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July 30, 2009 

 

The Honorable Henry A. Waxman 

United States House of Representatives 

Washington, DC 20515 

 

Dear Chairman Waxman: 

 

The National Health Council (NHC) strongly supports the efforts of the Committee on 

Energy and Commerce to enact meaningful health care reform in this Congress, and we 

thank you for introducing your recent Tri-Committee Health Reform Draft Bill, which 

includes comparative effectiveness research. 

 

The NHC is the only organization of its kind that brings together all segments of the 

health care community to provide a united voice for people with chronic diseases and 

disabilities. Made up of approximately 115 member organizations from across the health 

care community, we provide a united voice for the more than 133 million people with 

chronic diseases and disabilities and their family caregivers.  

 

The Institute of Medicine has stated that the goal of any health care delivery system is to 

get “the right care at the right time to the right patient for the right price.” We could not 

agree more. Under the auspices of the NHC, the patient advocacy community has come 

together in support of five health reform principles: 

 Achieves Health Care Coverage for Everyone  

 Curbs Costs Responsibly 

 Guarantees Coverage Despite Pre-Existing Conditions 

 Eliminates Lifetime Caps on Health Insurance 

 Ensures Access to Quality Long-Term Care and Respect at the End of Life 

We commend and applaud your leadership in addressing our principles through the 

proposed reforms in the Tri-Committee Health Reform Draft Bill. Comparative 

effectiveness research (CER) is a key element of various health reform proposals. The 

NHC strongly supports the thoughtful approach taken thus far to establish rigorous 

methodological standards to conduct comparative effectiveness research, and would like 

to further efforts to ensure the merit of CER by supporting the creation of guidance on the 

usefulness of the results of CER studies concerning various types of health care decisions. 

In this vein, the NHC proposes the establishment of guidance on the usefulness of CER in 

decision-making as well as a mechanism to appraise CER against such guidance, which 

we describe fully in the attached statement and draft legislative language.  

 

http://www.nationaleczema.org/
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This legislative language would ensure that CER results are analyzed based on the extent to which findings are 

immediately relevant at the point of care before they are broadly disseminated and incorporated into practice 

and policy. We look forward to working with you throughout the legislative process to turn this legislation into 

law. 

 

 

Sincerely, 

 
 

 
 

Myrl Weinberg, CAE 

President 
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Ensuring that Comparative Effectiveness Research Yields Information that Meets Patient Needs 

Problem 

Comparative effectiveness research (CER) is a key element of US health reform. The NHC strongly supports 

the thoughtful approach taken thus far to establish rigorous methodological standards to conduct comparative 

effectiveness research, and would like to further efforts to ensure the merit of CER by supporting the creation of 

guidance on the usefulness of the results of CER studies concerning various types of health care decisions. 

Providers, patients, and the public must be able to trust that decisions based on CER are valid and appropriate. 

While the quality of the outcomes of CER are often discussed in terms of scientific rigor, NHC believes that a 

dimension of CER that has not yet been addressed is the usefulness of CER for decision making in real-world 

settings. Methodological standards provide guidance to researchers for how to produce high-quality research. In 

contrast, usefulness guidance would help guide decision makers on the strength of the research, its place in the 

context of other existing evidence, and how the research may inform real-world decisions. Such “usefulness 

guidance” will help to ensure that CER fulfills its promise to improve health outcomes while simultaneously 

lowering costs by integrating the best evidence with individual patients’ predicaments, rights, and preferences to 

support improved decision-making at the point of care. 

Solution 

CER has the potential to impact health care decisions ranging from treatment planning, clinical practice 

guidelines, coverage and payment determinations, to public health practices. These decisions require that the 

CER be credible, objective, trustworthy, and that CER results do not lead to de facto recommendations. A 

method of adjudication must be in place so that CER results are analyzed based on the extent to which findings 

are immediately relevant at the point of care before findings are broadly disseminated and incorporated into 

practice and policy.  NHC envisions that such a mechanism would be established as functions of the 

methodology committee and an advisory panel for a particular study or therapeutic area. It is critical that these 

functions are conducted with sufficient independence to ensure credibility and safeguards to ensure objectivity. 

