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Foreword	  	  
 

 
The Patient-Centered Outcomes Research Institute (PCORI) is an independent, nonprofit health research organization authorized by the 
Patient Protection and Affordable Care Act (PPACA) of 2010. Our mission is to fund and promote comparative clinical effectiveness 
research that provides patients and caregivers with the information they need to make important healthcare decisions. 

In the authorizing legislation, PCORI was required to develop a set of National Priorities for Research and a Research Agenda to guide our 
funding activities. A public comment period was mandated as part of that process to ensure that the needs and concerns of the 
stakeholders we were created to serve were taken into account as we moved ahead in our work	  

We used a variety of methods, including focus groups, community engagement events, public meetings, and other outreach efforts, to inform the process of 
developing our draft priorities and agenda, along with a review of other recently produced priorities for research and quality improvement. On January 23 of this 
year, we posted draft versions of the priorities and agenda for public comment.	  

Over the eight weeks that followed, we received nearly 500 detailed comments through our Web site, e-mail, and postal mail, as well as through a National Patient 
and Stakeholder Dialogue attended (in person or via webcast) by more than 800 people. This document describes those efforts to gather input during the public 
comment period, reports on our analysis and responses to the comments we received, and outlines the specific revisions to the National Priorities for Research 
and Research Agenda that our Board of Governors considered and approved on April 25.	  

Throughout this process, and especially during the public comment period, our Board of Governors and staff have been grateful for the remarkable interest in our 
mission across all sectors and deeply appreciative of all of the thoughtful input submitted on our draft priorities and agenda. We believe that we have listened 
respectfully to all of those who took the time to comment, and have seriously assessed their insights while refining these guiding documents. 	  

But we see this process as just one step in a long journey that will be guided by an ongoing commitment to openness and engagement with the audiences PCORI 
has been created to serve. We look forward to continuing to work with all of our stakeholders as we use our priorities and agenda to build a research portfolio that 
will begin to produce high-quality information designed to better meet the needs of patients and those who care for them. I personally look forward to hearing your 
ideas and concerns directly.	  

 
 
 
 

Joe V. Selby, M.D., M.P.H. 
Executive Director of PCORI 
Washington, D.C. 
executivedirector@pcori.org 
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Introduction	  
 

Finalizing PCORI’s National Priorities for Research and Research Agenda: The Role of Public Comment 

The Patient-Centered Outcomes Research Institute (PCORI) drafted its National Priorities for Research and Research Agenda to lay the foundation for a portfolio 
of comparative clinical effectiveness research that addresses its statutory mandate—“to assist patients, clinicians, purchasers, and policymakers in making 
informed health decisions by advancing the quality and relevance of evidence concerning the manner in which diseases, disorders, and other health conditions 
can effectively and appropriately be prevented, diagnosed, treated, monitored, and managed through research and evidence synthesis that considers variations in 
patient populations.” PCORI’s establishing legislation requires its Board of Governors to adopt National Priorities for Research and a Research Agenda, following a 
public comment period, before the Institute can issue calls for applications for primary research funding.  

But patient-centeredness, openness, and the substantive application of stakeholder input are much more than legislatively required components of the process of 
establishing PCORI’s initial research road map. They are essential to PCORI’s overall mission and its commitment to being a "learning" organization. 
Consequently, PCORI considers its National Priorities for Research and Research Agenda to be “living” documents designed to guide its support of patient-
centered comparative clinical effectiveness research. As such, they will be revised as needed in the future, with ample opportunity for public input, to be 
responsive to the needs of patients, caregivers, clinicians, and the healthcare system overall. PCORI’s primary framework for this process will be a robust 
engagement program that will provide opportunities for patients, caregivers, clinicians, and other stakeholders to offer the kind of significant input and guidance 
that will make them true partners in the Institute’s work. 

PCORI’s Draft National Priorities for Research 

The draft National Priorities for Research that PCORI offered for public comment outlined five broad themes that focus on the information that patients and 
caregivers need in order to make important decisions about health and health care: 

• Assessment of Prevention, Diagnosis, and Treatment Options. The research goal is to determine which option(s) work best for distinct populations 
with specific health problems. 

• Improving Healthcare Systems. Focuses on ways to improve healthcare services, such as the coordination of care for patients with chronic conditions. 
• Communication and Dissemination. Looks at ways to provide information to patients so that they can make informed healthcare decisions with 

clinicians. 
• Addressing Disparities. Assures that research addresses the healthcare needs of all patient populations.  
• Accelerating Patient-Centered and Methodological Research. Builds infrastructure, including research methods and clinical databases for conducting 

patient-centered research that is quick, safe, and efficient.  
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PCORI’s Draft Research Agenda  

The initial research agenda that PCORI offered for public comment did not specify or prioritize any particular condition or disease for research, although the 
Institute might do so in the future. Rather, it further detailed the kind of research to be conducted as an extension of the national priorities, consistent with the 
criteria outlined in PCORI’s establishing legislation: 

• Assessment of Prevention, Diagnosis, and Treatment Options. Research should focus on 1) clinical options with emphasis on patient preferences and 
decision-making, 2) biological, clinical, social, economic, and geographic factors that may affect patient outcomes. 

• Improving Healthcare Systems. Research should focus on 1) ways to improve access to care, receipt of care, coordination of care, self-care, and 
decision-making, 2) use of non-physician healthcare providers, such as nurses and physician assistants, and the impact on patient outcomes, 3) system-
level changes affecting all populations, diseases, and health conditions. 

• Communication and Dissemination. Research should focus on 1) strategies to improve patient and clinician knowledge about prevention, diagnosis and 
treatment options, 2) methods to increase patient participation in care and decision-making and the impact on health outcomes, 3) communication tools 
that enhance decision-making and achieve desired outcomes, 4) ways to use electronic data (“e-health records”) to support decision-making, 5) best 
practices for sharing research results.   

