
ALASKA 

Robinson, Renee  
Southcentral Foundation   
We will develop, test, and refine a stakeholder-centered decision-support tool within a tribally-owned 

and operated health care organization using depression as the example condition. The project will occur 

at Southcentral Foundation (SCF), where a patient-centered medical home (PCMH) model has been used 

since 1999 to deliver primary care services to the largest population of Alaska Native and American 

Indian people (AN/Als) in Alaska. In 2001, SCF's PCMH model of care was expanded to include a 

depression collaborative. Although many AN/Als have had their depressive symptoms effectively 

treated, early discontinuation of antidepressant therapy and/or counseling are of concern. In this 

proposal, qualitative and quantitative methods will be used to develop, test, and refine a stakeholder-

centered decision-support tool to improve communication and better incorporate the perspectives of 

our stakeholders (i.e., customer-owners, providers, and leaders) into health care decisions. Individuals 

receiving care at SCF are referred to as customer-owners rather than patients as they are considered to 

be full partners with providers and leaders in the management of their health and wellbeing. Leaders 

include SCF administrators, clinical directors, and tribal leaders. In this study, we will determine if a 

stakeholder-developed decision-support tool can improve engagement in depression treatment and 

clinical health outcomes in AN/AI individuals receiving primary care services. More specifically, SCF along 

with several nationally renowned research partners will address three specific aims:  

Specific Aim 1: Identify stakeholder understandings, preferences, and needs that influence depression 

treatment decisions in AN/AI individuals.  

Specific Aim 2: Develop, pilot, and evaluate a stakeholder-centered decision-support tool to help 

translate and integrate evidence-based guidelines, and stakeholder understandings, preferences and 

needs into depression management decisions.  

Specific Aim 3: Determine the impact of the stakeholder-centered decision-support tool on health, 

service utilization, and economic outcomes.  

RELEVANCE 
Collaborations built and solidified through this pilot mechanism foster continued stakeholder-focused 

research. This pilot project will invest in the capacity of SCF, a tribally-owned health care system, to 

improve the health and wellbeing of its customer-owners. The results will have considerable translation 

to other chronic health concerns, and will be applicable to other racially and ethnically diverse 

populations with persistent health disparities. This proposed project directly aligns with the PCORI 

mission and PFA interests and goals as we will "help people make informed health care decisions" 

through promotion of stakeholder involvement and use of "evidence-based information."   



ARIZONA 

Carvajal, Scott C.  
University of Arizona Mel and Enid Zuckerman College of Public Health   
In this participatory research project, we will test two methods to improve the delivery of patient-

centered health services in a federally qualified health center (FQHC) - Sunset Community Health Center 

(SCHC). FQHCs are increasing important community-based providers of health care in the U.S. SCHC 

offers a comprehensive array of primary care services such as medical, dental, pharmacy, OB/GYN, and 

behavioral health services. Stakeholders there have identified the development of a patient-centered 

approach to behavioral health services as a particular challenge. In fact, the delivery of behavioral health 

services to underserved populations, including predominantly rural Hispanic populations, is a well-

known challenge nationwide for primary care providers. SCHC stakeholders - including patients, health 

professionals (clinicians and community health workers / promotoras), and management - will be fully 

engaged as partners in this research. For this project we will implement and test two multi-component 

methods by which patient preferences for the delivery of behavioral health services can be efficiently 

gathered and translated into patient-centered care options and outcomes for SCHC, and for other 

FQHCs serving low-income, primarily Hispanic patients. The first multi-component method will integrate 

components of participatory research and systematic qualitative data collection and analysis. The 

second method will add conjoint analysis to further improve patient centered-care in real world, choice-

based, scenarios. The conjoint survey will reflect a range of patient-centered service attributes and 

provider-relevant attributes important to SCHC's complex service environment. Conjoint analysis will 

yield information on the relative importance of each of the attributes considered and whether there are 

identifiable patient segments with similar internal preferences, whose preferences differ strongly from 

those of other segments. This information will enable SCHC, and other FQHCs, to design with their 

stakeholders one or more action plans and care options to address segmented patient care preferences. 

Preferences of care options (including one based on integrating participatory, systematic qualitative 

data collection and synthesis with a quantitative conjoint survey and analysis) will be tested 

quantitatively through a patient preference study, as well as through additional evaluation at 

stakeholder meetings where costs and benefits of alternatives are considered.  

 
RELEVANCE  
This project is relevant to the PCORI objectives, including developing and evaluating innovative methods 

that assess and address differences in perceptions of care between providers and underserved clients in 

a real world setting. It will also use a participatory research model to engage stakeholders in all aspects 

of the process of developing a more patient-centered approach to behavioral health care. 

 

 



ARKANSAS 

Sullivan, Jan Greer 
University of Arkansas for Medical Sciences 
African Americans living in underserved areas of the rural South are a special sub-group of rural 

residents. Like other rural residents they hold rural values (Independence, stoicism, close relationships-

With family), but in addition rural African Americans have endured decades of discrimination .and 

poverty and have legitimate reasons to mistrust the health care system. This may be particularly the 

case for mental health care. The aim of this project is to gather information that can inform culturally 

congruent mental health delivery approaches and to identify community assets that can be engaged in 

support of mental health of a rural African American community in the Arkansas Delta, as there is often 

a considerable gap between the perspectives of "experts" and those of "ordinary" citizens, we will 

compare and combine two methodologies of gathering data; (a) "traditional" focus groups with key 

export stakeholders (clergy, collage students/administrators, and providers) and (b) deliberative 

democracy forums with ordinary citizens. The project will bring together participants from Tri-County 

Rural Health, the University of Arkansas for Medical Science, the Clinton. School of Public Service, 

Southeast Arkansas College, University of Arkansas at Pine Bluff, Kettering Foundation, local ministerial 

alliances, policy makers, and citizens of Jefferson County, Arkansas.  

 

RELEVANCE  

This project is relevant to the goals of PCORI in that it will obtain the perspectives of an underserved, 

disadvantaged, rural minority population around a topic that often is stigmatized: mental health care. It 

will compare and combine two methods of gathering qualitative data (traditional focus groups and 

deliberative democracy forums) in order to identify key mental health issues. The project is expected to 

lead to community-congruent approaches to deliver mental health care and to engage the community in 

supporting mental health. The project is also intended to build relationships as a foundation for a 

community-partnered comparative effectiveness trial. 

CALIFORNIA 

Allen, Diane D. 
San Francisco State University 
This project builds on the premise that health care should target the difference between patients' 

current and preferred health status. A novel self-report outcome instrument, the Movement Ability 

Measure (MAM), records patients' current perceived movement ability and the ability they prefer to 

attain for daily activities and participation in life roles. Multiple stakeholders will evaluate the clinical 

utility and effectiveness of a newly developed computer-adaptive test (CAT) version that may reduce the 

MAM's time cost to patients and clinics while facilitating its use as a guide to intervention planning. One 

sample of patients at a wellness center and a physical therapy outpatient practice will complete the 

MAM-CAT at initiation of physical therapy, at discharge, and at a two-month follow-up; Practitioners will 



use MAM-CAT responses as part of intervention planning in partnership, with a second sample of 

patients. Using a mixed-methods approach, the study team will compare. MAM-CAT responses to 

practitioners' documentation of intervention course and outcomes under two conditions: when MAM-

CAT responses are not available, and when the patient-practitioner partnership uses the responses to 

target the current-preferred movement ability gap. If this standardized instrument functions as 

expected, the MAM-CAT can be used in patient-centered comparative effectiveness research to 

determine the most effective type and dosage of intervention. The premise and cutting-edge 

methodology for this project could be used to advance patient-centered outcomes research not just in 

rehabilitation, but also in much of health care. This project meets two purposes of the PCORI Pilot 

Projects Grant Program: to collect preliminary data and to identify methodologies that advance patient-

centered outcomes. For Specific Aim 1 the study team will assess (i) the psychometrics of a newly 

created, translated, and clinically suitable MAM-CAT, and (ii) the relationship between the patient-

perceived current preferred movement ability gap on the MAM-CAT and the course of a physical 

therapy episode. For Specific Aim 2 the study team will assess the differences in outcomes when the 

current-preferred movement ability gaps from MAM-CAT responses guide practitioners and patients in 

planning, providing, and utilizing care.  

RELEVANCE 
This project fits the mission of PCORI by consistently offering the patient a voice when initiating 

intervention and evaluating effectiveness. The Movement Ability Measure (MAM) operationalizes a 

method for patients to record movement preferences routinely at initiation of intervention and at 

discharge, together with their perceived current movement ability. Cutting-edge technology in a 

computer-adaptive test version of the MAM (MAM-CAT) will enable calculation of patients' current-

preferred ability gaps across six dimensions of movement required for daily and preferred activities and 

participation in life roles. The MAM-CAT can direct patient and practitioner attention toward movement 

dimensions (for example, flexibility, strength, or accuracy) of highest priority when choosing among 

treatment or wellness options. Collaboration among practitioners for the best use of MAM-CAT 

responses will facilitate the patient-practitioner partnership in making informed treatment choices as 

they plan intervention together. Re-administered at discharge, the MAM-CAT will indicate whether 

intervention has effectively narrowed patients' current-preferred ability gaps. This project meets PCORI 

objectives, addresses patient-focused questions, and addresses three areas of interest by evaluating a 

patient-centered instrument designed to guide intention as well as assess outcomes in varied clinical 

populations, from very impaired to highly skilled. Use of this approach will permit patients and 

practitioners in clinical environments to explore behaviors, lifestyles, and choices within the patient's 

control (such as specific exercise routines) to help progress patients towards abilities they value.  

Clarke, Robin 
University of California, Los Angeles 

Enabling services are non-medical services that are delivered by primary care practices in order to 

facilitate how low-income patients access the healthcare system. These services attempt to address the 

social determinants of health by, for example, providing transportation to appointments, conducting 

case management assessments, or performing community outreach. Community health centers have 

incorporated enabling services as a core component of their care for the 25 million underserved 



Americans that they treat annually. However, there is very little peer-reviewed evidence evaluating the 

effectiveness of these services. Therefore, this study asks whether enabling services increase the 

delivery of traditional medical care, and if so, what is the standard of care required for effectiveness? 

Through a partnership between academic health services researchers and a statewide umbrella 

association for community health centers, three methodological phases evaluate the theories, evidence, 

and practices of enabling services. First, conceptual models will be developed mapping the theoretical 

pathways for how each category of enabling service reduces barriers and increases the delivery of 

medical care. Second, a systematic literature review will evaluate the existing peer-reviewed evidence of 

the effectiveness of enabling services in improving care delivery. Third, several novel modifications to 

the RAND/UCLA Appropriateness Method will use two different groups composed of community health 

center practitioners and staff to derive stakeholder perspectives and to close the effectiveness evidence 

gap found in the previous phases. This study will define a specific standard of care for each category of 

enabling service that will facilitate active investigation of how these patient-centered services affect the 

health care delivered to underserved patients. Therefore, this research will affect the implementation, 

diffusion, and reimbursement of these services. Additionally, this research will reshape how the existing 

patient-centered medical home paradigm applies to practices caring for low-income patients. 

