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Patient-Centered Outcomes Research Institute 
Request for Information 
 

REQUEST FOR INFORMATION—Input on Research Networks 
 
BACKGROUND AND PURPOSE 
 

The Patient-Centered Outcomes Research Institute (PCORI) is an independent, non-profit 
research organization created by the Patient Protection and Affordable Care Act of 2010 
(PPACA). The mission of PCORI is to help people make informed healthcare decisions—and 
improve healthcare delivery and outcomes—by producing and promoting high-integrity, 
evidence-based information derived from research guided by patients, caregivers, and the 
broader healthcare community. Research commissioned by PCORI aims to be responsive to the 
values and interests of patients and provide patients and those who care for them with reliable, 
evidence-based information for the healthcare choices they face. 
 
The purpose of this Request for Information (RFI) is to invite input from stakeholders of the 
broad healthcare community about existing health and healthcare data networks and about 
potential applications of these networks to support high-quality patient-centered outcomes 
research (PCOR). PCORI is interested in two distinct types of networks, both formed to support 
the conduct of clinical research. The first is created by linking clinical data from multiple 
healthcare delivery systems or data sources, including data archived from electronic health 
records, claims, referrals, and other computerized sources of patient-level information on 
diagnoses, treatments, covariate information, bio-physiologic measures, and clinical outcomes. 
The second begins with interested patients, often patients with the same clinical condition, 
who join in communities, virtually and through other means, to share information (data) on 
their health-related experiences, to address questions raised by network members, or to 
participate in formal research studies. Patients have an ever increasing number of ways 
available to convene, mobilize, and become active through social online media and other Web-
based technologies (eg, smart phones) and to provide valuable patient-centered outcomes data 
in ways they feel will improve the PCOR available for their particular condition or needs. PCORI 
believes the intersection of these clinical data networks (CDNs) and patient-powered research 
networks (PPRNs) presents a powerful opportunity for establishing the necessary infrastructure 
for conducting meaningful, high-quality PCOR and seeks to learn more about the potential that 
can result from these networks working in tandem as it considers releasing a funding 
announcement in this area.   
  
CDN and PPRN networks are increasing in number, thereby expanding opportunities for 
patients, caregivers, clinicians, and health systems to intersect and interact through these 
mechanisms. Additionally, patient portals, mobile devices, and other emerging technologies 
have provided opportunities for patients and caregivers to interact with the care delivery 
system in more direct ways, which may serve as a foundation for obtaining meaningful PCOR 
data from patients. PCORI is interested in learning from these experiences and how they might 
contribute to a greater understanding of the potential for a high-quality infrastructure for 
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PCOR. There are also individuals with technical acumen who are knowledgeable of the 
possibilities for these networks and who may offer complementary information to challenge 
our thinking around the current platforms for the collection, analysis, and continuous inclusion 
of patient-centered outcomes in clinical research. Whatever your level of interaction with these 
networks is, PCORI wants to learn from you about what you perceive are important 
components of these networks. 
 
Contributors to this RFI will be acknowledged individually in a presentation that is shared 
publicly in early February 2013, as experts and other key stakeholders are convened to provide 
further input to generate evidence for multiple studies that support further discovery of 
research networks, and assist PCORI as it considers releasing a funding announcement in this 
area.  
 
INTRODUCTION TO TERMS INCLUDED IN THIS RFI  
 

Three key terms and descriptions that are important to this RFI are described in detail below: 

 Patient-centered outcomes research (PCOR) 

 Clinical data networks (CDNs) 

 Patient-powered research networks (PPRNs) 

 
Patient-Centered Outcomes Research: PCORI acknowledges the following definition of PCOR. 
PCOR aims to help people make informed healthcare decisions and allows their voice to be 
heard in assessing the value of healthcare options. PCOR: 

 Assesses the benefits and harms of preventive, diagnostic, therapeutic, or health 
delivery system interventions to inform decision making, highlighting comparisons 
and outcomes that matter to people; 

 Is inclusive of an individual's preferences, autonomy, and needs, focusing on 
outcomes that people notice and care about, such as survival, function, symptoms, 
and health-related quality of life; 

 Incorporates a wide variety of settings and diversity of participants to address individual 
differences and barriers to implementation and dissemination; and 

 Investigates (or may investigate) optimizing outcomes while addressing burden to 
individuals, availability of services, technology, and personnel, and other stakeholder 
perspectives. Language updated 11/15/12 to accurately reflect PCORI’s most recent 
definition of PCOR. 

