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effectiveness research (CER), the 
Institute of Medicine (IOM) re-
leased a report recommending a 
portfolio of 100 study topics re-
lated to a range of diseases, re-
search methods, and care models 
that are important to the health 
of the U.S. population. The IOM 
report,1 released June 30, also 
recommends research studies on 
rare diseases that disproportion-
ately affect certain subgroups of 
the population, such as women, 
racial or ethnic minorities, and 
particular age groups. The panel 
concluded that “the most impor-
tant priority of all should be the 
building of a broad and support-
ive infrastructure to carry out a 

sustainable national CER strate-
gy” and that Congress and the 
secretary of health and human 
services “must take concerted 
steps to establish a robust CER 
enterprise.”

The IOM Committee on Com-
parative Effectiveness Research 
Prioritization selected its 100 
topics after obtaining extensive 
input from professional organiza-
tions and the public, as required 
by the American Recovery and 
Reinvestment Act of 2009 (ARRA). 
Given the public criticism the re-
search initiative has received, 
the IOM report noted that “En-
gaging consumers in CER  .  .  .  
could help improve the public’s 

trust in the U.S. research enter-
prise.” The committee began with 
1268 CER topics that were nom-
inated by stakeholders and the 
public and winnowed them down 
to 82; the other 18 topics were 
recommended by the committee 
to fill gaps in the portfolio.

The ARRA, which is the $787 
billion economic stimulus pack-
age that President Barack Obama 
signed into law on February 17, 
2009, included $1.1 billion for 
CER. The research priorities de-
veloped by the IOM committee 
— delivered as Congress request-
ed only 19 weeks after Obama 
signed the measure — must be 
taken into account by the DHHS 
as it allocates $400 million in 
support of CER projects over the 
next 2 years. (A Federal Coordi-
nating Council for Comparative 
Effectiveness Research, a new ad-
visory group created by the ARRA, 
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is also providing input to the 
DHHS [http://hhs.gov/recovery/
programs/cer/cerannualrpt.pdf]; 
also see the article by Conway 
and Clancy, pages 328–330.) Of 
the $700 million appropriated in 
the law for CER, Congress allo-
cated $400 million to the Na-
tional Institutes of Health (NIH) 
and $300 million to the Agency 
for Healthcare Research and 
Quality (AHRQ).

The IOM committee placed 
particular emphasis on leading 

questions regarding the clinical 
effectiveness of care. Half the 
100 recommended primary re-
search areas compare some aspect 
of the health care delivery system 
(see graph). Explaining this em-
phasis, the report says: “Research 
topics categorized in this group 
focus on comparing how or where 
services are provided, rather than 
which services are provided. The 
prominence of health care deliv-
ery systems in the portfolio pri-
marily reflects the interest of the 

public  .  .  .  as well as the com-
mittee’s belief that an early invest-
ment in CER should focus on 
learning how to make services 
more effective.”

Nearly a third of the other pri-
mary research priorities address 
racial and ethnic disparities, and 
nearly a fifth address patients’ 
functional limitations and dis-
abilities. Other key priority areas 
are cardiovascular disease, geri-
atrics, psychiatric disorders, neu-
rologic disorders, and pediatrics. 
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Distribution of the IOM’s Recommended CER Priorities.

The total number of research areas within each research topic is shown at the top of each bar; this total is the sum of the primary and secondary 
research areas. Although each topic has been categorized in only one primary research area, many topics address more than one secondary 
research area; therefore, there are a total of 100 primary research areas and 193 secondary research areas. The most frequent research area was 
initially described as “Safety and Quality of Health Care,” but the IOM committee later relabeled it as “Health Care Delivery System,” which it 
considered more accurate.
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The committee also recommends 
supporting CER related to pa-
tients’ decision making, unhealthy 
behaviors such as smoking, and 
determining the most effective 
dissemination methods to ensure 
translation of CER results into 
best practices.

Cardiovascular and peripheral 
vascular disease ranks second as 
primary research areas, after the 
health care delivery system, in 
terms of the number of recom-
mended research projects. Diseas-
es of the heart were the leading 
causes of deaths in the United 
States in 2006, and such condi-
tions are associated with multi-
ple coexisting conditions, such 
as diabetes and obesity, that are 
becoming increasingly prevalent. 
The CER priority list includes 
eight topics related to ischemic 
heart disease, heart failure, and 
cardiac arrhythmias and two top-
ics focused on the treatment and 
management of peripheral vascu-
lar disorders.

The third most frequent pri-
mary research area is psychiatric 
disorders: the committee has rec-
ommended CER studies on the 
location of mental health care, 
provider training, various pharma-
cologic treatments, depression, 
premature death related to men-
tal disorders, and suicide. The pri-
ority list also includes six topics 
related to neurologic disorders, 
three of which are the following: 
imaging used for diagnosing such 
conditions; treatment of head-
aches, multiple sclerosis, and epi-
lepsy; and the detection, treatment, 
and management of Alzheimer’s 
disease and other dementias.

Cancer, the second leading 
cause of deaths in the United 
States and one of the most costly 
diseases to treat, is the focus of 

six recommended primary CER 
topics, including screening tech-
nologies for colorectal and breast 
cancers and the use of imaging 
technologies for diagnosing, stag-
ing, and monitoring all cancers. 
The committee’s emphasis on ex-
ploring the increased use of ad-
vanced imaging studies reflects 
concern that has already led Con-
gress to take steps to reduce the 
rapid growth in the use of such 
tests under Medicare2; private in-
surers have made similar efforts 
to control imaging use.

