

Who has the ability to make Federally- supported CER happen?
• Congress (via authorization and appropriations)

Things that influence Congress
• Industry and organizational lobbyists
• Perceptions of political credit or risk
• Thought leaders
• Constituents from their district/state
• What is good of the nation
• The availability of a legislative “Christmas tree”



Starting to Get CER Support: The February 2009
American Recovery and Reinvestment Act (ARRA)

Working with Ted Kennedy’s office on CER in 2007 -08, 
attention turned to ARRA in late 2008 and early 2009 as an 
opportunity to put CER support in ARRA 
$1.1 billion ARRA funds for CER: 

• $300 million to AHRQ 
• $400 million to NIH
• $400 million to HHS

(Then we were on the radar)



Something is Afoot When Definitions Promulgate:
Federal Coordinating Council for CER Definition

ARRA created the Federal Coordinating Council for CER (FCC-CER)

“CER is the conduct and synthesis of research comparing the 
benefits and harms of different interventions and strategies to 
prevent, diagnose, treat and monitor health conditions in ‘real 
world’ settings.  The purpose of this research is to improve health 
outcomes by developing and disseminating evidence-based 
information to patients, clinicians, and other decision-makers, 
responding to their expressed needs, about which interventions 
are most effective for which patients under specific 
circumstances…”



Something is Afoot When Definitions Promulgate: 
Institute of Medicine Definition of CER 

“The generation and synthesis of evidence that compares the 
benefits and harms of alternative methods to prevent, 
diagnose, treat, and monitor a clinical condition or to improve 
the delivery of care.  The purpose of CER is to assist patients, 
clinicians, purchasers, policy makers, and the public to make 
informed decisions that will improve health care at both the 
individual and population levels.”



Potential Federal Government Roles in CER

AHRQ
• History of health services research
• CER Centers: Evidence-based Practice Centers, Centers 
for Education and Research on Therapeutics, and DEcIDE
(Developing Evidence to Inform Decisions about 
Effectiveness) Network
• CER supported by Medicare Modernization Act

NIH
• Clinical Effectiveness Trials
• Clinical and Translational Science Awards (CTSAs)

FDA, CDC, and other agencies



National CTSA Consortium Strategic Goal 4: 
To enhance the health of our communities and the nation 
Goal 4A: Community Engagement
Goal 4B: CER

National CTSA Consortium Strategic Goal 4B:
To promote the translation of clinical and translational 
research into practice and policy via the CTSA Consortium’s 
contributions to CER



CTSA Consortium Resources and Functions 
that Advance CER

• Clinical research infrastructure in study design and 
methods expertise, statistics, epidemiology, and 
regulatory support.

• Formal programs in education, training, and career 
development, including the domains central to CER. 

• Programs in community engagement, both of the general 
public and of clinical practice communities. 

• Informatics related to research and clinical practice

• Mandate to link different disciplines and to link and 
coordinate with other CTSAs



A Possible Vehicle for Making CER Happen:
Kennedy, Baucus, and the Affordable Care Act

“Americans deserve the highest quality health care available, and 
an efficient system to deliver it.  The rising cost of health care is 
one of the biggest threats to America’s long-term economic 
stability, so we need to put strategies in place now that will stem 
skyrocketing spending down the road.  Comparative effectiveness 
research will inject common sense into our health care system, 
by improving outcomes for patients and by helping us direct 
attention and resources to medicines and treatments that 
work.”

-- Senate Finance Committee Chair Baucus, December 2007, 
on the CBO Report on CER and why CER should be included in 
Healthcare Reform



The Ultimate Vehicle for Making CER Happen:
Ted Kennedy and the Affordable Care Act



Advocacy for CER: Raising the Profile for CER
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Advocacy for CER: Really Raising the Profile for CER



The Result: A Distinctly American Approach to CER, 
the Patient-Centered Outcomes Research Institute

Patient-centered Outcomes Research Institute (PCORI) in the 
Affordable Care Act (ACA) of March, 2010

• Mission of patient-centered CER with a focus on engaging 
patients, communities and stakeholders throughout 
research process, and addressing disparities in health

• Outside of government, but funded via government
• Structure (Governing Board, Methodology Committee)
• Relationships with AHRQ and NIH

Keys issues
• Comparative effectiveness research is to be done at the 

highest scientific standards, free from conflicts of interest
• Cost-effectiveness analyses are prohibited
• Coverage decisions not to be the purview of PCORI; those 

decisions to be made by payers



CER: A Distinctly American Approach, 10 Years After

• In Fall 2019, as the ten-year PCORI authorization (thus 
funding) in the ACA was about to expire, a new 
Congressional debate ensued, with lobbying by the same 
groups as originally, and PCORI was re-authorized

• Reflecting the increasing influence of payers, cost-
effectiveness analyses are no longer prohibited, and 
reflecting the research community, more emphasis on 
addressing our nation’s disparities in health

(It never ends)

(It never ends)

(It never ends)



Making CER Happen: 
A Distinctly American Approach to CER

Questions?

Building Legislative Support for Comparative 
Effectiveness Research (CER):  The Birth of PCORI



Making CER Happen: 
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Question for the Audience:  
• If you were to be charged with the creation of a new 

research organization, say, The National Institute for 
Research in Gun Violence, how would you go about that? 

• What would be the vision you would be working 
towards? 

• What would be your first steps?  

Building Legislative Support for Comparative 
Effectiveness Research (CER):  The Birth of PCORI
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