RELEVANCE  

For low-income patients, social conditions hinder them from successfully accessing and navigating the 

health care system. Community health centers, primary care clinics that treat nearly 25 million low 

income patients each year, deliver enabling services that will facilitate some of these social impediments 

to improve their patients' access to appropriate care. Examples of these services include providing 

transportation to and from the clinic, conducting community outreach and education activities, and 

evaluating patients' eligibility for food, housing, or insurance programs. Defining these services and 

measuring their effectiveness is difficult, so their delivery is often fragmented and not guided by 

evidence. This study creates a new research method that incorporates community health center 

providers and patients to define what the standards of care are for these services and to explore their 

effectiveness in improving the delivery of medical care. These findings may contribute to enabling 

services being included and reimbursed as part of traditional health care delivery and to further 

research using this method on other patient-centered interventions. For low-income patients, the 

effects on how they interact and perceive the healthcare system and the quality of care that they 

receive may be profound.  

 
Frosch, Dominick 
Palo Alto Medical Foundation Research Institute 
Evidence from clinical consultations indicates that patients are frequently not informed by their 

healthcare providers of the full range of intervention options available and the potential associated 

outcomes. Decision support interventions can improve the range of information provided to patients 

and facilitate shared decision making, however these are only available for a small fraction of healthcare 

decisions made every day. A further barrier to patient centered care are recently identified patient 

perceptions and beliefs that actively participating in clinical decision making may lead them to being 



perceived as "difficult" patients by their healthcare providers, and that being labeled as "difficult" could 

subsequently result in lower quality care. Moreover, medical staff members were perceived as least 

likely to approve of patients actively participating in clinical decision making. These patient beliefs of 

fearing repercussions for asserting themselves in clinical decision making suggest that for shared 

decision making to become routine, providers need to create a "Zone of Openness" that dispels these 

beliefs. The proposed project aims to test the implementation of 2 complementary interventions: a 

simple evidence-based patient activation intervention - "Ask 3 Questions"- augmented by a novel 

theory-based intervention - the "Zone of Openness" - aimed at healthcare providers. The novel 

intervention will be developed in collaboration with multiple stakeholders (physicians, clinical support 

staff and patients) and will be informed by a concurrent micro-systems analysis of 4 primary care 

practices, to identify the best methods for implementing interventions to promote patient centered 

communication. Once the "Zone of Openness" intervention is developed, we will conduct a pilot 

randomized controlled trial using a 2x2 factorial design to collect data to inform a large scale evaluation 

of the interventions, alone and in combination compared to a control condition. Consistent with a 

patient-centered approach, outcome measures will be selected in collaboration with a group of patient 

stakeholders. Findings from self-report measures will be validated with objective measurement of 

clinical encounters, by audio recording consultations. This proposal responds directly to the PCORI area 

of interest #3: "Developing, refining, testing, and/or evaluating patient-centered approaches, tools, for 

translating evidence-based care into health care practice in ways that account for individual patient 

preferences for various outcomes."  

RELEVANCE  
The proposed project is highly relevant to the mission of PCORI. We will develop, implement and test 2 

complementary interventions - the "Zone of Openness" and "Ask 3 Questions" - aimed at improving 

patient centered communication. The purpose of the interventions is to empower patients to ask and 

encourage healthcare providers to answer the patient-focused questions at the heart of PCORI's 

mission: (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?; and (3) 

What can I do to improve the outcomes that are most important to me? This project will result in 3 key 

deliverables: (1) a new theory based intervention to create a clinical "Zone of Openness"; (2) rigorous 

pilot data to inform a large scale effectiveness trial of the intervention, alone and in combination with 

"Ask 3 Questions"; and (3) a tool-kit for implementation of these interventions in primary care. Findings 

and products from this project will be disseminated through conferences, publications in peer-reviewed 

journals and collaborative networks of implementation researchers focused on patient centered care.  

 
DeBar, Lynn 
Kaiser Foundation Research Institute 
Patients with complex pain conditions, who may also suffer from depression or anxiety, utilize a 

disproportionate amount of health care services and are increasingly prescribed opioid treatment 

despite the high cost, potential adverse events, and modest efficacy. This application's overarching 

objectives are to engage these patients and other key stakeholders in an iterative process of pilot-

testing a validated patient generated instrument, MYMOP, to support primary care encounters and 



provide a strong, direct comparison between a strategy of incorporating patient reported outcomes into 

the package of care for the complex pain patients and usual care. The specific aims of the proposed 

study are to: 1) adapt the MYMOP for use in the primary care setting well-integrated into everyday 

practice flow; 2) develop a decision-support tool built around the MYMOP and key stakeholder feedback 

for use in helping complex chronic pain patients and their PCPs co-manage the patient's care; 3) 

evaluate whether the utilization of the MYMOP data in routine primary care encounters results in 

improvements in patient symptoms and functioning over time as well as increased satisfaction with the 

visit for patients and PCPs; and 4) determine whether using in-person and multiple online modalities 

(including web conferencing, asynchronous threaded message boards) for stakeholder forums results in 

fuller participation, more usable feedback for process refinement, and improved sustainability of study 

products. To achieve aims 1, 2, and 4 the research team will work with a variety of key stakeholders in 

iterative cycles of MYMOP implementation and the development of an accompanying decision-support 

tool. For aim 3, the research team will capitalize on an existing NIH funded infrastructure and compare 

the reported outcomes and health care utilization from participating patients for whom the MYMOP will 

be used in routine clinical care to a matched group of chronic pain patients from the NIH prospective 

cohort study who will not receive the MYMOP but will otherwise have similarly collected data. In 

addition, an assessment will be made of the extent to which MYMOP adds patient-centered information 

to more conventional instruments. The proposed study provides complex pain patients and other key 

stakeholders with a voice in identifying the health care outcomes that are important to them and the 

decision support tools that may improve their health care outcomes and satisfaction over time.  

RELEVANCE 

This project is relevant in that it introduces a quantifiable clinical and quality measure of success that is 

defined by the patient. As such, it represents a step toward refocusing clinical care to patient centered 

outcomes. The proposed research will address two of the four questions central to the Patient Centered 

Outcome Research Institute (PCORI), namely "What can I do to improve the outcomes that are most 

important to me?" and "How can the health care system improve the chances of achieving the 

outcomes I prefer?" The Measure Yourself Medical Outcome Profile (MYMOP) is a tool that focuses the 

patient on identifying the outcomes of highest importance to them. Making this information available to 

their primary care provider at the point of service enhances opportunities for focusing on these 

outcomes during the health care visit. If the proposal aims are achieved, patients will be more 

empowered by and satisfied with their interaction with their providers. By putting the focus on patient-

defined outcomes, there is the opportunity to better tailor advice for self-care and to identify available 

health plan services that are likely to enhance such self care. This project primarily focuses on the 

following PCORI priority - "developing, refining, testing, and/or evaluating patient-centered approaches, 

including decision-support tools, for translating evidence-based care into health care practice in ways 

that account for individual patient preferences for various outcomes". However, the project will also 

address two other PCORI goals - testing methods for bringing stakeholders together and evaluating 

patient-centered outcomes instruments.   

 



Fenton, Joshua J. 
University of California, Davis 
Enhancing the value of health services is an urgent national health priority. Enhancing value entails 

reducing inappropriate or unnecessary care while maintaining or improving healthcare quality and 

safety. While many factors may contribute to inappropriate care delivery in the U.S., patient requests 

have been shown to influence clinical decision-making regarding inappropriate services. Patient-

centered communication, however, can potentially avert inappropriate care while maintaining a trustful 

patient-doctor relationship. Tools to enhance patient-centered communication may therefore play a 

critical role in reducing inappropriate care and enhancing healthcare value and safety. In response to the 

PCORI's interest in "the development, refinement, and testing of interventions to enhance patient-

centered care," we propose to develop and to evaluate a novel intervention using standardized patients 

(SPs)—or actors playing the roles of patients—to enhance physicians' patient-centered counseling skills 

regarding two frequently overused, potentially inappropriate services in primary care: magnetic 

resonance imaging (MRI) for acute low back pain and bone densitometry in women at low-risk for 

osteoporosis. We will further evaluate whether intervention effects on physician patient-centeredness 

generalize to counseling regarding other costly, unnecessary diagnostic tests. Specific aims are:  

1) To use stakeholder focus groups to develop an educational intervention for primary care physicians 

based upon simulated office visits with standardized patients (SPs) requesting two commonly overused 

services.  

2) To evaluate in a randomized trial the effectiveness of the intervention in enhancing physician patient-

centered counseling behavior and reducing inappropriate or unnecessary test ordering.  

3) To explore the durability of intervention effects and whether effects generalize to the delivery of 

other unnecessary primary care services.  

 

RELEVANCE  

We will learn from the study whether actors playing the roles of patients (standardized patients) can 

help physicians develop skills in addressing patient requests in a patient-centered way. Using 

stakeholder feedback, this study will develop and evaluate—in a controlled experiment—a standardized 

patient intervention to enhance patient-centered counseling when patients request inappropriate tests 

from primary care physicians. The long-term goal of this study is to assist in finding patient-centered 

ways to avert costly but unnecessary testing while enhancing the patient-doctor relationship. 

 

Hauser, Stephen 
University of California at San Francisco 
Our goal is to develop an effective and secure digital portal named BioScreen to access and display real-

time clinical and biomarker information for use by patients and health providers, linked to the 

development of novel instruments and methods that promote evidence-based education, the 

generation of innovative hypotheses and an integrative approach for patient-centered outcomes 

research. This project will initially focus on multiple sclerosis (MS), a common autoimmune disease of 

the nervous system, but will include the elements for transferability to other chronic diseases. Using 



state-of-the-art information technology we will carry out the proposed research goal through the 

following specific aims:  

Specific aim 1. To integrate multiple dimensions of patient information in a single modular navigation 

system, including: clinical evolution of the disease, treatments, environmental exposures, brain imaging, 

plus genomic and biomarker data.  

Specific aim 2. To enable the analysis of an individual's clinical course and data within the context of 

relevant reference groups, thus creating a transparent platform to quantify clinical outcomes and 

disease trajectories.  

Specific aim 3. To facilitate the patient's engagement in disease management and data acquisition.   