 
This definition implies the need for representative, high-quality longitudinal data; for the 
capacity to collect patient-reported data, including data on patient preferences and outcomes; 
and the need to be able to enlist participating patients in randomized studies when 
randomization is deemed essential to obtaining accurate, trustworthy information. 
 
Clinical Data Networks: Clinical Data Networks most frequently originate from the activities of 
healthcare delivery systems to provide, manage, and obtain reimbursement for clinical care 
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services. Data sources include electronic health record data, but typically link to additional data 
from other sources, including enrollment files of health plans; claims data that reveals 
comorbid conditions and clinical outcomes; treatment data including pharmaceuticals and 
procedures; bio-physiologic data (eg, heights and weights); blood pressures and laboratory 
values; and outcomes data (eg, future hospitalizations), diagnoses, and mortality. Such 
networks are formed when these data from two or more health systems are harnessed to 
support outcomes research. Networks may entirely comprise such already available clinical and 
administrative data, or they may also perform primary data collection to obtain additional 
detail on specific conditions or treatments. Some of these efforts are self-described as 
registries, particularly when attention is directed to studying a single condition or a single 
treatment.   
 
PCORI wishes to hear from a variety of stakeholders who may use, or have familiarity with, 
these networks for a variety of reasons. We are particularly interested in examples or ideas of 
clinical data networks that have succeeded, or hold promise for succeeding, in augmenting and 
strengthening patient participation in data collection, such as provision of patient-reported 
outcomes. This may have been accomplished through, for instance, a greater patient role in use 
or governance of the data resource. As you consider providing comments, we offer the 
following examples of network activities for your consideration. However, our goal is to learn 
from you and, therefore, you are invited to go beyond these examples to include components 
of the clinical data network that may be important to PCOR, but may not be listed here: 

 Electronic health data systems that create large, longitudinally observed populations or 
cohorts, as well as sampling frames for studies that require patient-reported data or 
randomization 

 Emerging clinical research networks aimed at generating evidence and patient-reported 
outcomes through engaging willing clinicians or larger providers, generating efficiencies 
and economies of scale via common data collection methods, and often taking 
advantage of parallel research data collection because of a shared electronic health 
record database 

 Data networks associated with clinical care delivery systems that are moving toward 
inclusion of patients, caregivers, and families in the governance of their data structure in 
order to improve the collection and usefulness of outcomes and patient-reported data 

 

Patient-Powered Research Networks: At their core, PPRNs begin with an assembly of patients 
and caregivers and a commitment to spread membership to all who wish to participate in 
improving care for individuals with a certain condition or set of conditions. Regardless of the 
size of these networks, many—if not all—members are enthusiastic about participating in 
patient-generated healthcare research. To do so, they may be willing to take part in research 
studies, share data, create and adhere to protocols, consider participating in appropriate 
randomized trials, contribute research ideas, and contribute actively in planning and conducting 
dissemination. Here, too, our goal is to learn from you, and we invite you to go beyond these 
examples to include components of PPRNS that are important to PCOR, but may not be listed 
here: 
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 Any network or group of patients (either with a physical or virtual presence) that has 
gathered around a central goal of establishing an activated cadre of individuals to 
provide their own patient-reported data to drive research or that is actively seeking 
research affiliations for the improvement of their shared condition(s) 

 Any patient network or group, similar to that described above, that has successfully 
partnered with clinicians and/or researchers to participate in PCOR and potentially 
develop strategies for future engagements 

 A network or group of patients that is dedicated and involved in activities to promote 
transparency of patient data for the betterment of individuals with their shared 
condition 

 A network or group of patients that has developed policies or criteria by which they may 
activate to participate in PCOR 

 
PURPOSE OF REQUEST FOR INFORMATION  
 
The purpose of this RFI is to gather as much information as is known about the potential of 
research data networks to provide opportunities for conducting PCOR. This information is 
intended to assist PCORI as it considers releasing a funding announcement in this area. In 
addition to learning more about the known infrastructure landscape, PCORI hopes to discover 
unknown opportunities about networks that could facilitate efficient, effective PCOR. The 
information you provide will assist PCORI in understanding the diversity of approaches and the 
barriers and facilitators to the application of these networks for high-quality, meaningful PCOR, 
as well as the capacity and potential for expanding current networks, while ensuring 
sustainability and affordability of this important infrastructure. PCORI seeks to understand the 
capabilities of current networks to generate evidence for multiple studies within and across 
specific conditions in ways that support rapid involvement and enrollment of patients.  
 
