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a research organization dedicat-
ed to the support and promotion 
of comparative clinical effective-
ness research. The establishment 
of PCORI represents the culmi-
nation of long-standing interest 
in comparative effectiveness re-
search, a lengthy legislative ges-
tation, and compromise among 
varied congressional perspectives 
and priorities.1 PCORI responds 
to a widespread concern that, in 
many cases, patients and their 
health care providers, families, 
and caregivers do not have the 
information they need to make 
choices aligned with their desired 
health outcomes.

PCORI funding is set at a to-

tal of $210 million for the first 
3 years and increases to approx-
imately $350 million in 2013 and 
$500 million annually from 2014 
through 2019. With more than 
$3 billion to spend between now 
and the end of the decade, PCORI 
will support many studies encom-
passing a broad range of study 
designs and outcomes that are 
relevant to patients, aiming to as-
sist people in making choices that 
are consistent with their values, 
preferences, and goals.

By statute, PCORI is an inde-
pendent, not-for-profit, private en-
tity. Its independence and gover-
nance structure are meant to 
ensure that it represents the per-

spectives of the broader health 
care community, operates with 
predictable funding, and estab-
lishes itself as a credible, trust-
ed source of information for pa-
tients, caregivers, and providers. 
To facilitate efficient use of the 
new funding, Congress directed 
PCORI to collaborate with exist-
ing federal agencies that engage 
in outcomes research, particularly 
the Agency for Healthcare Re-
search and Quality (AHRQ) and 
the National Institutes of Health 
(NIH).

PCORI’s board of governors, 
appointed last September by the 
Government Accountability Office 
(GAO), includes patients and 
health care consumers, nurses, 
physicians, and health services re-
searchers, as well as representa-
tives of integrative health care; 
hospitals and health systems; 
health plans; self-insured employ-
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ers; the pharmaceutical, device, 
and diagnostic industries; the 
Veterans Health Administration; 
and state government. The board 
also includes the heads of the 
AHRQ and the NIH. In addition, 
PCORI has a methodology com-
mittee, whose 17 members were 
appointed by the GAO last Janu-
ary. This committee — which has 
methodologic expertise in fields 
including epidemiology, health 
services research, clinical research, 
biostatistics, genomics, and re-
search methods — is charged 
with defining rigorous, high- 
integrity standards and methods 
to strengthen the science under-
pinning patient-centered outcomes 
research. The board has appoint-
ed as executive director Dr. Joe 
Selby, a family physician with ex-
pertise in clinical epidemiology 
and health services research and 
a history of leading and conduct-
ing research informed by the 
needs of patients and clinicians.

Since being impaneled, the 
board has worked to ensure trans-
parency, credibility, and access, 
holding open board meetings ev-
ery other month in Washington, 
D.C., Los Angeles, St. Louis, New 
York, and Seattle (meeting web-
casts and summaries are available 
at www.pcori.org). These meet-
ings have focused on strength-
ening the institute’s governance, 
establishing an initial organiza-
tional framework, developing a 
consensus on PCORI’s mission, 
and delineating processes for 
proposing national research pri-
orities, establishing a research 
agenda, and producing a method-
ology report. Ample time is allot-
ted for public comment at each 
meeting.

The board has adopted the fol-
lowing mission statement: “PCORI 
helps people make informed 
healthcare decisions, and im-

proves healthcare delivery and 
outcomes, by producing and pro-
moting high-integrity, evidence-
based information that comes 
from research guided by patients, 
caregivers, and the broader health-
care community.” These sources 
of guidance and the involvement 
of stakeholders in all phases of 
research are not only distinguish-
ing characteristics of PCORI’s 
mission — they are also essen-
tial to broad acceptance of the 
evidence-based information the 
research is intended to produce. 
As one example of how we are 
pursuing our mission, PCORI 
board meetings include round-
table discussions with myriad 
stakeholders, including patients 
and patient advocates, clinicians, 
researchers, and industry repre-
sentatives, to explore their per-
ceptions of the meaning of  
“patient-centered outcomes re-
search,” develop a deeper under-
standing of outcomes valued by 
patients, and establish an inven-
tory of the sources to which pa-
tients turn for health informa-
tion. The forums in St. Louis 
and New York each drew about 
100 participants. In Washington, 
board and methodology commit-
tee members met with patients 
and caregivers and fanned out in 
small teams across the District 
of Columbia to meet with 42  
organizations representing nurs-
ing disciplines, medical special-
ties, medical technology and 
research fields, and patient-
advo cacy groups. In Seattle, the 
board spent an evening with rep-
resentatives from health service 
organizations, health care pro-
viders, and comparative effective-
ness researchers engaged in  
collaborations across the Pacific 
Northwest.