• Addressing Disparities. Research should focus on 1) ways to reduce disparities in health outcomes, 2) benefits and risks of healthcare options across 
populations, 3) strategies to address healthcare barriers that can affect patient preferences and outcomes. 

• Accelerating Patient-Centered and Methodological Research. Research should focus on 1) ways to improve the quality and usefulness of clinical data 
in follow-up studies, 2) methods to combine and analyze clinical data that follow patients over time, 3) use of registries and clinical data networks to 
support research about patient-centered outcomes, including rare diseases, 4) strategies to train researchers and enable patients and caregivers to 
participate in patient-centered outcomes research. 

 
Public Comment Solicitation and Analysis Process 

PCORI solicited input on its draft National Priorities for Research and Research Agenda from a wide range of stakeholders, including patients, caregivers, 
clinicians, researchers, and the general public, during a 53-day open comment period. PCORI encouraged stakeholders to be bold in helping the Institute think 
through its proposed approach to research. 

PCORI received formal public comment through three primary avenues: a survey on the Institute’s Web site, direct e-mail, and a February 27, 2012, National 
Patient and Stakeholder event in Washington, D.C. In addition, a small number of comments were received through postal mail. These channels yielded a total of 
474 comments: 301 via the Web survey (64%), 116 through e-mail or postal mail (24%), and 57 via the Patient and Stakeholder Dialogue event (12%). 

The survey included multiple choice questions and a free-text space to provide additional comments; all the responses were used in PCORI’s analysis 
(respondents were not required to answer all questions, so the number of respondents varied from question to question). The comments of all those who spoke at 
the Patient and Stakeholder Dialogue were transcribed for use in the analysis, which also included the text of the e-mails and letters PCORI received in response 
to its call for comment.   

All	  written	  comments	  were	  thoroughly	  and	  systematically	  reviewed	  using	  sophisticated	  Web	  language-‐extraction	  and	  content-‐analysis	  tools	  to	  identify	  specific	  
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key	  words	  and	  recurring	  themes.	  Each	  comment	  also	  was	  read	  separately	  by	  three	  PCORI	  staff	  members	  to	  ensure	  consensus	  on	  the	  themes	  identified	  by	  the	  
content-‐analysis	  tool.	  	  
	  
After	  the	  aggregation	  of	  more	  than	  200	  distinct	  themes,	  53	  recurring	  themes	  were	  noted	  during	  the	  review	  process.	  Some	  of	  those	  were	  closely	  related;	  
further	  analysis	  identified	  15	  major	  aggregated	  themes.	  The	  Program	  Development	  Committee	  of	  PCORI’s	  Board	  of	  Governors	  worked	  with	  staff	  to	  review	  
and	  develop	  responses	  to	  each	  theme,	  with	  recommendations	  of	  associated	  language	  for	  specific	  revisions.	  These	  recommendations	  were	  put	  before	  the	  
full	  Board	  for	  consideration	  during	  a	  special	  April	  25	  webinar,	  where	  they	  were	  adopted.	  	  
	  
The	  charts	  in	  the	  "Major	  Findings"	  section	  below	  spell	  out	  the	  broad	  aggregated	  themes	  that	  were	  identified,	  the	  number	  of	  times	  each	  was	  mentioned	  in	  
some	  fashion,	  and	  PCORI’s	  response.	  The	  recommended	  revision	  language	  associated	  with	  each	  response	  can	  be	  found	  in	  the	  Appendix.	  
 

Other Sources of Input for Public Comment 

In addition to the formal comments received as noted above, PCORI reviewed and considered in its analysis a number of other sources of public and stakeholder 
comments to identify any additional themes or concerns specific to the draft Priorities for Research and Research Agenda. 

Source of 
Information 

Description 

Media Survey • PCORI monitors media, policy, and third-party sources to assess its impact in the healthcare community. Select information and content 
most relevant to PCORI are brought to the attention of PCORI leadership, and were considered during the original drafting of the National 
Priorities for Research and Research Agenda.   

PCORI Pilot 
Projects (PPP) 

• The input from the applications for PCORI Pilot Projects provided additional insight into the research needs and interests of stakeholder 
communities.   

• The funded Pilot Projects will collect data that will advance the field of patient-centered outcomes research, providing the platform for future 
revisions to and specification of PCORI’s Research Agenda.  

• Other Pilot Projects will support the identification of methodologies that can be used to advance patient-centered outcomes research or to 
help identify gaps where methodological research needs further development. 

Patient Focus 
Groups 

• 12 patient focus groups were held in 4 locations across the country. Participants included patients with recurring health needs and 
significant contact with their caregivers and the healthcare system. 

• The purpose of these groups was to obtain general feedback from patients about PCORI’s National Priorities for Research, to explore the 
information patients need to make health decisions, and to better understand opinions about medical research and PCORI priority areas.  

Clinician 
Focus Groups 

• Nine clinician focus groups were conducted in three regions of the country. They included doctors and nurses across specialties and 
practice settings. 

• The purpose of these groups was to obtain detailed feedback from clinicians discussing PCORI’s draft National Priorities for Research and 
initial Research Agenda. 
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Major	  Findings	  	  
Comments Submitted Via E-Mail, Dialogue Event and Postal Mail: Major Themes  

PCORI found numerous overlapping themes in its analysis of the public comments received through e-mail, postal mail and its National Patient and Stakeholder 
Dialogue event. The following charts list the aggregate themes that the analysis identified, the component themes and the frequency with which they were noted, 
and PCORI’s response to each. 