PCORI is interested in identifying and describing both CDNs and PPRNs. There is also particular 
interest in the potential to combine the strengths of each type of network into more integrated 
systems that can readily produce meaningful, representative, patient-centered outcomes data 
at relatively low cost and in user-friendly ways.  

In response to this RFI, PCORI asks you to consider the core elements of patient-centered 
research questions and how an improved data infrastructure, vis-a-vis these robust integrated 
networks, can support the availability of and accessibility to information necessary for 
conducting meaningful and high-quality PCOR. 

PATIENT-CENTERED RESEARCH QUESTIONS  
 
A key step in designing patient-centered research is defining a research question that addresses 
questions that are important to patients and persons caring for them. PCOR should answer 
questions such as: 
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1. “Given my personal characteristics, conditions, and preferences, what should I expect 
will happen to me?” 

2. “What are my options, and what are the benefits and harms of those options?” 
3. “What can I do to improve the outcomes that are most important to me?” 
4. “How can the healthcare system improve my chances of achieving the outcomes I 

prefer?” 
 
For example, patients seek research that involves populations with similar characteristics to 
themselves, compares the actual intervention and comparator they are considering, assesses 
outcomes important to them and their caregivers, and uses a time frame that captures relevant 
benefits and harms in a setting (eg, hospital or clinic) typical of what they might find in their 
community. 
 
Defining a Patient-Centered Research Question 
 
Background: 

 Prior evidence—empirical studies of intervention-outcome and studies related to 
mechanism 

 Decision(s) that the research is intended to inform 
 
A patient-centered research question specifies the following elements: 

 Population of patients/research participants 

 Intervention(s) relevant to patients in target population 

 Comparator(s) relevant to patients in target population 

 Outcomes meaningful to patients in target population 

 Timing—outcomes and length of follow-up 

 Setting and providers 
 
INFORMATION REQUESTED 
 

We seek information about research networks and suggestions about: 

 The application of these networks for conducting PCOR 

 Their critical components for conducting PCOR  

 How these networks could apply to different research topics 

 Opportunities and limitations of research networks 
 
To fully explain and illustrate input and comments submitted, we encourage respondents to 
provide specific examples or case studies based on patient-centered research questions (see 
example below in Appendix). Case studies should briefly describe the research question of 
interest and demonstrate application of a research network for addressing the question. 
 
For both CDNs and PPRNs, please consider the following characteristics. We do not intend for 
you to provide information on all of the items listed below. We list these specific questions to 
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help guide your response. Please feel free to consider in your response other characteristics 
that are not listed here. 
 
1. How many individual patients are included in the network, and what condition(s) do these 

patients have, if any? 
2. What demographic characteristics, such as race/ethnicity, age, gender, geography, or 

socioeconomic status, of the patient population are included in the network?  
3. Describe what you find to be most unique to this network and its ability to drive high-

quality PCOR and/or the collection, analysis, and application of patient-reported outcomes. 
4. How are issues of informed patient consent and ethical issues managed? 
5. Are patients involved in governance of the uses of network data? If so, how? 
6. What are the sources of both electronic and non-electronic data, and how are they 

captured in the system? How long are they captured within the system? 
7. Are there policies in place to share data with other systems and groups? 
8. Can the system follow patients and their data over time to track meaningful changes? 
9. Does the network enable or support use of mobile devices or technologies for improving 

the collection, analysis, and application of patient-reported data? 
10. Does the network have potential to grow on its current infrastructure? 
11. Is the network currently linked to, or working in collaboration with, a larger system or 

systems, such as a care delivery system? 
12. Can the network randomize data and populations in order to be included in randomized 

controlled, or cluster, trials? 
13. Does the network have the capacity to store genetic data or biomarkers, as well as apply 

this information for purposes of PCOR? 
14. What is the cost of maintaining the network? 
15. What is the total annual budget directed toward research operations? 
16. How long has the network been in existence? 
17. Are there any studies or publications demonstrating the success of the network to be 

involved in, or lead, PCOR? 
18. Is the network set up in such a way that original resources and data may be reused for 

different studies (reusability)? 
19. Is the network involved in quality improvement and clinical care delivery? 
20. Are standards in place for harmonization across data sets? If so, describe. 
21. What is the potential for use of mobile technologies and devices that enable the real-time 

collection and application of patient-reported data in ways that are convenient for the 
user? 