The institute has also launched 
a speakers’ bureau, making gov-

ernors available to participate in 
national and local meetings and 
professional conferences with pa-
tients, clinicians, caregivers, re-
searchers, industry representatives, 
health care purchasers, and pol-
icymakers. The goal of these com-
munication and outreach activi-
ties is to promote the inclusion 
of all voices in the conversation 
about providing better informa-
tion to patients and the people 
who care for them.

One of the principle duties of 
PCORI is to identify national pri-
orities for research. In addition 
to engaging patients and other 
stakeholders, the priority-setting 
process will include a set of land-
scape reviews, pilot projects, and 
conference grants. The board’s 
work is guided by four questions 
asked from a patient’s perspective:

“Given my personal character-
istics, conditions, and preferences, 
what should I expect will happen 
to me?”

“What are my options, and 
what are the benefits and harms 
of those options?”

“What can I do to improve the 
outcomes that are most impor-
tant to me?”

“How can the health care 
system improve my chances of 
achieving the outcomes that I 
prefer?”

To provide answers, the insti-
tute will conduct outcomes re-
search assessing the benefits and 
harms of preventive, diagnostic, 
therapeutic, or delivery-system in-
terventions, highlighting compar-
isons and outcomes that people 
care about and experience, such 
as survival, function, symptoms, 
and health-related quality of life. 
People’s life circumstances vary, 
as do their biology, lifestyles, 
behaviors, and other important 
factors affecting health status. 
PCORI-sponsored research will 
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produce information tailored to 
diverse settings and individuals 
to capture the attributes of a 
broad range of patients.

Our landscape reviews will 
assess the country’s current ca-
pacity for conducting patient-cen-
tered outcomes research and what 
is currently known about engag-
ing patients and other stake-
holders in the research process, 
including the dissemination of 
findings. PCORI’s pilot projects 
(announced on September 28, 
2011) will focus on developing, 
testing, and evaluating novel ap-
proaches that inform the na-
tional priorities; bring together 
various stakeholders; translate 
research into practice; identify 
gaps in evidence that most af-
fect vulnerable populations; ex-
amine the prognostic informa-
tion available to patients and 
providers; and elucidate behav-
iors, lifestyles, and choices with-
in patients’ control that may af-
fect their outcomes. The PCORI 
conference grants are aimed at 
bringing together diverse per-
spectives to address discrete prob-
lems related to engaging patients 
in research and health care deci-
sions, creating a patient-centered 
research agenda, and disseminat-
ing results effectively.

Concurrently, PCORI’s meth-
odology committee will review 
and summarize state-of-the-art 

methods and standards for the 
conduct of patient-centered out-
comes research. This work in-
cludes a detailed assessment of 
methods for patient engagement; 
establishment of research priori-
ties; use of clinical data systems, 
including those covering usual 
practice settings; study design; 
and statistical analysis. Once na-
tional priorities have been drafted, 
vetted with the public, and ap-
proved by the board, a research 
agenda will be developed. We ex-
pect this agenda to deploy a full 
research arsenal, including ran-
domized trials, observational out-
comes studies based in registries 
or databases derived primarily 
from clinical care, and data syn-
theses.

By statute, 20% of the insti-
tute’s funding is provided to the 
secretary of health and human 
services — most of it for the 
AHRQ, to support dissemination 
of relevant research findings  
to patients, providers, and other 
stakeholders, as well as for train-
ing and career development in 
comparative clinical effective-
ness research. The importance 
of PCORI’s work in the commu-
nication, dissemination, and up-
take of its research findings can-
not be overstated.

Most important, as we mark 
PCORI’s first anniversary this 
month, the institute is poised to 

lead a national movement that 
meaningfully involves patients 
and incorporates their voices in 
producing trusted, evidence-based 
information, promoting better 
decisions and ultimately better 
health for all.

Disclosure forms provided by the au-
thors are available with the full text of this 
article at NEJM.org.
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