Aggregate Theme Component Themes (# of Mentions) PCORI's Response to Theme 

1. Recommends that PCORI focus on  
specific conditions, disease areas, or 
other issues in the National Priorities 
for Research and Research Agenda 

• Advocating research on a 
specific condition (138) 

• Address high disease burden 
(72)  

• Lack of specificity in priorities 
and agenda (45)  

• Advocating condition-specific 
focus (29)  

• Lack of differentiation (1)  
• High-prevalence 

focus (7)  
• High-priority research (1) 

PCORI has proposed a condition-neutral 
Research Agenda and has introduced 
specificity through its comparative nature and 
emphasis on patient-centeredness. While 
future funding announcements may specify 
conditions, the overall mission of PCORI is not 
served by excluding any conditions if there is 
compelling reason for a patient-centered, 
comparative clinical effectiveness study.  
Therefore, no changes were made to the 
document, although we did add language to 
elaborate on our position. 

2. Recommends that PCORI partner 
with organizations and stakeholders 
to carry out its mission 

• PCORI partnering with 
organizations (65) 

• Engaging stakeholders in 
PCORI processes (56)  

• Stakeholder 
engagement (8)  

• Medical specialty 
societies (1) 

PCORI is committed to efficient use of its 
research investments. Where appropriate, 
PCORI will partner with other organizations 
after a transparent decision-making process 
and consideration of conflicts of interest. This 
theme impacts PCORI processes, rather than 
funding subjects, so no specific language 
changes were made to the document. 

3. Recommends greater focus on the 
patient, with particular attention to 
methods of engagement 

• More patient-centered focus (59)  
• Shared decision-making (44)  
• More patient engagement (25)  
• Self-care (12)  
• Personalized health care (10)  
• Patient advocacy (8)  
• Patient empowerment (7)  
• Comprehensive patient 

engagement (3)  

• Patient experience (2)  
• Patient navigator (2)  
• Patient outcomes (2)  
• Patient bill of rights (1)  
• Patient portals (1)  
• Patient recruitment (1)  
• Open forum (1)  
• Collaborative research 

(1) 

PCORI has fully endorsed and appreciates 
the centrality of patient engagement to its 
mission. The National Priorities and Research 
Agenda reflect the patient-centered focus of 
PCORI and include many of the themes from 
the public comments.  Language has been 
added to the Research Agenda to specifically 
reflect the need for study of self-care and to 
more clearly define personalized medicine.   
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Aggregate Theme Component Themes (# of Mentions) PCORI's Response to Theme 

• Stakeholder accountability (3)  
• Quality of life (3)  
• Advocates patient-reported 

data (2)  

• Barriers to PCOR (2)  
• Difficult to participate (2)  
• Role of insurers and 

their incentives (1)  
4. Recommends a greater focus on 

care coordination 
• Care coordination (54)  
• Integrated healthcare 

models (11) 

• Medical home (4)  
• Disease 

management (2)  

PCORI appreciates the need to study care 
coordination and has expanded the language 
in the Research Agenda to reflect its 
importance. 

5. Recommends funding toward 
improving patient and provider health 
literacy and education  

• Improve health literacy (34)  
• Training needed (33)  
• Medical education (15)  
• Impact practice (11)  
• Decision-making tools (10)  
• Workforce development (5)  

• Provider-patient 
relationship (4)  

• Physician education (2)  
• Patient language (1)  
• Teaching methods (1)  
• Role of insurers and 

their incentives (1)  
• Awareness (1) 

Improving communication between patient 
and provider is one of the five PCORI National 
Priorities for Research. Language has been 
added to the Research Agenda to reflect the 
importance of health literacy in achieving this 
goal. 

6. Recommends funding for and use of 
health IT infrastructure, networks, 
tools, and patient data acquisition 
efforts in and outside the practice 
setting 

• Registries (26)  
• Health IT (24)  
• Healthcare delivery data (18)  
• Clinical data networks (9)  
• Data collection (8)  
• Communications technology (5)  
• Longitudinal data (5)  
• Information sharing (3)  
• Real-world data (3)  

• Telehealth (3)  
• Advocates patient-

reported data (2)  
• Tools (2) 
• Data clearinghouse (1) 
• Impact of 

technologies (1) 
• Natural history data (1)  
• Need clinical data (1)  
• Patient portals (1)  
• Peer networks (1) 

The foundation for performing comparative 
clinical effectiveness research requires 
substantial health IT and data infrastructure. 
The National Priorities and Research Agenda 
contain substantial language about this 
infrastructure. Therefore, no additional 
language was added to the document. PCORI 
will support reusable infrastructure for 
comparative clinical effectiveness research.  

7. Recommends that PCORI pay 
greater attention to the role of 
caregivers and other stakeholders in 
the patient decision-making process 

• Emphasize caregivers (19)   PCORI appreciates the role of caregivers in 
patient-centered care, and has mentioned 
them in the document and included studies of 
caregiving in the Research Agenda.  
Therefore, no additional language was added 
to the document. 