Broad stakeholder involvement and transparency in process and dissemination are also vital. NHC proposes the 

following new functions:  

 Creating guidance on CER usefulness in decision-making – These guidance would ensure that study 
results are of high quality, valid, and appropriate for use in various types of decisions. The guidance 
would be specific to the types of decisions that would be informed by the research (e.g., individual 
patient-provider treatment planning, practice guidelines, coverage and payment decisions, or public 
health practices). Usefulness guidance would clearly guide decision makers on the strength of the 
research, its place in the context of other existing evidence, and how the research may inform real-
world decisions.  

 

 Appraising that CER studies and results meet those guidance – A favorable appraisal would enable 
patients, consumers, health care providers, and policymakers to differentiate among the vast field of 
CER and ensure that the information generated by CER is reliable for that particular type of decision-
making.  

Policy Options 

To ensure that information on the usefulness of CER is available to decision makers, NHC proposes the 

following: 

Mechanism Description 

Methodology 

Committee   
 Expand the functions of the methodology committee of a CER entity to include the development of 

usefulness guidance  
 Ensure the inclusion of a broad range of stakeholders, explicitly including patients 
 Provide support and training to patients to effectively participate in technical discussions 

Advisory 

Panel(s)  
 Increase the functions of an advisory panel to include the appraisal of CER to determine if it meets 

usefulness guidance 
 Ensure the inclusion of a broad range of stakeholders, explicitly including patients 
 Provide support and training to patients to effectively participate in technical discussions 
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Pending Legislation Uses a Variety of Advisory Structures for Methodological Issues 

House’s Tri-Committee  

Bill of 2009 

(Discussion Draft) 

CER Act of 2009  

(H.R. 2502, Representative 

Schrader) 

Patient-Centered  

Outcomes Research Act  

(Sens. Baucus and Conrad) 

Affordable Health Choices Act  

(Senator Kennedy) 
Establish a Center for CER within AHRQ to 

conduct, support, and synthesize research 

(including research conducted or supported 

under section 1013 of MMA) with respect to 

the outcomes, effectiveness, and 

appropriateness of healthcare services. 

Establish a CER Trust Fund (CERTF) 

Provide for the conduct of CER by 

creating a “Healthcare Comparative 

Effectiveness Research Institute” and 

establish a CER Trust Fund (CERTF) 

Provide for the conduct of CER by creating the 

“Patient-Centered Outcomes Research Institute” 

(PCOR) and establish a Patient-Centered Outcomes 

Research Trust Fund (PCORF) 

Establish a Center for Health Outcomes 

Research and Evaluation to collect and conduct 

research on the effectiveness and 

appropriateness of healthcare services  

Clinical Perspective Advisory Panels Methodology Committee Methodology Committee Advisory Council 

 Consult with 
patients and 
advise the 
Center on 
research 
questions and 
methods for 
specific 
research inquiry  
 Ensure such 

research is 
clinically 
relevant to 
decisions made 
by clinicians 
and patients 

 Does not explicitly 
state how 
members of 
panels selected 

 Improve the 
science of CER 
 Establish 

methodological 
standards 
 Create 

methods by 
which health 
delivery 
systems and 
cost-
effectiveness 
and value can 
be assessed 
 Consult with 

stakeholders 
and 
knowledgeable 
entities 

 Experts in the 
scientific field, 
such as health 
services 
research, clinical 
research, CER, 
biostatistics, and 
research 
methodologies  

 Develop and improve 
the science and 
methods of CER 
 Establish and 

maintain 
methodological 
standards  
 Develop translation 

table designed to 
provide guidance and 
act as reference for 
the Board to 
determine research 
methods most likely 
to address specific 
clinical effectiveness 
research question 
 Create methods by 

which health delivery 
systems and 
efficiency and value  
can be assessed 

 17 members, 
consisting of 
experts in the 
scientific field, such 
as health services 
research, clinical 
research, CER, 
biostatistics, 
genomics, and 
research 
methodologies 