RELEVANCE  
An increasingly difficult challenge for clinicians and patients is to organize, integrate and interpret 

diverse types of clinical and biologic data to track disease 

processes, predict outcomes, and personalize  therapeutic 

decision-making. For the common neuroinflammatory and 

neurodegenerative disorders, high resolution neuroimaging 

metrics, often combined with laboratory and other biologic 

data, are now available. Although these biomarkers are 

increasingly used to help guide treatment, they are applied to 

decision making irregularly, in a haphazard and 

nonstandardized fashion, and with insufficient evidence to 

inform their use. Here we propose a project that (1) uses an 

innovative multi-disciplinary approach, (2) moves from bench 

to bedside and back, (3) efficiently combines the realms of 

personalized medicine, education, social media and 

telemedicine, and (4) establishes a unique, recyclable model 

for multi-dimensional outcomes research.  

Jansson, Bruce 
University of Southern California School of Social Work 
This pilot project seeks to produce advocacy engagement measures (scales) that accurately predict the 

extent and nature of patient and policy advocacy interventions provided by hospital-based nurses, social 

workers, and residents and why they provide varying levels of advocacy. The project defines advocacy as 

the engagement and planned interventions to help patients resolve unaddressed problems and to 

change dysfunctional policies in hospitals, communities, and governments. It will also obtain feedback 

from patients and administrators from focus groups. These research procedures will produce useful 

qualitative data to foster the developing of training and organizational interventions to increase 

advocacy interventions. The project will develop five scales to be used to identify personal, professional, 

and organizational factors (independent variables) that help explain the extent specific patients, nurses, 

social workers, and medical residents participate in patient and policy advocacy. It will develop two 

scales (dependent variables) to measure the extent they participate in patient and policy advocacy 



interventions. The project will use statistical procedures to verify that the scales accurately measure 

these independent and dependent variables. The project will also obtain quantitative data from samples 

of 100 respectively of nurses, social workers, and residents drawn from a stratified sample of hospitals 

in Los Angeles County that will include public hospitals, not-for-profit hospitals, hospitals associated 

with health maintenance organizations (HMOs), hospitals from the Veterans' Administration, and for-

profit hospitals. It will obtain preliminary data, as well, from samples of 30 patients and administrators 

drawn from these hospitals to obtain their perspectives. Data will be obtained in three ways: on-line 

surveys, personal interviews, and focus groups. This project is relevant to PCORI's three program 

requirements. It provides a rationale, measurement tools, and data to make advocacy a national 

research priority to advance patient-centered care. It collects preliminary data to serve as a platform for 

future research. It identifies an important gap in research methodology and increases knowledge 

through the development of scales that measure the independent and dependent advocacy variables. It 

advances PCORI's mission to promote informed persons' health care decisions in a project guided by 

stakeholders.  

RELEVANCE  

Millions of Americans possess unresolved problems including failure to honor their ethical rights and 

lack of quality care, preventive care, culturally-competent care, affordable care, attention to mental 

problems and community-based care. These problems can harm patients' well-being by aggravating 

existing health problems and causing new ones. Advocacy can help many patients resolve these 

problems through advocacy engagement with nurses, social workers, and residents. This research will 

develop scales to measure accurately the extent and nature of advocacy of specific health professionals 

and to determine why health professionals provide different levels and kinds of advocacy. It will 

facilitate the development of training and organizational interventions to facilitate advocacy among 

patients, administrators, and these health professionals. Advocacy is strongly related to PCORI's desire 

to promote patient-centered care because it empowers patients to become active participants and 

encourages professionals and administrators to partner and engage with patients to resolve 

unaddressed problems.  

Thom, David 
The Regents of the University of California 
The proposed project will characterize how health coaches, as members of the patient's primary care 

team, support informed patient decision making, how patients view the role of health coaches and 

clinicians support for decision making, and how support for patient decision making can be optimized. 

Qualitative data from patients, health coaches, clinicians and patient's family members will be collected 

in a step wise fashion using direct observation, focus groups and individual interviews to create, refine 

and validate descriptive framework/models of patient interactions with health coaches and clinicians 

around decision making and patient preferences of decision making support from their care team. Direct 

observations of encounters between patients and their primary care provider and patients and their 

team's health coach will be videotaped and thematically analyzed using established qualitative methods. 

In addition, patients and the clinician or health coach will view the video tapes to comment on and 

provide additional insight into the decision making process using the technique of stimulated recall. 



Results from analysis of the direct observation data will be used to structure focus groups of patients 

and family members to further investigate their experience with medical decision making, their views of 

the roles of clinicians and health coaches, and their preferences for decision making support. The 

descriptive models developed from this step will be further tested and refined using individual 

interviews with patients, family members, health coaches and clinicians. In addition, survey information 

will be collected from all 4 groups to characterize their relationship with their provider and health coach 

and their preferences for decision making using previously validated scales. The resulting descriptive 

framework will inform future studies of the role of health coaches in supporting patient decision 

making, improve health coach training, and give health coaches and providers new tools for assessing 

and responding to patient preferences for decision making support.  

 

RELEVANCE 

For comparative effectiveness and other research to have an impact, patients need to be able to 

incorporate the best information into their decision making. Health coaches are increasingly being 

utilized as part of the patient care team, particularly for patients who have language, educational and/or 

cultural barriers to obtaining medical care, but we know very little about their interactions with patients 

in practice, or patient perceptions and preferences regarding support from health coaches. The 

proposed project will leverage the unique experience, expertise and resources we have available to 

create a conceptual framework for understanding the role of the health coach in patient decision 

making and will provide a basis for future studies of strategies to help improve patient decision making 

and help guide incorporation of health coaching into primary care. The results of this study will provide a 

basis for new strategies for clinicians and health coaches to help patient preferences and individual 

circumstances that affect their decision making, explain options and likely benefits and harms given the 

patients' personal characteristics, and help patients make choices to achieve their desired outcomes. 

Applying these strategies this will engage patients in their health care, improve both clinical practice and 

the patient's experience of care. 

 

COLORADO 

Jensen, Amy K. 
National Stroke Association 
Mobile technologies (M-tech), such as smartphones and tablets, have permeated society and 

transformed how people communicate and seek out new information. There is potential for M-tech to 

improve personal health management. Many patient-centered healthcare M-tech applications are 

already available. However, data regarding patient needs, attitudes, knowledge, and behavior toward 

M-tech are lacking, preventing conclusion about its effectiveness in impacting patient-centered 

outcomes. The aim of this collaborative project is to explore the needs, attitudes, knowledge, and 

behavior toward M-tech for health management within the model of stroke, as stroke survivors and 

their caregivers require continuous health monitoring and informational updates. The research team will 

conduct formative focus groups (differentiated by age, gender, and race/ethnicity) with stroke survivors 



and caregivers in Brooklyn and Denver to obtain information on needs, attitudes, knowledge, and 

behavior. Information from the focus groups will inform the development of a quantitative survey, 

which will target a representative population sample from National Stroke Association's (NSA) database 

of more than 60,000 and include stroke survivors engaged with the Arthur Ashe Institute. The survey will 

measure participants' knowledge of M-tech, access to such resources, and willingness to use M-tech for 

health management. Next, the team will conduct summative focus groups to obtain an in-depth 

understanding of salient survey findings. All data collected will be used to address the M-tech 

knowledge gap. Usability testing will identify key issues around existing smartphone apps. This aspect of 

the research will help define user requirements and design solutions for new applications. The study's 

year 2 goal is to use the data to design and create M-tech applications for stroke survivors and 

caregivers. Applications will be tailored to address relevant needs of specific populations. Researchers 

will then assess satisfaction and usability of these applications, which may become models for other 

disease-specific and health state conditions.   

RELEVANCE 
This project is relevant to the mission and goals of PCORI in several ways. The research team proposes to 

collect preliminary data on needs, attitudes, knowledge, and behavior of stroke survivors and caregivers 

about emerging technology resources to improve health management. This information will be used to 

systematically assess the usability and value of mobile technologies (M-tech). The benefit of the 

project's design is that it uses both qualitative and quantitative methods to fill gaps in existing research. 

Existing research does not provide the unique perspective of how stroke survivors and their caregivers 

view and use mobile apps, how they track health information, and their interest in using these apps to 

manage health issues. The research design will identify unique usability constraints and requirements as 

well as examine the relevance of race, ethnicity, gender, and age. The preliminary data will provide a 

platform for future M-tech research. This innovative project will identify new directions and 

methodologies for development of M-tech, especially mobile applications, based on specific stroke 

survivor and caregiver needs which can be used in future patient-centered health outcomes research.   

 
Matlock, Daniel D 
University of Colorado School of Medicine 
Patient decision aids (PtDAs) designed to support patient decision making vary markedly. They come in 

multiple divergent forms including paper, videos, and interactive websites. When studied, many 

improve important aspects of decision making. However, the most effective PtDAs have not been 

identified or adopted into clinical practice. Implantable Cardioverter-Defibrillators (ICDs) are an ideal 

model to explore strategies to improve decision making given the trade-offs between significant 

benefits and significant risks. Aims: -Year 1 (Aim 1): Develop three different decision aids for patients 

considering ICD therapy: 1) a one page "Option grid" for use within a clinical encounter; 2) a video with 

vignettes; and 3) an interactive web-based decision aid with vignettes, tailored risk statistics, and 

usability data. -Year 2 (Aim 2): Test each of these decision aids within the real-world among patients 

currently undergoing ICD decision making at three sites: 1) The University of Colorado; 2) The Denver 

Veterans Affairs; and 3) Kaiser Colorado. The primary outcome will be decision quality (knowledge, 

values concordance) and secondary outcomes will be decision conflict, decision process, usability, 



feasibility, and acceptability. Design and methods (Aim 1): Prototypes will be developed iteratively with 

input from patients and clinicians who have experienced ICD decision making. The prototypes will then 

be reviewed by a patient and clinician advisory panel. Finally, they will be subjected to "mock" 

interviews simulating real-world decision making. Design and methods (Aim 2): Aim 2 will be 

accomplished through a randomized clinical trial at three sites. Patients will be eligible if they have been 

offered an ICD for primary prevention (no history of cardiac arrest). Sixty patients will be randomized in 

a 2x2 fashion to the video/website vs. control and the option grid vs. control. Broad, long-term 

objectives: The goals of this research are 1) to inform the science surrounding different types of PtDAs 

and 2) to increase the collective understanding on how PtDAs can be implemented into real world 

settings.   

RELEVANCE 
This project designed to develop three patient decision aids for patients facing the decision to receive an 

ICD is highly relevant to the mission and goals of PCORI as well as to this funding announcement. First, 

this project directly addresses two PCORI definition questions (#1 and #2) which will assist PCORI in 

defining its research agenda. Second, this project is directly aligned with PCORI areas of interest #3: 

"Developing, refining, testing, and/or evaluating patient-centered approaches, including decision 

support tools..." and PCORI area of interest #5: "Identifying, testing, and/or evaluating patient-centered 

outcomes instruments" as this will be the first real-world application of a survey instrument designed to 

measure the quality of ICD decision making that we have developed over the past three years. Third, 

this proposal is directly in line with PCORI mission statement by helping "people make informed health-

care decisions" and by being based on "research guided by patients, caregivers and the broader health 

care community."  