8. Recommends that PCORI pay 
greater attention to access to care, 
including the social and 
environmental determinants of 
access to and use of care 

• Access to care (22)  
• Built environment (18)  
• Priority populations (11)  
• Healthcare environments (3)  
• Delivering less care (3)  

• Social factors (3)  
• Variation in care (3)  
• Cultural 

competence (12)   
• Macro-environment (1) 

Access to care is a key issue for patients.  
Language has been added in both the 
comparative assessment and the healthcare 
systems Research Agenda topics to include 
the comparative study of access as a 
determinant of health. 
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Aggregate Theme Component Themes (# of Mentions) PCORI's Response to Theme 

9. Recommends that PCORI provide 
greater rationale and transparency in 
the public comment, funding, and 
research evaluation processes, as 
well as the performance 
measurement process for PCORI as 
a whole 

• Greater rationale and 
transparency (16)  

• Sequential public comment (11)  
• Uniqueness of PCORI (9)  
• Language unclear (7)  
• Expert advisory panels (6)  
• Ongoing public comment (5)  
• Funding process (3)  
• Peer review challenges (3)   
• Performance measurement (2)  
• Funding distribution (1)  

• Lack of primary 
research (1)  

• Metrics of success (1)  
• Ongoing evaluation 

plan (1)  
• Operational 

effectiveness (1)  
• Systemic reviews (1)  
• Use of feedback (1)  
• Open forum (1)  
• Collaborative research 

(1)  
• Balanced portfolio (1) 

PCORI is committed to fully transparent 
processes as it works toward achieving its 
mission. The Research Agenda articulates the 
ongoing engagement that will occur as PCORI 
evolves and funds research. Therefore, no 
additional changes were made to the 
document. PCORI intends to roll out a 
comprehensive communications and 
engagement plan that will clearly define when 
and how stakeholders can provide input into 
PCORI decision-making.  

10. Recommends that PCORI's research 
and funding should impact the 
practice setting, with particular 
attention to patient and provider 
behavioral change needed to ensure 
true shared decision-making 

• Evidence-based care (36) 
• Prevention (35)  
• Safety (16)  
• Advocates quality 

improvement (14)  
• Drive clinician behavior 

change (14)  
• Cultural competence (12)  
• Impact practice (11)  
• Quality of care (8)  
• Treatment heterogeneity (7)  
• Point of care (5)  
• Provider–patient relationship (4)  
• Overuse (4)  
• Existing treatments (2)  
• Less care (3)  

• Medication 
adherence (2) 

• Medication 
management (2)  

• Implementation by 
clinical practice (2)  

• Drive patient behavior 
change (7)  

• Prevention for at-risk 
populations (3)  

• Health outcomes (1)  
• Improve care (1)  
• Outcomes (1)  
• Physician 

involvement (1)  
• Tangible results (1)  
• Translational 

research (1)  
• Usability (1)  
• Care efficacy (1) 

PCORI is fully committed to the idea that its 
research should improve decision-making and 
help patients at the point of care. Language 
has been added to the section “Establishing 
the Scope of the Research Agenda” to 
emphasize the importance of using the 
evidence developed through PCORI research 
to change the way medicine is practiced. 

11. Recommends that PCORI place 
stronger emphasis on patients with 
multiple conditions, especially 
chronic conditions 

• Advocating multiple-condition 
focus (47) 

• Chronic conditions (24) PCORI understands the difficulty of managing 
multiple chronic conditions when most 
evidence is generated in trials that exclude 
these patients. Language has been added to 
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Aggregate Theme Component Themes (# of Mentions) PCORI's Response to Theme 

emphasize this in the Research Agenda. 

12. Recommends that PCORI study new 
and expanded roles for allied health 
professionals  

• Study team-based care (43)  
• Support allied health 

professionals (26)  

• Workforce 
deployment (6)  

• Medical home (4)  

PCORI recognizes the diverse health 
professionals involved in patient-centered 
care. In the Research Agenda, the description 
of allied health professionals has been 
expanded to be more inclusive of all potential 
members of a healthcare team. 

13. Recommends paying attention to 
international models 

• International models (4) PCORI recognizes the significant 
achievements of many countries in developing 
the methods and practices of patient-engaged 
comparative clinical effectiveness research 
that may inform investigators as they seek 
PCORI funding. As they are not central to 
PCORI research, no change is proposed to 
the National Priorities or Research Agenda.   

14. Recommends exploring novel 
methods to attain patient-centered 
focus 

• Too much emphasis on scientific evidence (1) PCORI supports the approach of exploring 
innovative methods for focusing on the 
patient. The fundamental basis of PCOR, 
however, is the science of evidence-based 
medicine. PCORI will support and promote 
approaches that seek rigorous, scientific 
results; therefore, no changes were made to 
the document. 

15. Recommends that PCORI study rare 
diseases 

• Advocating a focus on rare diseases (13) PCORI recognizes the challenges faced in 
studying rare diseases. In the Research 
Agenda, language about rare disease has 
been expanded.  
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Major Takeaways from the Public Comments 

The following summarizes PCORI’s analysis of the input received during the public comment period. 

Ø National Priorities and Research Agenda 
1. Based on the comments, PCORI found no major gaps in the priorities and no suggestions for additional priorities. Many respondents requested greater 

specificity, e.g., that particular conditions or diseases be identified as priorities for research, but the specificity suggested varied widely, across 
conditions, treatments, and broader themes. 

2. Based on the multiple choice questions asked in the Web survey, there was support for the National Priorities for Research and Research Agenda. A 
strong majority of the respondents said they had a good understanding of the priorities and agenda topics.  

3. A majority of respondents said they believed the National Priorities for Research and Research Agenda cover well the comparative effectiveness 
research that PCORI proposes to do. Written comments indicated substantial support of major themes such as “Addressing Disparities” (87 
respondents), “Communications & Dissemination” (86 respondents), and “Improving Systems” (77 respondents).  
 

Ø Diseases/Conditions 
1. Respondents' advocacy of the study of a particular disease or condition was often based on its frequency, on their own perspectives, experiences, or 

focus areas, or on a lack of current research funding. “Advocating a Specific Condition” was the top major theme mentioned by 138 respondents. 
Figure 3 on page 18 displays the specific conditions that were recommended and the number of respondents who advocated studying them. 

