
The Patient-Centered OutcomesResearch Institute (PCORI) is em-
barking on a groundbreaking journey
to estabish an integrated national re-
search network—PCORnet—for
conducting large-scale comparative
effectiveness research (CER) stud-
ies. In December 2013, PCORI ap-
proved $93.5 million in funding over
the next 18 months to create 11
Clinical Data Research Networks
(CDRNs) that represent consortia of
health care systems and 18 Patient-
Powered Research Networks
(PPRNs) that represent partnerships
between patients, advocacy groups,
and investigators focused on both
common (e.g. chronic obstructive
pulmonary disease, arthritis,
epilepsy) and rare (e.g. muscular dy-
strophy, Phelan-McDermid Syn-
drome) conditions. Both the CDRNs
and PPRNs seek to rapdily advance
knowledge about the effectiveness
of alternative treatments and health
care delivery strategies through in-
novative approaches to improve the
efficiency of conducting patient-ori-
ented research and the active en-
gagement of clinicians, patients, and
other key stakeholders. Efforts to
establish PCORnet as an interactive
“network of networks” will be over-
seen by a coordinating center, led
by the Harvard Pilgrim Health Care
Institute, the Duke Clinical Research
Institute, and 11 different working
groups (e.g. health system interac-
tions, ethics, data privacy, patient-
reported outcomes) to advance the
methods of conducting highly effi-
cient, multi-site clinical and prag-
matic trials.
More than 80% of the total

PCORnet funding will be directed to-
ward establishing the 11 CDRNs. To
be eligible for funding, each CDRNs

7. The development of clear
policies to maintain data security
and patient privacy.

PCORI envisions that PCORnet
will provide access to large amounts
of diverse, nationally representative
data. These data will support a wide
range of possible studies that ad-
dress questions that are highly
salient to patients, families, and clin-
icians. It is further hoped that by
supporting core research and infor-
matics infrastructures, PCORnet will
dramatically decrease the time and
resources need to launch new stud-
ies. At a more fundamental level,
“PCORnet aims to advance the shift
in clinical research from investigator-
driven to patient-centered studies.”1

PCORnet also represents an im-
portant vehicle for enabling learning
health systems in which… “science,
informatics, incentives, and culture
are aligned for continuous improve-
ment and innovation, with best prac-
tices seamlessly embedded in the
delivery process and new knowl-
edge captured as an integral by-
product of the delivery experience”
(Institute of Medicine, 2006).
The establishment of true learn-

ing health systems2 holds the
promise of creating work environ-
ments in which the skills and per-
spectives of general internists will
be highly valued. However, it should
be noted that PCORnet is on an ex-
tremely tight timeline, in large mea-
sure because the legislation
authorizing PCORI expires in 2019.
So, unless PCORI demonstrates the
ability to answer questions that can
have a significant impact on prac-
tice and policy, reauthorizing legisla-
tion may be an extremely difficult

had to bring together health care sys-
tems that in aggregate provide care
to more than 1 million patients for
whom longitudinal electronic medical
record (EMR) data on health care de-
livery and changes in clinical condi-
tion are available.
The CDRNs are extremely di-

verse. For example, two of the
CDRNs bring together the major aca-
demic medical centers in Chicago
and New York City, while the Great
Plains Collaborative brings together
10 major medical centers in the
Upper Midwest and Texas.
Collectively, it is estimated that

the participating CDRN institutions
provide care to nearly 100 million
Americans. The CDRNs will be re-
quired to demonstrate in short order
a number of capabilities that are criti-
cal to creating an integrated national
research network, including:

1. Data interoperability and data
standardization across the
participating institutions;

2. The ability to collect patient-
reported outcomes and maintain
high levels of participation in
research;

3. Engagement of large populations
with selected conditions;

4. The involvement of health care
system leadership in network
governance;

5. The capacity to conduct practice-
based research without
disrupting the business of
providing care;

6. The ability to align human
subjects oversight and informed
consent procedures with the
level of risk in proposed studies
and to participate in efficient
shared institutional review board
(IRB) arrangements; and
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sell if current funding and political
environments persist.3 Given that a
large proportion of future PCORI
budgets will support studies utiliz-
ing PCORnet, a lot is riding on its
success or failure.
I believe that three critical areas

must be tackled if PCORnet is to
meet its lofty expectations. First, the
ability to conduct large multi-site
lower-cost pragmatic trials will require
harnessing the potential power of the
big data that exists in EMRs. This, in
turn, will require much greater atten-
tion to data standardization across dif-
ferent instituitions and different EMR
systems and, just as importantly, dili-
gence on the part of clinicians to en-
sure that EMR information is accurate
and up to date. One of the big un-
knowns is the degree to which EMR
data can support generation of the
high-quality evidence needed to
change clinical practice.
Second, research approval

processes must be made proportion-
ate to the risks posed by those par-
ticipating in a given trial. More
specifically, approval processes for
conducting low-risk trials that evalu-
ate standard-of-care treatments and
obtaining patient consent must be
radically streamlined. In addition,

As a professional organization with
a mission to “lead excellence, change,
and innovation in clinical care, educa-
tion, and research in general internal
medicine,” SGIM should embrace the
vision of PCORnet and actively advo-
cate for policies that enable high-func-
tioning practice-based research. More
importantly, however, is the role that
SGIM members can play within their
own institutions to promote cultures
that foster learning health systems
and enable the ultimate success of
the PCORnet national experiment.

References
1. http://www.pcori.org/funding-
opportunities/pcornet-national-
patient-centered-clinical-research-
network/ (accessed on January
20, 2014).

2. Greene SM, Reid RJ, Larson EB.
Implementing the learning health
system: from concept to action.
Ann Intern Med 2012;
157(3):207-10.

3. Sox H. The patient-centered
outcomes research institute
should focus on high-impact
problems that can be solved
quickly. Health Affairs 2012;
31(10):2176-82.

SGIM

IRBs must demonstrate a willingness
to participate in shared IRB arrange-
ments, in which a single IRB has pri-
mary responsibility for protocol
review and other sites defer to the
judgment of the primary IRB. These
efforts should also seek to eliminate
the idiosyncrasies that characterize
most IRBs.
While addressing the data and

regulatory issues mentioned above
will be challenging, I believe that a
potentially more difficult third area to
address is how to change institutional
cultures to enable practice-based re-
search. In most institutions, signifi-
cant economic disincentives exist to
engage in activities that interfere with
clinical productivity. While practice-
based research must test simple in-
terventions that can be replicated
relatively easily, it is important to rec-
ognize that recruiting patients for
such studies in busy practice settings
and implementing interventions—no
matter how simple—will invariably in-
terrupt previously established clinical
workflows. Practice-based studies
will only fluorish if health care lead-
ers, clinicians, and patients value
such work and believe at a funda-
mental level that learning is an essen-
tial part of health care delivery.
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