 Ensure trans-
parency 

 2 ex officio members 
and 19 members  
comprised of 
representatives from 
the scientific research 
(including those who 
conduct research on 
behalf of 
manufacturers), 
patient, provider, and 
payer communities 

   Advisory Panels  Advisory Panels   

   Assist in 
establishment 
and 
implementation 
of research 
agenda 
 Advise or guide 

the Institute in 
identifying 
research 
priorities, 
knowledge 
gaps, and 
potential study 
designs 

 Representatives 
of clinicians and 
patients  
 May include 

experts in 
scientific and 
health services 
research, health 
services 
delivery, and the 
manufacturer of 
health items  
who have 
relevant 
experience  

 Assist in identifying 
research priorities 
and establishing the 
research project 
agenda 
 Advise the Institute in 

identifying gaps in 
and updating medical 
evidence 
 Advise the Institute on 

the research question 
involved and the 
research design or 
protocol, including 
appropriate 
comparator 
technologies, 
important patient 
subgroups, and other 
parameters of 
research 
 Assist in the design of 

CER for rare diseases 
and determining the 
relative value and 
feasibility of 
conducting such 
research study 

 Practicing and 
research clinicians, 
patients, and 
representatives of 
patients 
 Experts in scientific 

and health services 
research, health 
services delivery, 
and evidence-
based medicine 
 May include a 

representative of 
each manufacturer 
of each medical 
technology that is 
included under the 
relevant topic 
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Legislative Language 

Below is legislative language to help ensure that CER yields information useful for decision-making.  The 

legislative language modifies the current language from Sens. Baucus and Conrad’s Patient-Centered  

Outcomes Research Act.   

 

ESTABLISHING METHODOLOGY COMMITTEE.— 

 

IN GENERAL.—The Institute shall establish a standing methodology committee to carry out the functions 

described in subparagraph (_). 

 

APPOINTMENT AND COMPOSITION.—The methodology committee established under subparagraph 

(_) shall be composed of not more than 18 members appointed by the Comptroller General of the United 

States. Members appointed to the methodology committee shall encompass a broad range of health care 

stakeholder perspectives, such as practicing providers, patients, and consumers. Members shall also include 

experts in their scientific field, such as health services research, clinical research, comparative effectiveness 

research, biostatistics, genomics, and research methodologies. Stakeholders with such expertise may be 

appointed to the methodology committee. 

 

 

FUNCTIONS.—Subject to subparagraph (_), the methodology committee shall work to develop and 

improve the science and methods of comparative effectiveness research and to ensure that the information 

produced from such research is clinically relevant to decisions made by clinicians and patients at the point 

of care by undertaking, directly or through subcontract, the following activities: 

 

(i) Not later than 2 years after the date on which the members of the methodology committee are 

appointed under subparagraph (_), developing and periodically updating the following: 

 
(I) Establish and maintain methodological standards for comparative clinical effectiveness 

research on major categories of interventions to prevent, diagnose, or treat a clinical 
condition or improve the delivery of care. Such methodological standards shall provide 
specific criteria for internal validity, generalizability, feasibility, and timeliness of such 
research and for clinical outcomes measures, risk adjustment, and other relevant 
aspects of research and assessment with respect to the design of such research. Any 
methodological standards developed and updated under this subclause shall be 
scientifically based and include methods by which new information, data, or advances in 
technology are considered and incorporated into ongoing research projects by the 
Institute, as appropriate. The process for developing and updating such standards shall 
include input from relevant experts, stakeholders, and decision makers, and shall 
provide opportunities for public comment. Such standards shall also include methods by 
which patient subpopulations can be accounted for and evaluated in different types of 
research. As appropriate, such standards shall build on existing work on methodological 
standards for defined categories of health interventions and for each of the major 
categories of comparative effectiveness research methods. 