Although the ARRA legiti-
mized the accelerated pursuit of 
government-funded CER, it did not 
provide for funding after 2 years 
or call for the creation of an en-
tity that would oversee such re-
search. The law did mobilize an 
array of interest groups that op-
pose, but have been unable to 
stop, these new activities.3 The 
Partnership to Improve Patient 
Care, a coalition of some 36 or-
ganizations, has asserted that 
CER may fail to consider differ-
ences among individual patients 
and may thereby “stymie prog-
ress in personalized medicine.”4 
Other concerns expressed by op-
ponents — particularly many Re-
publicans — are that CER find-
ings could lead to rationing and 
government intrusion into the 
doctor–patient relationship.

As Congress considers legis-
lation to create a more perma-
nent CER structure and to author-
ize sustained federal funding, 
opponents will undoubtedly raise 
similar concerns. The IOM re-
port steers clear of recommend-
ing the creation of a new entity 
to oversee tax-funded CER ac-
tivities — or of indicating which 
existing organization should do 
so — but it urges Congress and 

the DHHS to “establish a robust 
CER enterprise” that would close-
ly coordinate these activities. 
Two bills introduced before the 
ARRA was enacted and a pro-
posal put forward by health 
economist Gail Wilensky,5 who 
advised Senator John McCain 
(R-AZ) during his presidential 
bid, all envisioned a CER center 
that would provide objective, 
credible information on the prob-
able clinical outcomes of various 
strategies for treating a given 
medical condition but that would 
not make coverage or reimburse-
ment decisions.

The Comparative Effectiveness 
Research Act was introduced by 
Senators Max Baucus (D-MT) and 
Kent Conrad (D-ND) in 2008, and 
its essence is certain to be incor-
porated into any health care re-
form measure introduced by the 
Senate Finance Committee (Bau-
cus chairs the committee, and 
Conrad is one of its most senior 
members). It would establish a 
new nonprofit corporation outside 
of government as the locus of 
CER, financed through a contri-
bution from Medicare of $1 per 
beneficiary, with annual increases 
tied to medical inflation; private 
plans would be required to con-
tribute $1 per covered life begin-
ning in 2013. By contrast, the 
Children’s Health and Medicare 
Protection Act, which the House 
passed in 2007, would situate a 
new CER center within the AHRQ.

Over the next 20 months, the 
DHHS, the AHRQ, and the NIH 
will allocate the ARRA’s CER 
funding. The IOM report contains 
the first set of priorities for max-
imizing the value of this research. 
Because the committee’s work 
was requested by Congress and 
the resulting portfolio is so broad 
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in scope, the recommendations 
may be more influential than 
they might otherwise have been, 
but the report is unlikely to quell 
the controversy surrounding CER.

This article (10.1056/NEJMp0904133) was 
published on June 30, 2009, at NEJM.org.

Mr. Iglehart is a national correspondent for 
the Journal.
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Despite a plethora of diagnos-
tic and treatment options, 

practical information that can 
guide health care choices for an 
individual patient are often elu-
sive, and the resultant clinical un-
certainty is an important factor 
driving regional variations in clin-
ical practice. Clinicians and pa-
tients need to know not only that 
a treatment works on average but 
also which interventions work 
best for specific types of patients. 
Comparative patient-centered in-
formation is essential to trans-
lating new discoveries into better 
health outcomes, accelerating the 
application of beneficial innova-
tions, and delivering the right 
treatment to the right patient at 
the right time.1

The American Recovery and 
Reinvestment Act (ARRA) provid-
ed support for comparative-effec-
tiveness research (CER), which 
has recently been referred to as 
“patient-centered outcomes re
search.”2 The purpose of CER is 
to provide information that helps 
clinicians and patients choose the 
options that best fit the individ-
ual patient’s needs and prefer-
ences. CER is already conducted 
by the Agency for Healthcare Re-

search and Quality (AHRQ), the 
National Institutes of Health 
(NIH), the Department of Veter-
ans Affairs (VA), and others, but 
the ARRA substantially increased 
the federal investment in CER, 
providing $400 million for the 
Office of the Secretary in the 
Department of Health and Hu-
man Services (DHHS), $400 mil-
lion to the NIH, and $300 million 
to the AHRQ. It also established 
the Federal Coordinating Coun-
cil for Comparative Effectiveness 
Research to foster optimal coordi-
nation of CER conducted or sup-
ported by the federal government. 
On June 30, the Council released a 
report to President Barack Obama 
and the Congress on its recom-
mendations for CER funding pri-
orities for the Office of the Secre-
tary.3 This report, along with one 
from the Institute of Medicine 
(described by Iglehart on pages 
325–328), will inform the opera-
tional plan of the secretary of 
health and human services for 
$1.1 billion in CER funds. We 
serve as the Council’s executive di-
rector and the director of AHRQ, 
but the report reflects public in-
put and contributions of all Coun-
cil members and many others.

The Council’s vision is to lay 
the foundation and build the in-
frastructure for CER to develop 
and prosper so it can inform de-
cisions made by patients and cli-
nicians. The Council specifically 
identified high-priority research 
gaps and one-time investments in 
infrastructure that would acceler-
ate the conduct of CER by multi-
ple researchers. We set three main 
objectives: to develop a definition, 
establish prioritization criteria, 
create a strategic framework, and 
identify priorities for CER; to fos-
ter optimal coordination of CER 
conducted or supported by federal 
departments; and to formulate 
recommendations for investing 
the $400 million provided to the 
Office of the Secretary.

To establish a transparent, col-
laborative process for making rec-
ommendations, the Council sought 
public input through three public 
listening sessions and extensive 
commenting on its public Web 
site. The Council heard from hun-
dreds of diverse stakeholders and 
received feedback on draft docu-
ments.

We defined CER as the conduct 
and synthesis of research com-
paring the benefits and harms 
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