2. Substantial numbers of respondents recommended that PCORI particularly emphasize high-prevalence conditions.   
3. Commenting on the process of developing a more specific agenda, respondents were more likely to recommend that PCORI select topics according to 

needs determined by stakeholders (79%) than to recommend selection based on needs determined by PCORI alone (47%) or on review of previously 
funded research (33%). 

4. The three most recommended ways in which PCORI could address conditions that are rare and currently under-studied include: 
• Creating research partnerships with organizations currently working on those conditions (67%) 
• Supporting electronic data sources where patients can securely volunteer their health data and the appropriate researchers can use it to 

answer PCORI research questions on rare diseases (58%) 
• Providing additional research funding to organizations and researchers working on these conditions (44%) 

 
Ø General  

1. Regarding whether PCORI has an important role to play in new public health issues, there is support by respondents (54% strongly agree and 32% 
agree); however, written comments indicated respondents did not feel that it was a primary role for PCORI. 

2. The comments reflect strong support for engaging stakeholders in PCORI processes for obtaining additional input, specialized knowledge, and overall 
transparency. PCORI should continue to involve stakeholders in future public comment periods to provide relevant feedback  	  
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Major Takeaways from Other Sources of Input  

Source of 
Information 

Major Themes 

Media Survey 
 

• Many articles and reports in the lay press mentioned the Research Agenda’s lack of specificity; but there was no consensus on the direction 
of this specificity, and some stakeholders expressed support for a broad approach. 

• Stakeholders including patients, patient advocacy groups, and doctors expressed strong interest in staying engaged with PCORI as the 
Research Agenda evolves.  

PCORI Pilot 
Projects (PPP) 

• Most of the Pilot Project applications came from consortiums of academic researchers. 
• The response to the Pilot Project solicitation was strong (856 applications submitted), and applications covered a diverse set of conditions.  

The submitted applications did not suggest any obvious gaps in PCORI’s Research Agenda.  
Patient Focus 
Groups 

• Patients expressed difficulty in understanding the technical language of research and identified it as a barrier to becoming more engaged in 
the research process. 

• Patients had some difficulty in clearly distinguishing among PCORI’s 5 priority areas; they sensed a good deal of overlap among the 
priorities. 

• Assessing healthcare options and improving communication between patients and clinicians were the two priorities that received the most 
consistent support. Addressing disparities and building research infrastructure received less consistent support; some confusion about the 
intent of these two priorities was expressed. 

• Improving healthcare systems was even more difficult for focus group participants to appreciate; the definition and the importance of 
systems were both unclear. Patients’ reactions suggest that additional communications can help to alleviate concerns and build trust. 

• Patients welcome the idea of a new and expert resource. There was a suggestion that patients may be most likely to engage in research 
through “connectors” like their doctors and patient advocacy groups. 

Clinician Focus 
Groups 

• Doctors, nurses, and patients agreed that communication and assessing options are priority areas for PCORI.  
• Clinicians also highly prioritize improving healthcare systems. 
• Clinicians say that PCORI should start by focusing on one or two of its research priorities and begin to build a track record. 
• A possible stumbling block mentioned by clinicians was the perception that PCORI is too broad, too overreaching, and thus too idealistic to 

have a significant impact. 
• Clinicians were more likely to be concerned that healthcare costs, access, and payer decisions could overshadow discussions about clinical 

effectiveness on PCORI’s agenda. 
• Professional organizations are the preferred channels of communication for many clinicians. Engagement with PCORI will have to be 

convenient and specific to their practice/patient population/setting. 
• Many underscore that staying in touch will take diligence on PCORI’s part. 
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Survey	  Highlights  
Responses to Multiple-Choice Questions from the Web Survey 

Questions Results 

1a. Please rate how well "Assessment of Options for Prevention, 
Diagnosis, and Treatment" covers the comparative effectiveness 
research PCORI proposes to do. 

 
1b. Please rate how well "Improving Healthcare Systems" 
covers the comparative effectiveness research PCORI proposes 
to do. 
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Questions Results 

1c. Please rate how well "Communications and Dissemination 
Research" covers the comparative effectiveness research 
PCORI proposes to do. 

 
1d. Please rate how well "Addressing Disparities" covers the 
comparative effectiveness research PCORI proposes to do. 
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Questions Results 

1e. Please rate how well "Accelerating Patient-Centered 
Outcomes Research and Methodological Research" covers the 
comparative effectiveness research PCORI proposes to do. 

	  
2a. How well do you understand “Assessment of Options for 
Prevention, Diagnosis, and Treatment"? 
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Questions Results 

2b. How well do you understand “Improving Healthcare 
Systems"? 
 

	  
2c. How well do you understand “Communications and 
Dissemination Research"? 
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Questions Results 

2d. How well do you understand “Addressing Disparities"? 

	  
2e. How well do you understand “Accelerating Patient-Centered 
Outcomes Research and Methodological Research"? 
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Questions Results 

3. Please indicate what percentage of the PCORI comparative 
effectiveness research budget you think should be invested in 
each of the five Priorities. 

	  
5a. How should PCORI choose which diseases to target? 
 
(Note – Question 4 is not noted here because it involved free-
text answers mentioned elsewhere. Respondents to question 5 
were able to choose more than one option; 201 respondents 
chose one or more of the three responses listed.) 
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Questions Results 

6. Please rate the degree to which you agree or disagree with 
the following statement: "PCORI has an important role to play in 
new public health issues." 

	  
8a. Please suggest ways PCORI could address conditions that 
are rare and currently understudied. 
 
(Note – Question 7 is not noted here because it involved free-
text answers mentioned elsewhere. Respondents to Question 8 
were able to choose more than one option; 190 respondents 
chose one or more of the five responses.) 
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Results Based on Form Fill-In Information, Web Language Tool, or Internal Review 

Description  Results 

1.  Category of respondent 
 
(Note – Respondents were able to choose more than one 
option.) 