Westfall, John M. 
University of Colorado - Denver 
Boot Camp Translation addresses the core concepts of the Patient Centered Outcomes Research 

Institute by providing an approach to advance the quality of care in the United States that maintains the 

scientific integrity of the robust evidence base in healthcare while honoring the local and cultural 

aspects of community and health. Boot Camp Translation alters the conceptual framework that patients 

and community members hold for medical conditions and preventive care they consider a high priority 

for themselves and their community by translating those evidence-based recommendations into 

language and constructs accessible to diverse communities and patients. We will mobilize broad 

campus-community partnerships developed through the Partnership of Academicians and Communities 

for Translation (PACT), and the Community Engagement Core of the Colorado Clinical Translational 

Science Institute, which includes seven core staff and 11 Community Research Liaisons dedicated to 

community-engaged research. We will engage our partnerships to identify patient-centered health and 

healthcare related issues prominent in each community. Using a Delphi approach, our partners will 

activate personal relationships to bring together community members, clinical practices, patients, 

providers, and researchers to identify the important health issues they each face. Over a three-month 

period these groups will meet several times to combine and connect and focus these topics into a 

priority list for further work. The second step will be to identify the evidence-based recommendations 

for care related to these issues. The PACT Council will assist the Community Engagement Core staff in 



identifying all A and B level evidence-based recommendations for each topic and present them back to 

the community members and patients for further prioritization. The third step involves translating those 

evidence-based guidelines into language and programs accessible to diverse communities and patients. 

Based on local and community priorities, each group will choose a topic with evidence-based 

recommendations to move on to Boot Camp Translation. Boot Camp Translation is an innovative 

approach used successfully multiple times in the High Plains Research Network to translate evidence-

based medical recommendations into language and concepts accessible to rural communities and 

patients. Boot Camp translation consists of a one-day retreat followed by additional one-hour sessions 

and short, focused phone conferences. Each of these community Boot Camp Translations will identify 

key elements of the chosen topic and develop language and concepts that are more accessible for local 

community members and patients. Based on the prior success of Boot Camp Translation in rural eastern 

Colorado, we will be able to test this approach in a variety of settings that can be used by local and 

regional communities throughout the United States. By engaging the local community in the process it is 

assured of local and cultural relevance and increases the chance of uptake and implementation.  

RELEVANCE  

We propose to use a pilot-tested approach we call 'Boot Camp Translation' to translate evidence-based 

recommendations into language and conceptual frameworks accessible by the diverse communities in 

Colorado to increase the uptake and implementation of evidence-based recommendations and improve 

patient outcomes. This proposal specifically addresses three of the stated Areas of Interest in the PFA: 

identifying priorities; bringing together key stakeholders; and developing and refining evidence-based 

care in a manner that respects local and individual patient preference.   

 

CONNECTICUT 

Bonarrigo O'Connell, Maria 
Yale University 
Current models of shared decision-making in medicine emphasize the collaborative relationship 

between a practitioner and patient in making informed treatment decisions. Central to these models is a 

presumption that people have enough information to identify and choose treatment that is consistent 

with their values, goals, and preferred states of health. But the range of decisions that can be, or should 

be, made within the context of a shared decision-making process is fairly restricted, limited to 

predetermined treatment options. While important, these are not necessarily the personal decisions 

most meaningful to people with chronic illnesses. The objective of the proposed project is to improve 

clinical practice and enhance services through the development of a supported decision-making tool 

that can help people with chronic illnesses a) identify and communicate their preferences about 

treatment and health outcomes, and b) make decisions that are consistent with their preferences, goals, 

and values.  



The specific aims include:  

1) To explore the hopes, goals, and values and perceived barriers to, and facilitators of, shared 

healthcare decision-making among persons with chronic illnesses;  

2) To create graphic representations of hopes, values, goals, and preferred supports among persons 

with chronic illnesses based on concept mapping techniques that can be used to inform the 

development of a personal decision making tool; and  

3) To develop and conduct a preliminary examination of a Supported Decision-Making Tool that can help 

guide decisions about life pursuits and treatment among individuals with chronic illnesses.  

The proposed study involves three phases of research that combines a rigorous qualitative study with 

concept mapping techniques and involving patients with chronic medical and psychiatric illnesses as co-

researchers in all phases of research. The current proposal addresses four PCORI areas of interest 

including developing methods for bringing together stakeholders into the research process, developing 

decision-support tools, testing patient-centered outcomes instruments, and evaluating a method of 

assess patient perspectives.  

RELEVANCE  
The proposed research is relevant to the mission and goals of PCORI in that it will help individuals with 

chronic illnesses make more informed health care decisions through the development of a Supported 

Decision-Making tool that is developed by patients in conjunction with healthcare practitioners. 

Furthermore, the Supported Decision-Making tool will help to inform health care practitioners about an 

individual's preferences, values, and goals in relation to healthcare decisions and/or decisions that may 

impact health related quality of life. The research employs mixed qualitative and quantitative 

methodologies and innovative concept mapping techniques to ascertain individual preferences and 

needs for treatment and health-related quality of life among people at various stages of illness. By 

including individuals with both medical and psychiatric conditions as co-researchers and participants, 

the tool and associated measures that are developed will be relevant to a broad population of 

individuals. Moreover, the research will also serve to inform PCORl about potential priority areas for 

patient-centered outcomes research, which may be elucidated in the concept mapping and qualitative 

data.  

 

  



DISTRICT OF COLUMBIA 
 

Lantz, Paula 
The George Washington University 
 

The Patient Protection and Affordable Care Act includes a requirement that all health insurance plans 

provide first-dollar-coverage for specified preventive services, including those services that receive an A 

or B rating from the U.S. Preventive Services Task Force. When USPSTF recommendations do not 

support broad, routine use of a clinical service that is already widely used, confusion, criticism and 

controversy often ensue. This is clearly evident in the most recent USPSTF recommendations regarding 

cancer screening tests such as prostate specific antigen screening and mammography for women in 

their 40's. With the enhanced role of USPSTF recommendations in health care reform and insurance 

benefit design, patient-centered, informed preventive care requires an understanding of the purpose, 

process and results of evidence-based guidelines, and how to interpret and use the guidelines for 

personal care decisions. The overarching goal of this research is to engage multiple stakeholders in a 

novel, multi-methods research strategy to identify messages/communication frames that will be useful 

in materials and decision aids that reduce uncertainty and thus assist patients in making decisions about 

the use of clinical preventive services, particularly ones for which the USPSTF recommendations are 

controversial and/or unclear. With input and guidance from an Advisory Board, the specific research 

aims of this proposed project are: 1) to explore knowledge/attitudes about the USPSTF, its 

recommendation development process, and recent controversial recommendations through 8 focus 

groups with 60 patients and semi-structured interviews with 150 physicians; 2) to conduct a population-

based telephone survey of U.S. adults to document the range, prevalence and covariates associated with 

knowledge and attitudes about the USPSTF, and also about its recent controversial recommendations 

against PSA tests and mammography ages 40-49; and 3) to use the formative data collected in aims 1 

and 2 to develop and pilot test 4 communication frames/messages for patients regarding the USPSTF 

process and recommendations through a novel internet-based experiment with 1,500 adults. The aims 

build upon each other, all with the goal of identifying the best strategies for having engaged, informed 

consumers in the important arena of clinical preventive services, especially those for which expert 

recommendations are contested and/or otherwise controversial.  

 

RELEVANCE  

This research will help elucidate the frames within which people think about evidence-based health care 

guidelines developed by a government-sponsored panel. It will also help to craft effective 

communications regarding confusing, controversial guidelines for preventive behaviors that assist 

patients in considering "what are my options and what are the benefits and harms of those options?" In 

addition to reducing uncertainty and helping patients to make informed health care decisions, this 

research will help improve dialogue and discussion about "evidence-based guidelines" and controversial 

USPSTF recommendations among important stakeholders. While the controversial guidelines being 

considered in this particular research are about cancer screening, the results produced from this work 



have much broader implications. It is our belief that high quality, patient-focused research is essential to 

patient-engagement in health care decisions. We are proposing both traditional and novel ways to 

solicit the perspectives of a large number of patients (rather than a small number of hand-picked 

advocates or volunteers) through valid data collection/analysis approaches. This proposed project is all 

about the patient, and throughout the course of the project we will be collecting information from over 

2,000 patients on the important topic of evidenced-based guidelines for preventive health care 

decisions. 

FLORIDA 

Tappen, Ruth M.  
Florida Atlantic University (FAU)   
Many treatment decisions present serious difficulties for patients and their families. Decision aids are 

research based tools to help them make deliberative choices based upon the options available, risks and 

benefits of each option and their own health-related values. Research on the reasons why many 

apparently unnecessary (and potentially deleterious and costly) rehospitalizations of Nursing Home (NH) 

residents occur indicates that resident and family insistence on transfer and communication gaps 

between residents, their families, NH staff and primary care providers are major factors. The purpose of 

this two phase project is to design and test a new Transfer Decision aid that addresses these factors. A 

mixed methods approach will be employed to address these aims. In Phase I, a comprehensive review of 

the literature on the risks and benefits of acute care transfers and guidelines for development of 

decision aids will be done and interviews of a diverse sample of residents, their families, primary care 

providers, nurses and social workers will be conducted. The results will be used to inform development 

of the Transfer Decision aid. In Phase II, the new Transfer Decision aid will be evaluated by these 

stakeholders, revised as indicated and then pilot tested in a randomized control trial for its effect on 

decision quality and acute care transfer decisions. The long-range goal of this study is to better prepare 

NH residents and their families to participate in making these important decisions about their care.   

RELEVANCE   

This proposed study addresses the PCORI patient-focused question, "What are my options and what are 

the benefits and harms of these options?" and the PCORI area of interest related to development of 

decision support tools that bring patients, families and clinicians together to decide, in this instance, 

whether or not transfer from the nursing home (NH) to acute care is necessary and appropriate. NH 

residents, their families and their care providers (physicians, nurse practitioners, physician assistants, 

nurses and social workers) will be involved in the design and testing of the new Transfer Decision aid in 

the following ways:  Provide input into the content of the Transfer Decision aid.  Critique the Transfer 

Decision aid before it is put into practice.  Participate in pilot testing of the Transfer Decision aid.  This 

approach is in sharp contrast to current practice which is to inform residents and their families about 

the transfer after the decision has been made. This proposed project challenges current practice and 

offers a potentially beneficial solution.   