 
(II) Establish and maintain guidance on the usefulness of the results of comparative 

effectiveness research studies for major categories of decision-making, including, but 
not limited to, treatment planning; performance measure and guideline development; 
determinations regarding coverage; and public health matters. Such guidance would 
focus on how the findings of comparative effectiveness research are relevant at the point 
of clinical care and can improve practice.  
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(III) A translation table that is designed to provide guidance and act as a reference for the 
Board to determine research methods that are most likely to address each specific 
comparative clinical effectiveness research question. 

 

REPORTS.—The methodology committee shall submit reports to the Board on the committee’s 

performance of the functions described in subparagraph (_). Reports submitted under the preceding sentence 

with respect to the functions described in clause (i) of such subparagraph shall contain recommendations— 

 
(i) for the Institute to adopt methodological standards developed and updated by the methodology 

committee under such subparagraph;  
 

(ii) for such other action as the methodology committee determines is necessary to comply with 
such methodological standards; and 

 

(iii) for the Institute to adopt guidance on the usefulness of the results of comparative effectiveness 
research developed and updated by the methodology committee under such subparagraph. 

 

APPOINTING EXPERT ADVISORY PANELS.— 

 

APPOINTMENT.— 

 
(i) IN GENERAL.—The Institute shall, as appropriate, appoint expert advisory panels to assist in 

identifying research priorities and establishing the research project agenda established under 
paragraph (_). Panels shall advise the Institute in matters such as identifying gaps in and 
updating medical evidence and ensuring that the information produced from such research is 
clinically relevant to decisions made by clinicians and patients at the point of care.  

 
(ii) EXPERT ADVISORY PANELS FOR PRIMARY RESEARCH.—The Institute shall appoint expert 

advisory panels in carrying out the research project agenda under paragraph (_). Such expert 
advisory panels shall: 

 

(I) Upon request, advise the Institute and the agency, instrumentality, or entity conducting 
the research on the research question involved and the research design or protocol, 
including the appropriate comparator technologies, important patient subgroups, and 
other parameters of the research, as necessary. Upon the request of such agency, 
instrumentality, or entity, such panels shall be available as a resource for technical 
questions that may arise during the conduct of such research; and  
 

(II) Appraise the findings of a comparative effectiveness research study against the 
usefulness guidance established under paragraph (_)(i)(II) to help to ensure public 
confidence in the quality of research and its appropriate use in decision-making in a 
variety of types of decisions. The panel shall determine by consensus if such study 
meets such guidance.  

 
(iii) EXPERT ADVISORY PANEL FOR RARE DISEASE.—In the case of a comparative 

effectiveness research study for rare disease, the Institute shall appoint an expert advisory 
panel for purposes of assisting in the design of such research study and determining the relative 
value and feasibility of conducting such research study. 

 

COMPOSITION.— 

 
(i)  IN GENERAL.—An expert advisory panel appointed under subparagraph (A) shall include 

individuals who have experience in the relevant topic, project, or category for which the panel is 
established, including— 
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(I) practicing and research clinicians (including relevant specialists and subspecialists), 

patients and consumers, and representatives of patients and consumers;  
(II) experts in scientific and health services research, health services delivery, and 

evidence-based medicine. 

 
(ii) INCLUSION OF REPRESENTATIVES OF MANUFACTURERS OF MEDICAL 

TECHNOLOGY.—An expert advisory panel appointed under subparagraph (A) may include a 
representative of each manufacturer of each medical technology that is included under the 
relevant topic, project, or category for which the panel is established.  

 

SUPPORTING PATIENT AND CONSUMER REPRESENTATIVES.—The Institute shall provide support 

and resources to help patient and consumer representatives on the Board, methodology committee 

established under paragraph (_), and expert advisory panels appointed by the Institute under paragraph (_) to 

effectively participate in technical discussions regarding complex research topics. Such support shall 

include initial and continuing education to facilitate effective engagement in activities undertaken by the 

Institute and may include regular and ongoing opportunities for patient and consumer representatives to 

interact with each other and to exchange information and support regarding their involvement in the 

Institute’s activities. The Institute shall provide per diem and other appropriate compensation to patient and 

consumer representatives for their time spent participating in the activities of the Institute under this 

paragraph. 

 
 

 

 