 
2. Top 15 major themes from public comments 
 
(Note – Identified via internal review of public comments and 
associated free text.) 
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Description  Results 

3. Top 15 types of medical conditions mentioned specifically by 
respondents 
 
(Note – Identified via Web language tool.) 
 

 
 

 

  



	  
	  

PCORI 2012 National Priorities and Research Public Comments:  Analysis and Key Findings (April 2012)       22 
 

PCORI’s	  Response	  to	  Public	  Comment:	  Summary	  and	  Conclusion	  	  
	  

PCORI’s goal is to fund research that will produce information to help patients, their caregivers, and clinicians make better-informed healthcare decisions. The 
research that PCORI will fund is intended to give patients a better understanding of the likely benefits and possible harms of prevention, treatment, and care 
options available, tailored to their individual concerns, characteristics, and questions. 

PCORI takes seriously its commitment to openness, transparency, and meaningful stakeholder engagement in all aspects of pursuing its work. This document 
conveys how that commitment guided the process of soliciting, analyzing, and responding to the exceptionally broad and rich array of public comments received 
and considered in refining PCORI’s draft National Priorities for Research and initial Research Agenda. PCORI believes that the revised document, which will be 
used to guide the Institute’s initial primary research funding announcements and continuing work, is a far richer and more useful foundational resource as a direct 
result of the input received from a broad array of public and professional audiences.	  

Although PCORI’s analysis of the public comments received identified numerous themes, one that recurred often is worth a particular mention—the 
recommendation from a wide range of individuals and organizations that PCORI’s priorities and agenda be more “specific.” However, there was no agreement on 
the direction PCORI should take toward such specificity, or on how a more highly targeted research road map would look and work. Many urged PCORI to focus 
on individual conditions, others to pursue slightly broader themes such as care coordination, integrative medicine, or trauma. But PCORI believes that to be more 
proscriptive at this stage could exclude patients with certain conditions from benefitting from the work the Institute will do, work that is just now beginning. Indeed, 
the wide range of suggestions for where PCORI should focus its research only underscores the appropriateness of starting with a broad agenda. PCORI believes 
this approach will yield a diverse but very high-quality research portfolio in response to our early funding announcements.  	  

With time, and in dialogue with stakeholders, PCORI expects to identify key areas for special emphasis. These may represent thematic areas such as those 
mentioned above, or they could be single critical studies identified as high-priority by PCORI and its stakeholders. Conceivably, PCORI could agree that one or 
more selected conditions deserved priority status. To make any of these decisions at the outset, however, would leave millions of patients without the possibility of 
support and hundreds of outstanding patient-centered research questions without the promise of answers. 	  
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Appendix	  	  

Major	  Themes	  from	  Public	  Comments	  on	  the	  Draft	  National	  Priorities	  for	  Research	  and	  Research	  Agenda/PCORI	  Response	  

Here	  is	  a	  summary	  of	  the	  major	  themes	  identified	  among	  public	  comments	  submitted	  on	  PCORI's	  draft	  National	  Priorities	  for	  Research	  and	  
Research	  Agenda,	  with	  PCORI's	  responses	  and	  proposed	  revisions	  to	  the	  draft	  language.	  Starred	  and	  bolded	  notes	  indicate	  where	  in	  the	  draft	  
priorities	  and	  agenda	  the	  proposed	  revisions	  would	  be	  placed.	  The	  original	  draft	  language	  is	  in	  black	  type,	  the	  proposed	  revisions	  in	  red.	  Specific	  
pages	  where	  the	  revised	  language	  will	  appear	  won’t	  be	  known	  until	  PCORI’s	  Board	  of	  Governors	  approves	  the	  final	  document	  and	  so	  are	  indicated	  
below	  simply	  as	  “page	  X.”	  
	  
Note:	  PCORI’s	  Board	  of	  Governors	  approved	  these	  revisions	  on	  April	  25	  and	  directed	  staff	  to	  incorporate	  them	  into	  the	  draft	  National	  Priorities	  for	  
Research	  and	  Research	  Agenda	  for	  final	  review	  and	  potential	  acceptance	  at	  the	  Board’s	  May	  21	  public	  meeting	  in	  Denver.	  	  
	  

What We Heard PCORI Response Specific Language Changes to Draft National 
Priorities for Research and Research Agenda 

1. Recommends that PCORI 
focus on  specific conditions, 
disease areas, or other 
issues in the National 
Priorities for Research and 
Research Agenda 

PCORI has proposed a condition-neutral Research 
Agenda and has introduced specificity through its 
comparative nature and emphasis on patient-
centeredness. While future funding announcements 
may specify conditions, the overall mission of PCORI 
is not served by excluding any conditions if there is 
compelling reason for a patient-centered, 
comparative clinical effectiveness study.  Therefore, 
no changes were made to the document, although 
we did add language to elaborate on our position. 

*Note: refers to “Research Agenda Overview” 
section of draft Research Agenda 
Although no changes were made to reflect this 
feedback, we did add the following language on page 
X to elaborate on our position: 
PCORI’s initial approach specifies a set of questions 
and topics that the multi-stakeholder Board of 
Governors, after the rigorous process set forth above, 
believes are most in need of attention – across a 
range of conditions and treatments.  Within any 
National Priority and associated research agenda 
area, studies may focus on specific diseases, 
conditions and interventions, or they may be cross-
cutting, including broader study populations or 
examining interventions or other questions that apply 
across multiple diseases and chronic conditions.  
This approach recognizes a compelling, novel 
opportunity, that as PCORI begins its funding 
program, researchers partnered with stakeholders 
are best positioned to present a range of compelling 
questions that form a truly patient-centered research 
agenda.   
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What We Heard PCORI Response Specific Language Changes to Draft National 
Priorities for Research and Research Agenda 

2. Recommends that PCORI 
partner with organizations 
and stakeholders to carry 
out its mission 

PCORI is committed to efficient use of its research 
investments. Where appropriate, PCORI will partner 
with other organizations after a transparent decision-
making process and consideration of conflicts of 
interest. This theme impacts PCORI processes, 
rather than funding subjects, so no specific language 
changes were made to the document. 