GEORGIA 

Becker, Edmund R. 
Emory University 
With patient centered care (PCC) becoming one of the foundations of high-quality hospital care, it is 

essential that policymakers, hospital leaders, and hospital patients and providers understand the 

implications in the hospital setting. Our project builds a unique national two-year database that links a 

comprehensive mix of hospital market, structure, process, patient satisfaction, and outcome data with 

patient characteristics that include age, gender, race/ethnicity, and selected comorbid and chronic 

conditions. Using this database, we test and evaluate the validity and strength of the relationships 

among hospital measures of patient-centered care (PCC) and aspects of the hospital's market, structure, 

evidence-based processes, patient population mix, degree of implementation of electronic health 

records, costs and outcomes for four medical treatments that are part of the Final Rule of the Hospital 

Based Value Purchasing legislation that begins in 2013. Specific aims of the evaluation process include: 

(1) analyzing the extent to which hospital patient centered care (PCC) measures correlate with hospital 

evidence-based processes, costs, and clinical outcomes; (2) evaluating how hospital PCC measures are 

influenced by the patient's race/ethnicity, age, gender, chronic conditions, and severity of illness; (3) 

analyzing the relationship between hospital PCC measures and the implementation of the electronic 

health record (EHR); and (4) assessing the potential implications for hospitals and PCC of the value-

based incentive reimbursement in the new legislation. We will then present research findings and 

incorporate feedback from a national "roundtable" of 25 of the nation's leading Chief Experience 

Officers (CXOs), hospital leaders, and researchers who are focused on transforming the human 

experience of health care. This group of stakeholders, established at Stanford University by one of our 

collaborators, was created to accelerate the discovery of healthcare service innovation that improves 

the value of care via exceptional patient experience. Finally, we will disseminate our results, refined by 

the CXO meeting, to the national audience of providers, administrators and policymakers who guide, 

implement, and influence PCC.  

 

RELEVANCE  

It is essential that policymakers, hospital leaders, and hospital patients and providers understand the 

implications of patient centered care in the hospital setting. Current legislation dictates that hospital 

reimbursement, in part, will increasingly be driven by high performance results on patient satisfaction 

and patient process measures. However, there is little comprehensive data that allows the study of 

patient satisfaction and process measures in the hospital with other critical aspects of the hospital's 

market, structure, and outcomes, controlling for different patient characteristics and whether the new 

policies will lead to higher or lower inpatient costs. The proposed study would create such a research 

resource that could be used to test many different hypotheses related to measuring, monitoring and 

improving the patient centeredness of hospital care in this country. Such a dataset would be a powerful 

tool for policy makers and researchers as well as a data-driven source to inform diverse stakeholders 

and to organize and incorporate their feedback. To our knowledge, no such national database currently 



exists to address these types of issues nor is there a process that engages key stakeholders who will be 

responsible for guiding implementation of PCC in our nation's hospitals. By linking data on the patient's 

race/ethnicity, income status, insurer/payer, age, gender, chronic conditions, and medical conditions, 

we will have an extraordinarily robust database to analyze how hospitals with differing mixes of patients 

perform. 

 

ILLINOIS 

Delaney, Kathleen 
Rush University Medical Center/Rush College of Nursing 
In order to achieve optimal patient-centered care on inpatient psychiatric settings, patients and staff 

nurses need to experience an environment that has the following quality dimensions: safety, 

engagement, self determination, achievement, and respect. Currently there are no instruments that 

measure these dimensions. The long term objective of this program of research is to provide a nationally 

recognized measure to guide achievement of optimal patient-centered care in inpatient psychiatric 

settings and predict outcomes of psychiatric care. To that end, the purpose of this pilot project is to 

develop a measure of patient-centered care: the Combined (patient and staff nurse versions) 

Assessment of Psychiatric Environments (CAPE).  

Specific Aims  
1. Develop a patient version of CAPE representing patients' perceptions of the five quality dimensions of 

the inpatient environment by:  

1a. Generating a list of items that reflect patient-centered care from focus groups with former 

inpatients  

1b. Establishing content validity of these items using an expert panel of former inpatients.  

1c. Establishing former inpatients' interpretation of items using cognitive interviewing.  

1d. Conducting psychometric evaluation (reliability- convergent validity) of the final version with 

patients at six psychiatric inpatient settings  

2. Develop a staff version of CAPE representing staff nurses' perceptions of the five quality dimensions 

of the inpatient environment by:  

2a. Developing a list of items that reflect patient-centered care from existing nursing interview 

data  

2b. Establishing content validity of items using an expert panel of psychiatric nurses  

2c. Establishing nurses' interpretation of items through cognitive interviewing.  



2d. Conducting psychometric evaluation (reliability, convergent validity) of the final version with 

staff  

RELEVANCE  
Relatedness of project to program requirements: There is no currently accepted method to assess the 

delivery of patient-centered care in psychiatric inpatient settings. Using patient and staff nurses' 

perspectives, the research team will create an innovative measure of patient-centered care in 

psychiatric inpatient settings. This project informs a critical element of patient-centered research by 

tapping into the voice of a population usually deemed incapable of guiding their health care. Psychiatric 

patients' perspectives have been consistently overlooked yet have substantial implications for their 

recovery. 

Research design and methods for achieving states goals. This study will employ an instrument 

development design to create the patient/staff versions of the CAPE, an instrument made up of five 

quality dimensions of patient-centered care. In preliminary work, focus groups were conducted to learn 

ways patients and staff define the events that occur during inpatient treatment that have significance 

and value to the individual in the context of creating a safe unit and promoting patient-centered care. 

These data will be used to generate items for the CAPE and via an event judgment approach; items will 

be rated for importance. Expert panels of staff and patients will review the items. Cognitive interviewing 

will be conducted to assess former inpatients' and staff nurses understanding and interpretation of the 

items. The measure will be administered to patients and staff at six psychiatric settings to establish its 

psychometric properties.  

IOWA 

Wolinsky, Fredric  
University of Iowa 
Patient-reported outcomes obtained from mail, telephone, and personal interview surveys are widely 

used in comparative effectiveness research (CER). When surveying older adults, proxy-respondents are 

often used to avoid nonresponse due to target persons either being unavailable or unable to complete 

the survey themselves. But this creates the potential for respondent status effects if proxy-respondents 

report information differently than the target person would. While little is presently known about such 

respondent status effects, understanding them is critical because CMS already uses proxy-reports in its 

CAHPS and HOS surveys to rate Medicare plan performance and to set quality bonuses, and CER uses 

them to compare different treatments for the same condition and determine which ones pose the 

greatest benefits and harms, and for which patients. To better understand respondent status effects, 

this study will use a nationally representative cohort study of 6,645 older adults that includes detailed 

information on whether the data comes from self-respondents alone, self-respondents assisted by 

others, or proxy-respondents, the reason why assistance was provided or a proxy was used, the 

relationship of the proxy or assistor to the target person, and the target person's self- or proxy-assessed 

memory and recent memory changes. Our three hypothesis-driven specific aims are to evaluate the: (1) 

concordance on various health outcomes (disease histories, procedures, and health services use) 



between survey vs. claims data across respondent status categories; (2) cross-sectional effects of 

respondent status in models using (a) inverse probability of treatment weights (IPTW) combined with 

multiple regression models and (b) instrumental variable (IV) methods to adjust for potential self 

selection bias in respondent status; and, (3) longitudinal effects of respondent status in models using (a) 

IPTW-weighted multiple regression and (b) IV methods to adjust for potential self-selection bias in 

respondent status at both the present and prior time periods. In so doing, this study directly addresses 

PFA objective 3 and PFA interest area 8.   

RELEVANCE  

The use of proxy-respondents and assisted-interviews is an unavoidable necessity when surveys are 

conducted with older adults, and such data are routinely used in comparative effectiveness analyses and 

other health services research that seeks to evaluate alternative and competing medical treatments. 

Little is known, however, about the potential bias that assisted-interviews and proxy-reports may have 

on estimating prevalence and other model parameters, although our preliminary work suggests that 

these effects may be considerable. We propose to apply inverse probability of treatment weights 

combined with multiple regression models (IPTW-weighted regression) and instrumental variable (IV) 

methods to adjust for potential self-selection bias in respondent status when predicting disease 

histories, insurance status, procedures, and the type and volume of health services in data from the 

Survey on Assets and Health Dynamics among the Oldest Old (AHEAD) baseline and follow-up survey 

data linked to Medicare claims for a nationally representative sample of 6,645 older adults. When 

combined with cognitive interviews of target, persons, their assistors and proxy-reporters on the front-

end, and a modified Delphi expert panel on the back-end, this study will develop a strategic plan for re-

engineering surveys and survey items to maximize their accuracy for use in comparative effectiveness 

studies to determine the relative value of different treatment methods so that patients, their families, 

and their physicians can make the most informed health care choices.  

MARYLAND 

Bingham, Clifton O. 
Johns Hopkins University 
The overall goal of this PCORI Pilot Project is to evaluate the impact of integrating enhanced patient 

centered outcomes (PCOs) into clinical encounters in patients with rheumatoid arthritis as a model for 

chronic diseases. The Patient Reported Outcome Measurement Information System (PROMIS) has been 

developed to measure PCOs but has not been well studied in real world settings. The addition of PCOs 

into routine clinic visits may enhance quality clinical interactions (communication about patient-valued 

areas of health, shared decision-making about treatment strategies), increase patient and provider 

satisfaction, and potentially improve patient outcomes without significantly extending the length of the 

clinical encounter. This will be evaluated in a pragmatic study design incorporating rigorous qualitative 

methods (interviews and focus groups with patients and providers) and quantitative methods 

(questionnaires, computer adaptive tests) to assess multi-level outcomes in patients and providers in a 

clinical milieu. The specific aims of the project are to:  



1) Evaluate the integration of expanded PCOs using PROMIS into a busy clinical practice setting, 

including feasibility and acceptability to patients and providers, adequacy of patient-valued domain 

coverage, and sensitivity to detect change; 

2) Estimate the effect of integrating expanded PCOs on patient-care team interactions (number of PCOs 

discussed, treatment planning and assessments of adequacy, decision making, visit length) and the 

potential added value to patients and providers of this information; 

3) Integrate a diverse group of stakeholders (patients, advocates, foundations, industry, government, 

and professional organizations) through all stages of this research to inform study design, increase 

engagement, disseminate findings, and identify opportunities to further PCO research priorities in 

rheumatology and other chronic diseases.  

This proposal will address three PCORI areas of interest: testing and evaluating PCO instruments 

(PROMIS); studying their impact on patient-care team interactions; and bringing together patients and 

stakeholders in the research process.  