 
HOW TO SUBMIT A RESPONSE 
 

Responses to this RFI must be submitted electronically to rfi@pcori.org no later than Friday, 
January 4, 2013. All responses must include the names of the author(s), organization 
affiliation(s), contact e-mail address(es), phone number(s), and conflict of interest declaration 
to be considered for inclusion in a presentation provided to PCORI stakeholders convening 
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February 2013 to generate evidence for multiple studies that support further discovery of 
research networks. 
 
Authors may be contacted for additional information. 
 
INQUIRIES 
 

Questions about this RFI should be submitted electronically to rfi@pcori.org. 
 
ABOUT PCORI POLICIES 
 

PCORI intends to acknowledge consenting authors of detailed examples and case studies that 
are incorporated, in whole or in part, into the February 2013 presentation provided to PCORI 
stakeholders convening to generate evidence for multiple studies that support further 
discovery of research networks. PCORI will contact authors selected for acknowledgment in 
advance of publication. 
 

Conflict of Interest—To be considered for acknowledgement in the published report, PCORI 
requires disclosure of any potential conflicts of interest. 
 
DISCLAIMER 
 

Response to this RFI is voluntary. Authors are responsible for obtaining any necessary 
permission to submit a response to this request. PCORI does not intend to make any awards for 
funding based on responses to this RFI or to otherwise pay for the preparation of any 
information submitted or for PCORI’s use of such information. PCORI reserves the right to use 
information provided by respondents for any purpose deemed necessary and legally 
appropriate. Any individual(s) or organization(s) responding to this request should ensure that 
the response is complete and sufficiently detailed. 
 
APPENDIX 
 
Network Case Study Example: Atrial Fibrillation  
 
The Institute of Medicine announced in 2009 that assessment of catheter ablation technologies 
for atrial fibrillation is a top national comparative effectiveness research priority. Atrial 
fibrillation is the most common acquired serious cardiac arrhythmia, one that is known to 
predispose to stroke, premature mortality, and, in some cases, markedly decreased quality of 
life. At this time, clinicians and patients face a number of choices for managing atrial fibrillation: 
anti-coagulants (eg, Coumadin and direct thrombin inhibitors), anti-platelet agents (eg, aspirin 
and clopidogrel), rate-slowing agents (eg, beta-blockers), anti-arrhythmic drugs (eg, 
amiodarone and dronedarone), and catheter ablation. Despite this plethora of options, much is 
unknown. Do patients know and appreciate what options are available to them? How do they 
learn about them? Does ablation improve length or quality of life? How do patients think about 
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and weigh the benefits and drawbacks of different approaches? Does it matter how 
symptomatic their condition is? What impact do age, co-morbidities, and socioeconomic 
circumstances have on patients’ appraisal of the benefits and risks of different options? 
 
Atrial fibrillation is extraordinarily common1, affecting millions of people, and yet it is 
remarkably difficult to execute the kinds of clinical trials and observational studies needed to 
answer these and other questions. Trialists have difficulty finding eligible and interested 
patients, patients who would work with their families and clinicians to express their interest, 
learn about research options, and enroll in studies of interest to them. Because it is difficult to 
find and enroll patients quickly, trials take much longer than they should, cost much more, and, 
in many cases, simply do not get done. 
 
We might envision that within a pre-existing PCOR research consortium, clinical trialists would 
join forces with patient groups and health systems to form a coalition that would design and 
propose a large, simple 3,000-patient randomized trial that would compare ablation or 
standard medical care. Either individual patient or cluster randomization could be considered. 
The healthcare system from which these patients received their care would endorse the study 
and support its conduct using electronic health record data to identify eligible participants. The 
primary outcomes would be mortality, obtained from electronic health records and 
government death registries; hospitalizations for heart attack and stroke, obtained from 
electronic health records and insurance claims data; and quality of life, obtained directly from 
patients through Web portals or mobile phone applications. At the time of funding, more than 
5,000 patients would already have indicated strong interest in participating, meaning that 
enrollment of 3,000 patients could be accomplished within a matter of months, and the trial 
could be completed within two to three years (instead of four or five years). When patients 
underwent their procedures, blood would be obtained for future research on genomic and 
other biomarkers, thanks to the cooperation of the healthcare systems. The “case-report form” 
would be a one-page (or less) electronic document providing information on informed consent 
and treatment assignment, but nothing more. 
 
1. Go AS, Hylek EM, Phillips KA, Chang Y, Henault LE, Selby JV, Singer DE. Prevalence of 

diagnosed atrial fibrillation in adults: National implications for rhythm management and 
stroke prevention: The anticoagulation and risk factors in atrial fibrillation (atria) study. 
JAMA. 2001;285:2370-2375. 

 
 
 
 