Not Applicable 

3. Recommends greater focus 
on the patient, with particular 
attention to methods of 
engagement 

PCORI has fully endorsed and appreciates the 
centrality of patient engagement to its mission.  The 
National Priorities and Research Agenda reflect the 
patient-centered focus of PCORI and include many 
of the themes from the public comments.  Language 
has been added to the Agenda to specifically reflect 
the need for study of self-care and to more clearly 
define personalized medicine.   

*Note: refers to “Establishing the Scope of the 
Research Agenda” section of draft Research 
Agenda  
On page X, we now state: 
There is the strongest possible commitment to a 
patient-centered focus, which means that the 
interests of patients and caregivers will guide us. In 
each opportunity to improve, PCORI will seek to be 
ever more attentive to the needs of patients and 
caregivers. 
*Note: refers to “Research Agenda Overview” 
section of draft Research Agenda 
On page X, we now state: 
PCORI-funded studies will have patients involved in 
the development of the research, its governance and 
oversight, and its dissemination strategy. 
*Note: refers to “Assessment of Prevention, 
Diagnosis, and Treatment Options” section of 
draft Research Agenda 
On page X, we now state: 
Clinical effectiveness compares the effectiveness and 
safety of preventive, diagnostic, and treatment 
options to create a foundation of information for 
personalized decision-making. Personalized 
decisions acknowledge the centrality of patient 
preference and the need to provide information that is 
appropriate for each individual. For example, 
personalized information about what a patient might 
expect might take advantage of information about the 
patient’s profile as defined by a wide range of 
characteristics that might affect their outcomes, 
including but not limited to biology, demography, 
culture, socioeconomic status, comorbidity, and 
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What We Heard PCORI Response Specific Language Changes to Draft National 
Priorities for Research and Research Agenda 

geography. This research places emphasis on the 
practical utility of the comparisons, the examination of 
all outcomes that may be important to patients and 
the possible differences in outcomes across patient 
subgroups. 
*Note: refers to section of draft Research Agenda 
related to priority “Assessment of Prevention, 
Diagnosis, and Treatment Options” 
On page X, we now state: 
Topics are not limited to medical or surgical therapy 
and may include a range of strategies including self-
care.   

4. Recommends a greater 
focus on care coordination 

PCORI appreciates the need to study care 
coordination and has expanded the language in the 
Research Agenda to reflect its importance. 

*Note: refers to section of draft Research Agenda 
related to priority “Improving Healthcare 
Systems”  
On page X, we now state: 
PCORI is interested in the following topics: 

• Research that compares alternative system-
level approaches to supporting and 
improving patient access to care, receipt of 
appropriate care, personalized decision-
making, and self-care.  

• Research that compares alternative 
approaches to models of care delivery or 
coordination of care across healthcare 
services or settings, including for patients 
with complex, chronic, and/or multiple 
conditions.   

   
 
 
 
 
 

5. Recommends funding 
towards improving patient 
and provider health literacy 
and education  

Improving communication between patient and 
provider is one of the five PCORI National Priorities 
for Research.  Language has been added to the 
Research Agenda to reflect the importance of health 
literacy in achieving this goal. 

Note: refers to section of draft Research Agenda 
related to priority “Communication and 
Dissemination Research” 
On page X, we now state: 
PCORI is interested in the following topics: 

• Research that compares alternative 
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What We Heard PCORI Response Specific Language Changes to Draft National 
Priorities for Research and Research Agenda 

communication, dissemination, health 
literacy, and implementation strategies that 
aim to improve shared decision-making by 
increasing clinician and/or patient awareness 
of healthcare options and use of comparative 
effectiveness research results at the point of 
decision-making. There is an interest in 
ensuring that research takes into account the 
health literacy of individual patients. 

6. Recommends funding for 
and use of health IT 
infrastructure, networks, 
tools and patient data 
acquisition efforts in and 
outside the practice setting 

The foundation for performing comparative clinical 
effectiveness research requires substantial health IT 
and data infrastructure.  The National Priorities and 
Research Agenda contain substantial language 
about this infrastructure.  Therefore, no additional 
language was added to the document.  PCORI will 
support reusable infrastructure for comparative 
clinical effectiveness research.  

Not Applicable 

7. Recommends that PCORI 
pay greater attention to the 
role of caregivers and other 
stakeholders in the patient 
decision-making process 

PCORI appreciates the role of caregivers in patient-
centered care, and has mentioned them in the 
document and included studies of caregiving in the 
Research Agenda. Therefore, no additional language 
was added to the document. 

Not Applicable 

   
 

8. Recommends that PCORI 
pay greater attention to 
access to care, including the 
social and environmental 
determinants that determine 
access to and use of care 

Access to care is a key issue for patients. Language 
has been added in both the comparative assessment 
and the healthcare systems Research Agenda topics 
to include the comparative study of access as a 
determinant of health. 

Note: refers to section of draft Research Agenda 
related to priority “Improving Healthcare 
Systems”  
On page X, we now state: 
PCORI is interested in the following topics: 

• Research that compares alternative system-
level approaches to supporting and 
improving patient access to care, receipt of 
appropriate care, personalized decision-
making, and self-care. Research that 
compares alternative approaches to models 
of care delivery or coordination of care 
across healthcare services or settings, 
including for patients with complex, chronic, 
and/or multiple conditions.   