RELEVANCE  
A major challenge in patient centered outcome research (PCOR) is developing feasible methods to 

evaluate the impact of a particular medical condition within the context of overall health. PROMIS, 

which covers physical, mental, and social health, was recently developed to address this need and has 

the potential to do this in clinical settings with individualized computer adaptive testing (CAT) methods 

that reduce patient burden through improved precision and real-time scoring. PROMIS is the most 

rigorous and comprehensive PCO measurement system and is freely available to clinicians and 

researchers. The proposed study will contribute initial evidence regarding the incorporation of PROMIS 

in real-life clinical settings in RA patients; results will have immediate applicability to real world clinical 

practice settings across chronic diseases. We will use approaches appropriate to PCOR including mixed 

qualitative and quantitative methodologies in a pragmatic pre-post pilot study design. In this work, we 

will specifically focus on understanding the potential feasibility and acceptability of integrating PCOs into 

chronic disease management in real world settings, impact on patients, providers, clinical interactions 

and even stakeholders. We are bringing together patients, health care providers, patient organizations, 

outcomes researchers, psychometricians, industry, regulatory and government representatives, and 

professional organizations of physicians and nurses to provide ongoing guidance, ensure project 

progress, evaluate interim data, and develop plans for dissemination and expansion. This project will 

directly address the PCORI mission of testing instruments and methods that accurately reflect multiple 

patient-valued aspects of health and that provide information to patients and providers, thus enabling 

more informed health care decision making.   

 

Faden, Ruth 
John Hopkins Berman Institute of Bioethics 
The goal of this project is to help make the conduct of PCOR more efficient and more widely 

implemented by engaging key stakeholders, including patients, in identifying streamlined methods of 

soliciting consent and authorization for prospective patient centered outcomes research (PCOR) that are 



both ethically appropriate and acceptable to key stakeholders. This project addresses the goal of the 

funding announcement by developing "research methods [and] patient centered outcomes instruments 

...that can be used in future comparative effectiveness research... including identification of 

methodologies that can be used to advance patient-centered outcomes research."  

This project will conduct three deliberative engagement sessions with patients from Geisinger Health 

System, patients from Johns Hopkins Health System, and a diverse stakeholder pool assembled by the 

nonprofit Center for Medical Technology Policy. These day-long deliberative sessions will examine 

stakeholders' informed attitudes about consent, disclosure, and authorization for 4 case studies of 

PCOR: a) prospective observational study/EHR data only; b) prospective observational study with 

additional patient data collection; c) RCT/EHR data only; and d) RCT with additional patient data 

collection. The specific aims are to: 1) use a process of deliberative stakeholder engagement to 

characterize patients' views of alternative models of consent, disclosure, and authorization for the 4 

PCOR designs; 2) characterize as well the views of a broad range of relevant stakeholders -including 

patients, clinicians, institutional review board members, PCOR researchers, health care administrators, 

health system legal counsel, and relevant government agency representatives; 3) measure the degree to 

which stakeholders' views change as a result of participating in a deliberative engagement session; and 

4) identify, based on the results of stakeholder engagement, and relevant moral and policy analyses, the 

least burdensome, ethically acceptable strategies for consent, disclosure, and authorization for 

prospective observational PCOR studies and PCOR RCTs.   

RELEVANCE 
A stated barrier to the integration of PCOR into clinical practice is informed consent. Soliciting traditional 

informed consent can be time consuming and, in community clinical settings, the additional time and 

training required of local practice staff for can be a formidable obstacle to securing participation of 

clinical practices, and may be a barrier to patient participation as well. Cogent moral arguments can be 

made for modifying consent requirements for minimal risk PCOR studies. However, conclusions about 

the acceptability of streamlined consent approaches should not be reached without the informed input 

of stakeholders, including patients. Currently, there are little data about what consent options 

stakeholders consider acceptable for this type of research. This study represents a major step towards 

filling that gap. It examines new questions critical to developing efficient consent methods for PCOR, 

uses the method of deliberative engagement to more confidently capture patients' and other 

stakeholders' views, and is coupled with a strong moral analysis to ensure that stakeholders' views are 

integrated with foundational ethical commitments.  

Zhang, Yi 
Medical Technology & Practice Patterns Institute, Inc. 
The most relevant questions in patient-centered outcomes research involve the interactions between 

providers and patients, decisions that result in changes to treatment strategies, and the influence these 

events have on real world patient outcomes. Researchers have termed these interactions 'dynamic 

strategies' and defined them as a set of rules for choosing effective treatments for individual patients 

based on that individual's specific characteristics and treatment history, with the goal of optimizing the 

long-term clinical outcome. Two promising approaches for the comparison of dynamic strategy 



outcomes are inverse probability (IP) weighting and the parametric g-formula statistical techniques. 

Because IP weighting method is applied and discussed in the literature, we will use this technique as our 

basis for comparison of how to best to implement the g-formula approach.  

The goal of this pilot project is to assess the feasibility of applying the g-formula and IP weighting to 

claims data by implementing and validating these two methods. We propose to use, as a case study, the 

comparison of dynamic strategies for epoetin to treat anemia among dialysis patients covered by 

Medicare. The issues in prescribing epoetin are similar to those found in many chronic conditions: a 

treatment whose duration and dose changes in response to time-varying prognostic factors that are 

themselves affected by prior treatment. To accomplish our goals, we will:  

• Implement the g-formula and IP weighting using Medicare claims data to compare multiple dynamic 

strategies for the management of patients undergoing hemodialysis.  

• Refine and modify the implementation of the method- and produce a step-by-step description of the 

application, and produce guidelines for the choice between both methods in PCOR.  

• Validate g-formula and IP weighting by emulating an existing clinical. We will compare the statistical 

efficiency and sensitivity of estimates to modeling assumptions with those in the randomized trial.  

RELEVANCE 
While randomized trials remain the gold standard in determining the effects of treatment interventions 

on patient outcomes, by necessity, they usually compare nondynamic treatment goals, and in many 

situations their results do not reflect the real world dynamic that occurs between physician and patients 

that results in alterations or adjustments to therapy. On the other hand, conventional statistical 

approaches of observational data are also not well-equipped to deal with the physician-patient dynamic 

and even introduce severe bias that comprises the usefulness of their results. In this project, we propose 

to apply advanced causal inference techniques for analysis of complex longitudinal observational data 

that addresses both unsolved issues with randomized trial and standard observational results. Achieving 

our research goals will help provide evidence-based answers to patients as articulated by core PCORI 

questions.   

MASSACHUSETTS 

Cooley, Mary E 
Dana-Farber Cancer Institute 
Integration of patient values, goals and preferences for care during decisions surrounding therapy 

optimizes patient decision-making, especially in the context of cancer treatment. The weights placed on 

patient preferences for symptom and quality of life (SQL) and length of survival represent important 

values that must be thoroughly explored. Research shows that communication surrounding these critical 

values is not routinely integrated into care. While 95% of patients with cancer reported that they valued 

quality of life as much as length of survival, only 28% reported that changes in quality of life during 

treatment for cancer were discussed with their clinicians. This lack of attention to an area surrounding 



important patient values presents a significant target for intervention. The use of decision support for 

SQL assessment and management may be an innovative way to enhance patient-engagement, facilitate 

communication and improve patient-desired outcomes. As these types of interventions are developed 

and implemented, gathering input from patients and clinicians is essential to ensure that the decision 

support tools are optimized to enhance the process of care and influence outcomes. The proposed 

project builds on the past work conducted by our team related to implementing decision support for 

SQL assessment and management into clinical care. We have conducted the first large-scale randomized 

trial to examine the impact of SQL assessment with feedback and patient coaching on patient-clinician 

communication and the first study to develop complex decision support for simultaneous management 

bf pain, depression, anxiety, fatigue and dyspnea. In the proposed project, we seek to adapt our 

approaches to new environments, which include community settings, and to optimize the delivery of 

SQL information. We have engaged a team composed of clinicians, patient advocates, nurse scientists, 

informatics and clinical decision support experts. We will engage patients and clinicians through focus 

groups to identify their preferences for the types of SQL information and the mechanisms for 

information delivery that would be generally applicable to decision support tools to improve 

management and outcomes of care in year 1. Based on this information, we will develop and test 

prototypes for SQL data provision and processing plus decision support strategies that can be used to 

enhance communication and management of SQL information through usability testing in year 2.  

RELEVANCE  

While investigators have developed questionnaires and electronic applications for patient-report of 

symptoms and quality of life (SQL) concerns, no group has comprehensively studied the preferences of 

patients with cancer as they share SQL experiences with clinicians nor the resultant processing and 

management of that information on the part of clinicians. Our project addresses the PCORI area of 

interest related to developing, refining, testing and evaluating patient-centered approaches, which 

include decision support tools, for translating evidenced based care into health care settings in ways 

that account for patient preferences for various outcomes. We will develop and test a structure and 

process in which the patient's "voice" is heard as related to SQL concerns and priorities. We will 

systematically gather information from patients and clinicians to understand their preferences for the 

types of SQL information and processes for gathering it that would enhance care, and for decision 

support tools that would enhance management and outcomes of care. A prototype will be created to 

provide the foundation for a larger study to assess the impact of clinical decision support on enhancing 

patient-provider communication and clinical outcomes such as improved SQL management and 

decreased hospital and emergency room visits.  

 
Houston, Thomas K. 
University of Massachusetts Medical School 
To maximize patient perspective and effectively support lifestyle choices, we will develop the "Patient 

Experience Recommender System for Persuasive Communication Tailoring." PERSPeCT is an adaptive 

computer system that will assess a patient's individual perspective, understand the patient's 

preferences for health messages, and provide personalized, persuasive health communication relevant 



to the individual patient. To improve the effectiveness of computer tailored health communication, we 

will adapt recommender systems frameworks that are widely used by innovative businesses outside of 

healthcare. This project is designed around three specific aims. We propose to 1) collect data for the 

PERSPeCT machine learning recommender system; 2) design, implement, train and validate the 

PERSPeCT system; and then 3) conduct a pilot randomized trial comparing the impact of PERSPeCT 

versus a traditional rule-based system. In order to provide detailed predictions and best represent 

individual perspectives and preferences, recommender systems make use of data from multiple, 

complimentary sources. Our initial concept of PERSPeCT includes information about the patients, user 

feedback (implicit and explicit) and information about the messages themselves.   

RELEVANCE 
PERSPeCT addresses areas of interest for PCORI, namely: 1) Identifying, testing, and/or evaluating 

methods that can be used to assess the patient perspective when researching behaviors, lifestyles, and 

choices within the patient's control; and 2) Developing, refining, testing, and/or evaluating patient-

centered approaches, including decision support tools. The successful completion of the PERSPeCT study 

will move the field of computer tailored health communications forward and open the door to a variety 

of exciting future directions of direct relevance to the PCORI program.   

Jack, Brian   
Boston University School of Medicine/ Boston Medical Center 
Poor care transitions are associated with unnecessarily high rates of health services use, increased rates 

of potentially avoidable hospitalizations, excessive health care spending, and gaps in quality and safety. 

The Re-Engineered Discharge (RED) team has developed and tested a set of 11 mutually reinforcing 

components that form the basis for the National Quality Forum "Safe Practice" on the hospital 

discharge. There is still much to be learned. Almost all of the data influencing the readmission discourse 

has been from large administrative data sets. Exploration of patient centered factors that can only be 

gleaned from the patient perspective is likely to yield important insight that can help patients and lower 

costs. Our SPECIFIC AIM is develop a Patient Readmission Evaluation Tool (PRET) that can be used by 

hospitals to identify actual and latent medical errors and omissions that occur both at the time of and in 

the days following hospital discharge and result in hospital readmission from the perspective of patients 

who have been readmitted to the hospital despite their having received evidence based transition 

services. The GOAL of the project is to expand the concept of evidence-based care transitions to include 

a patient centered approach. To explore patient-centered behavioral and social factors, we propose to 

collaborate with Boston Medical Center's Medical-Legal Partnership | Boston (MLP), to screen for many 

social-legal determinants of health that are amenable to legal remedies. We will study patients admitted 

from the Boston HealthNet community health center inpatient service. In months 1-8, we will develop 

the first draft of the PRET tool using qualitative interviews that explore patient feelings, thoughts and 

perceptions about the antecedents to their readmission, factors related to their readmission, and what 

could have been done to mitigate the readmission. In months 9-16, we will use patient key informants 

to create a process map followed by failure mode effect analysis, and an innovative comparative 

narratives exercise in which we will mediate conversations among patients, family members, hospital 

providers, and outpatient clinic providers. We will then elicit feedback from a Delphi panel that includes 

patients. In months 17-22, we will test the final tool with 25 patients at BMC followed by 25 additional 



patients in each of three other hospitals. Months 23-24 will be used for preparing reports and 

manuscripts.    

RELEVANCE   
Patients who are discharged from the hospital are often not well prepared to care for themselves once 

they get home. This leads to many complications and can lead to unnecessary readmission to the 

hospital. All this cost the country money we cannot afford. There is great interest now in preventing 

unnecessary readmissions.  

At Boston Medical Center we have developed a program that has been shown to successfully prepare 

patients for discharge and to lower the readmission rates. There is still much to be learned about how to 

best assist patients before discharge. To do this we hope to talk to patients who have been readmitted 

to the hospital to explore patient feelings, thoughts and perceptions about reasons for their readmission 

and what could be done to assist them to prevent them from coming back to the hospitals could help us 

design better systems for patient care that will improve health and save money. We hope to develop the 

tools that can be used at hospitals throughout the country.   

 

Kent, David 
Tufts Medical Center Inc. 
Recent evidence shows that the results of randomized clinical trials might not apply to individual 

patients in a straightforward way, even to those within the trial. While randomization ensures the 

comparability of treatment groups overall, there remain important differences between individuals in 

each treatment group that can dramatically affect the likelihood of benefiting from or being harmed by 

a therapy. Averaging effects across such different patients can give misleading results to physicians who 

care for individual, not average, patients. The conventional way of addressing this "heterogeneity of 

treatment effect" (HTE) is through subgroup analysis, in which patients are serially divided into groups 

based on potentially influential characteristics "one variable at a time". Because patients have many 

attributes that might influence the risk of the outcome and the potential for benefit, subgroups are 

prone to spurious false positive results. Another problem with one-variable-at-a-time subgroup analysis 

is that they compare groups of patients that differ only on a single variable, and are thus more similar 

than different in terms of their outcome risk--a mathematical determinant of treatment benefit. Real 

patients, however, differ from one another in multiple variables simultaneously. The outcome risk 

within a clinical trial often varies tremendously between large subgroups of patients that are not 

separable with one-variable-at-a-time analyses. The investigators in this application recently proposed a 

framework for evaluating HTE that addresses many of these concerns. We have proposed that the 

distribution of risk in clinical trial populations routinely be examined through the application of a 

multivariable risk model, that risk-based HTE be routinely tested, and that other subgroup analyses be 

explicitly labeled either as primary subgroup analyses (well motivated by prior research and performed 

to inform clinical practice) or secondary subgroup analysis (performed to inform future research). While 

the theoretical reasons to prioritize the reporting of risk-based HTE are compelling, the approach has 

not been broadly tested, and empirical evidence from actual clinical trials remains anecdotal. This 

application thus proposes to refine and evaluate the approach on a set of approximately 30 large, 



diverse cardio- and cerebrovascular clinical trials. The goal of this study is to obtain strong preliminary 

empirical evidence of both the feasibility and value of this approach, and to better understand any 

important limitations.   

RELEVANCE 
This application focuses on advancing analytic methods for comparative effectiveness research. In 

particular, we propose an empirical evaluation of a proposed approach for assessing variation in 

treatment effects in randomized clinical trials, so called "heterogeneity of treatment effect." Whereas a 

good doctor or clinician seeks to combine their acumen, expertise and experience with their knowledge 

of an individual patient's circumstances and needs "evidence" for clinical practice is often derived on the 

average effects of treatments in large groups of patients. The research we propose is intended to 

address the very real incongruence between the overall effects of a treatment in a study population (the 

summary result of a trial) and information regarding the anticipated risks and benefits in an individual 

patient necessary to support patient-centered decision making. To do this, we have previously proposed 

a framework that suggests that risk models that can take into account multiple important patient 

attributes simultaneously be used routinely in the analysis of randomized clinical trials. While this 

approach has theoretical appeal, its value has not been systematically demonstrated. We therefore 

propose the first systematic evaluation of the proposed framework by analyzing approximately 30 

randomized clinical trials. The results of this study will provide preliminary evidence as to whether this 

novel approach can and should be broadly and routinely applied.    

 

Lieu, Tracy 
Harvard Medical School 
Significance. Parent concerns about the safety of childhood vaccines are a salient health care issue and 

an important area for enhancing informed health care decision making. The most common parent 

concern is that children are receiving too many vaccines in one doctor's visit. National recommendations 

currently are set contrary to this concern, specifying simultaneous administration of all vaccines due at a 

visit. Parent preferences could play an important role in national policy and clinical decisions about 

multiple vaccines, but data on well-informed preferences is lacking.  

Specific Aims. The long-term goal of this work is to help parent preferences become more fully 

incorporated in policy and clinical decisions about how childhood vaccines are administered. This project 

will describe the full range of preferences about administration of multiple vaccines, identify effective 

approaches to giving parents information, and measure well-informed preferences among a national 

sample. The specific aims are to: (1) Create a lexicon of decision components and parent preferences 

relevant to simultaneous administration of multiple vaccines; and (2) Develop and field a survey to 

characterize national parent preferences about simultaneous administration of influenza and other 

vaccines.  

Patient and Stakeholder Engagement. The National Advisory Committee for this project consists of 

persons with diverse perspectives, including parents of vaccine-injured children, pediatricians who serve 



on the most powerful national committees on vaccines, and officers with federal public health agencies. 

This group will advise throughout development and dissemination, to maximize this project's impact.  

Innovation. This project is creative in that it will discover how to simultaneously inform parents, elicit 

consideration of values and tradeoffs, and assess the breadth and variance of preferences in the 

population on this key issue. It also is innovative in its plan for findings to be presented to key national 

vaccine policy committees and made public through traditional and non-traditional channels for parents 

and providers. This effort will bring key stakeholders into a productive conversation about a clinical 

dilemma that affects every parent and child in the nation. It will also describe well-informed parent 

preferences to help inform national recommendations and clinical practice, promoting a patient-

centered approach to health policy.  

RELEVANCE  
This project is central to PCORI's interests. It will help parents make well-informed health care decisions 

and enhance national policy and clinical practice through evidence-based characterization of parent 

preferences on vaccines. The study plans and dissemination will be shaped by a diverse stakeholder 

group of parents, providers, and public health officials. This pilot project's plan to identify elicit well-

informed preferences from parents is both innovative and vitally important in that it will develop 

approaches fundamental to patient-centered outcomes research. It is responsive to the pilot project 

interest area of developing, refining, and evaluating patient-centered approaches for translating 

evidence into practice in ways that account for individual patient preferences for various outcomes. The 

plan to disseminate results through multiple channels, including committees that make national vaccine 

recommendations and traditional and non-traditional sources for parents and providers, will use 

creative approaches to maximizing the impact of patient preferences on health care practice and policy.   

 
Luckmann, Roger 
University of Massachusetts Medical School 

Clinical Practice Guideline (CPG) development is a key step in translating comparative effectiveness 

research (CER) into clinical practice. The Institute of Medicine (IGM) has found that CPG development 

efforts in the U.S. are of low quality and frequently produce CPGs not up to IGM standards. Deficiencies 

in CPG development include failure to include patients/consumers and other stakeholders, and 

inadequate attention to conflict of interest, to articulation of value judgments, to patient-centeredness, 

and to strength and prioritization of recommendations. Guided by the new IGM CPG standards, we will 

develop and test methods for engaging patients/consumers, clinicians, payers, health system leaders 

and public health officials in creating model CPGs on screening for prostate cancer and lung cancer for 

implementation in Massachusetts. A key partner is the Massachusetts Health Quality Partnership, a 

collaborative of payers, providers, and consumers that has experience in preparing and promoting state-

based prevention CPGs. We hypothesize that state-specific CPGs may be more trusted and widely 

adopted than national CPGs for some health issues. The CPG panels will be dominated by 

patients/consumers and primary care providers (PCP) to assure an adequate voice for patient 

preferences and concerns and for PCPs, the main end users of prevention CPGs. Other innovations 

include the use of professional, experienced facilitator/mediators, increasing the scope of CPGs to 



include specific directives to payers and the state department of health on support for informed 

decision making by patients and on incentives and regulations to assure optimal delivery of high quality 

services called for in the CPG. An Evidence Team will provide evidence summaries and data analyses as 

requested by the CPG panel. The Research Team will use observational, survey, and interview methods 

to evaluate the planning and CPG processes to: 1) identify best practices for CPG panel formation and 

composition and for CPG process planning and facilitation, 2) assess panel members' satisfaction 3) 

assess CPG quality and 4) measure CPG adoption by provider organizations. This project is responsive to 

the PFA because it will: 1) identify methods for advancing patient-centered outcomes research relevant 

to dissemination of CER findings and 2) develop and test "patient-centered approaches for translating 

evidence-based care into health practice in ways that account for individual patient preferences".  

RELEVANCE  

The Patient Centered Outcomes Research Institute (PCORI) aims to improve health care delivery and 

outcomes by "producing and promoting high integrity, evidence-based information that comes from 

research guided by patients, caregivers, and [others]". The production of this high quality information 

through research is just the first of many steps on the way to the actual improvement of health 

outcomes. To be useful to patients, research must be translated into actionable clinical guidelines that 

give providers and patients clear directives on how and to whom to apply the research to achieve the 

best outcomes. An effective translation process is key to PCORI accomplishing its mission. This 

translation process involves; 1) an assessment of the type and strength of research evidence for and 

against a treatment or a test like a prostate cancer (PrCA) screening test, and 2) making 

recommendations for groups of patients based on judgments about the balance of benefits and harms 

for each group. For example, a recommendation on PrCA screening could be that only men at high risk 

of PrCA should get it because the harms outweigh the benefits for others. For health care delivery and 

outcomes to improve, we need clinical guidelines that are genuinely useful to patients and providers 

and trusted by them. The guidelines must be unbiased and sensitive to individual patient preferences for 

different outcomes. Our project will help PCORI determine the best ways to promote development of 

such guidelines by implementing and evaluating innovative approaches to guideline panel composition 

and to the panels' decision making processes. 