9. Recommends that PCORI PCORI is committed to fully transparent processes Not Applicable 
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What We Heard PCORI Response Specific Language Changes to Draft National 
Priorities for Research and Research Agenda 

provide greater rationale and 
transparency in the public 
comment, funding, and 
research evaluation 
processes, as well as the 
performance measurement 
process for PCORI as a 
whole 

as it works toward achieving its mission. The 
Research Agenda articulates the ongoing 
engagement that will occur as PCORI evolves and 
funds research.  Therefore, no additional changes 
were made to the document.  PCORI intends to roll 
out a comprehensive communications and 
engagement plan that will clearly define when and 
how stakeholders can provide input into PCORI 
decision-making.  

10. Recommends that PCORI's 
research and funding should 
impact the practice setting, 
with particular attention to 
patient and provider 
behavioral change needed 
to ensure true shared 
decision-making 

PCORI is fully committed to the idea that its research 
should improve decision-making and help patients at 
the point of care. Language has been added to the 
section “Establishing the Scope of the Research 
Agenda” to emphasize the importance of using the 
evidence developed through PCORI research to 
change the way medicine is practiced. 

*Note: refers to “Establishing the Scope of the 
Research Agenda” section of draft Research 
Agenda  
On page X, we now state: 
PCORI intends to be a “learning” organization; it will 
continue to evolve as it gains experience. There is 
the strongest possible commitment to a patient-
centered focus, which means that the interests of 
patients and caregivers will guide us. In each 
opportunity to improve, PCORI will seek to be ever 
more attentive to the needs of patients and 
caregivers. 

   
11. Recommends that PCORI 

place stronger emphasis on 
patients with multiple 
conditions, especially 
chronic conditions 

PCORI understands the difficulty of managing 
multiple chronic conditions when most evidence is 
generated in trials that exclude these patients.  
Language has been added to emphasize this in the 
Research Agenda. 

*Note: refers to “Research Agenda Overview” 
section of draft Research Agenda  
On page X, we now state: 
Especially needed are studies to improve care and 
outcomes for patients faced with multiple conditions. 
(See also language added in response to theme 
#4 and #8) 

12. Recommends that PCORI 
study new and expanded 
roles for allied health 
professionals  

PCORI recognizes the diverse health professionals 
involved in patient-centered care. In the Research 
Agenda, the description of allied health professionals 
has been expanded to be more inclusive of all 
potential members of a healthcare team. 

*Note: refers to section of draft Research Agenda 
related to priority “Improving Healthcare 
Systems” 
On page X, we now state: 
PCORI is interested in the following topics: 

• Research that compares the effectiveness on 
patient outcomes of a wide range of system-
level strategies to incorporate alternative, 
new, and/or extended roles for healthcare 
providers or other allied health professionals 
(e.g., pharmacists, nurses, physician 
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What We Heard PCORI Response Specific Language Changes to Draft National 
Priorities for Research and Research Agenda 

assistants, dentists, integrative healthcare 
providers, complementary and alternative 
medicine providers, patient navigators, 
volunteers, etc.) into the health care team. 
Research that compares the effectiveness on 
patient outcomes of alternative strategies to 
composition of health care teams through 
alternative workforce deployment models 
including care collaboration and team-based 
care approaches. 

13. Recommends paying 
attention to international 
models 

PCORI recognizes the significant achievements of 
many countries in developing the methods and 
practices of patient-engaged comparative clinical 
effectiveness research that may inform investigators 
as they seek PCORI funding. As they are not central 
to PCORI research, no change is proposed to the 
National Priorities or Research Agenda.   

Not Applicable 

   
14. Recommends exploring 

novel methods to attain 
patient-centered focus 

PCORI supports the approach of exploring innovative 
methods for focusing on the patient.  The 
fundamental basis of PCOR, however, is the science 
of evidence-based medicine. PCORI will support and 
promote approaches that seek rigorous, scientific 
results; therefore no changes were made to the 
document. 

Not Applicable 

15. Recommends that PCORI 
study rare diseases 

PCORI recognizes the challenges faced in studying 
rare diseases. In the Research Agenda, language 
about rare diseases has been expanded.  

*Note: refers to “Research Agenda Overview” 
section of draft Research Agenda 
On page X, we now state: 
The portfolio of research supported by PCORI’s 
Research Agenda will be balanced based upon the 
characteristics of study populations such as age, 
gender, race/ethnicity, socioeconomic status, and 
disease or conditions. PCORI has a commitment to 
include studies of patients with rare conditions as well 
as those with more common illnesses.   
*Note: refers to section of draft Research Agenda 
related to priority “Assessment of Prevention, 
Diagnosis, and Treatment Options” 
On page X, we now state: 
PCORI is interested in the following topics: 
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What We Heard PCORI Response Specific Language Changes to Draft National 
Priorities for Research and Research Agenda 

Studies that compare situations in which the 
effectiveness of strategies for prevention, treatment, 
screening, diagnosis, or surveillance have not been 
adequately studied against alternative options, and 
better evidence is needed to support decision-making 
by patients, caregivers, and healthcare professionals. 
Rare diseases are an area of interest. 
*Note: refers to section of draft Research Agenda 
related to priority “Accelerating PCOR and 
Methodological Research” 
On page X, we now state: 
There is also a need to develop methods that are 
appropriate for rare conditions as it may be 
particularly challenging to assemble cohorts and 
obtain large numbers of individuals. There is interest 
in producing novel methodologies that assist in areas 
where current approaches have limitations. 

	  

	  
	  