 
Polinski, Jennifer M.  
Brigham and Women's Hospital, Inc.   
Medication non-adherence is prevalent: an estimated 50-75% of patients do not take their medications 

as prescribed. Such widespread non-adherence is directly linked to increased morbidity, mortality and 

potentially avoidable healthcare costs totaling >$100 billion annually in the U.S. As many as 28% of 

patients fail to fill even the initial prescription for a new medication, a less well-studied phenomenon 

known as primary medication non-adherence. Primary non-adherence reflects suboptimal 

communication among the patient, prescriber, and pharmacist about their shared goals for the patient's 

health, their plan for achieving those goals, and whether drug treatment is acceptable to the patient. 

Patients may not believe in the need for drug therapy, worry about side effects/toxicity/addiction, face 

cost barriers, or lack social support. They may also have drug- or disease-specific concerns. Thus, 



primary non-adherence is affected by social and cultural factors that transcend disease but also by drug- 

or condition-specific concerns. 

Improving primary medication adherence requires a reframing of the prescribing event as an 

opportunity for collaborative discussion among patient, provider and pharmacist. Together, these 

members of the health care team can focus on the patient's preferences for treatment, address social 

and cultural concerns the patient may have, and provide education and information tailored to the drug 

and medical condition in question. Shared medical decision making, in which health care professionals 

and patients share their respective areas of expertise (scientific knowledge and personal experience and 

preferences) and then negotiate and commit to a collaborative agreement regarding health care 

decisions, is an approach that has potential value to improving primary medication adherence. Shared 

decision making used in tandem with decision aids is associated with increased patient engagement in 

and satisfaction with medical treatment decisions.  

In this project, researchers will apply shared decision making principles to:  

• Identify knowledge and beliefs about primary non-adherence with patients, physicians and 

pharmacists;  

• Develop a patient-centered decision support tool for primary adherence to antihypertensive drugs;  

• Pilot test the tool's utility and effectiveness with patients, physicians and pharmacists, and;  

• Disseminate the tool and findings to a network of patient advocacy groups and physician and 

pharmacist organizations so that it is freely available for use by all members of the health care team.  

In keeping with PCORI's areas of interest for this PFA, this project will produce much-needed evidence 

about patients' preferences and values regarding the initiation of prescription drugs and develop and 

pilot test a decision support tool that reflects those values and concerns.  

RELEVANCE 

After completion of this project, a newly developed and pilot-tested patient-centered decision support 

tool to improve primary medication adherence will be freely available for use by patients, physicians, 

and pharmacists. In exploring the patient's decision to fill an initial prescription for a new medication, 

the decision aid will help patients understand and act upon medical information that can impact their 

health. Informed by the principles of shared decision making, the tool will re-frame the prescribing 

event as an opportunity for patient and provider collaboration towards: acknowledgement of and 

respect for patients' values and preferences; improved medication use; and health outcomes that 

matter to the patient.   

Saver, Barry 
University of Massachusetts Medical School 
This project will study consumers' and Community Health Workers' reactions to the recent United States 

Preventive Services Task force recommendations which promote a patient-centered discussion and 

decision regarding mammography for women aged 40-49 and contain a draft recommendation against 



routine prostate cancer screening using the PSA test. Year 1 of this project will begin with (1) an 

exploration of consumer experience with and attitudes toward information from multiple sources, 

including health care providers, nonpartisan, evidence-focused organizations (e.g., the USPSTF), 

advocacy groups, traditional decision supports, and online and traditional media sources. Perceived 

credibility and influence of sources will be assessed and these findings will inform (2) development of 

one or more brief, "informed advocacy"- based interventions to help consumers understand the 

USPSTF's evidence-based recommendations related to two cancer screening tests - prostate-specific 

antigen testing for men aged 50-75 and mammography for women aged 40-49 years. Community health 

workers (CHWs) play an instrumental role in improving access to health care for vulnerable patients 

including those with limited English proficiency. Although this group has been shown to be effective in 

advocating for screening, less is known about their potential as facilitators of more nuanced discussions 

of screening benefits and harms. Year 1 will therefore (3) explore CHWs' attitudes toward providing 

messages about cancer screening tests that deviate from a purely promotional approach.  

Building on this work, Year 2 of the project will evaluate the interventions developed in Year 1 by: (1) 

assessing changes in knowledge, attitudes, and behavioral intentions, plus subsequent screening test 

utilization, among a sample of consumers receiving the brief interventions as compared to those 

receiving a more traditional, evidence-focused decision aid and (2) evaluating how community health 

workers deliver messages that either encourage careful consideration of a testing decision 

(mammography) or recommend against testing (PSA screening).  

We propose a project whose emphasis is understanding and supporting the ability of a patient 

population to engage in complex decision-making. We seek to translate evidence-based cancer 

screening guidelines into a comprehensible, patient-centered message with guidance from community 

health workers already engaged with in our communities. This is a central question for Patient-Centered 

Outcomes Research.  

RELEVANCE  
This project addresses the mission of PCORI to help inform patient-centered choices, using as case 

studies two recent recommendations from the US Preventive Services Task Force whose messages 

deviate from the standard screening promotion and require informed discussion of potential benefits 

and harms. The project is based on the large body of cognitive research demonstrating that human 

decision-making goes beyond a careful consideration of pros and cons and is often influenced by factors 

that are subtle but of critical importance to the decision-maker. Our project seeks to help Americans 

understand why screening choices that are consistent with the best available evidence can also be 

consistent with their own beliefs and priorities, and we will develop and test interventions to assist this 

process. As an integral part of this effort, we will seek to engage community health workers, studying 

whether they are able to use such approaches to transmit more complex messages. By exploring these 

issues with vulnerable patient groups including exclusively Spanish-speaking patients, this project will 

provide critical information that is central to the PCORI research agenda. 



MICHIGAN 

Gipson, Debbie  
University of Michigan   
 
The overarching goal of this study is to strengthen our understanding of the patient and physician 

perspective of nephrotic syndrome, therapy, prognosis, and factors influencing disease management 

and to use the information generated from stakeholder engagement to inform the creation of a shared-

learning online decision support tool. The stakeholders will include patients, parent/guardians of minor 

patients, healthcare providers, and the patient advocacy group NephCure Foundation. Patients, parent-

proxies and healthcare providers will participate in their preference of either a focus group or semi-

structured interview for initial data collection. Sequential mixed methods design using qualitative data 

will inform development of the shared learning decision support tool and quantitative methods will be 

used in pilot testing phase of tool.  

This online decision support tool will address mutual understanding by the patient (of their disease 

condition, treatment options, strategies for self-management) and health care team (of patient's 

understanding, preferences and values, and care experience). Once developed, this tool will undergo an 

initial user acceptance testing by the initial interviewees. This study will address the PCORI priorities of 

developing and testing patient-centered decision - support tool for translating patient and physician 

perspective for translating evidence-based care into healthcare practice that respects individual patient 

preferences for outcomes. The disease focus on nephrotic syndrome within this proposal is intentional 

to represent a rare and chronic disease, which affects children and adults and all racial and ethnic 

groups. The worst health outcomes are observed disproportionately in African Americans. The 

assembled study sites and key personnel bring expertise in patient engagement, patient education, 

racial and ethnic minorities, and on-line decision support communication and tool development.  

Once completed, the study methods and decision support tool can serve as examples for stakeholder 

engagement and tool development for other chronic health conditions.  

RELEVANCE  
This proposal meets the core mission of PCORI by engaging patients, caregivers and the healthcare 

community to strengthen our understanding of the varying perspectives of disease, therapy, prognosis, 

and factors influencing disease management. This information will be analyzed and used to inform the 

creation of a shared-learning decision support tool for the management of the exemplar chronic health 

condition, nephrotic syndrome. The application is strengthened by relationships already established 

between the nephrotic syndrome patient advocacy group, NephCure Foundation, patients, caregivers, 

and healthcare providers within the North American Nephrotic Syndrome Study Network coordinated 

from Ann Arbor, Ml, and the Nephrology practice-based research networks in Chapel Hill, NC and 

Toronto, Ontario. The disease under study has the advantages of representing a rare disease, which 

affects children and adults across racial and ethnic minorities and majorities. The products of this study 



of 1) data from the kidney disease population, 2) methods and 3) tools can contribute to the future 

success of patient centered outcomes research.   

 

Goold, Susan 
Regents of the University of Michigan 
Building on a decade of experience engaging the public in deliberations about health-related priorities, 

we propose to develop and evaluate a mechanism to engage communities, particularly minority and 

underserved communities, in informed deliberations about patient centered outcomes research 

priorities.  

In partnership with the Urban Research Center, drawing upon relationships with research institutions 

and funders, and with support from the National Institutes on Aging (1R01AG040138-01), we are in the 

process of modifying the simulation exercise, CHAT, to engage communities in deliberations about 

health research priorities. The Re-CHAT exercise will be informative, understandable and meaningful to 

nonscientists, will include a range of spending options, feedback and iterative decision making 

processes, and will be thoroughly pretested. The exercise is being designed such that results will be 

meaningful and relevant for leaders at research institutions and funders. Re-CHAT software includes the 

ability to modify content to meet a variety of prioritization needs. In this project, we will:  

1. Develop content for a prioritization exercise for patient-centered outcomes research (PCOR) 

priorities. We will develop, in consultation with patient advocates, community leaders, outcomes 

researchers and funders, content specific to PCOR priority setting, including options from which to 

choose, information and education about PCOR, tailored feedback on choices, and relative costs. 

Content will be translated into Spanish.  

2. Evaluate a deliberative exercise designed to engage minority and underserved communities in setting 

PCOR priorities. Evaluation of community engagement using mixed methods will examine how 

participants view the experience, and the effect of participation on participants' knowledge and 

attitudes toward PCOR. We will convene 12 groups of 9-15 persons (N=144) to participate in PCOR 

priority-setting deliberations, oversampling minority and underserved communities and those with 

experience of a chronic or serious illness in the family. Recruitment will balance urban, suburban, rural 

and remote rural settings, gender and age. Data collected during participation (most of which will use 

laptops or tablets) will include validated measures of procedural fairness, willingness to abide by the 

group's decisions, trust in research. 

RELEVANCE  

While substantial progress has occurred recognizing community expertise in research, and involving 

communities in decisions about research aims and methods, community influence on research priorities 

remains limited. Building on experience with developing, testing and using the award-winning CHAT 

(Choosing Healthplans All Together) tool, and propelled by a current project that is developing and 

evaluating a tool to engage minority and underserved communities in setting priorities for clinical and 

translational research, we plan to develop and test a method to engage the public and patients in 

deliberations about patient-centered outcomes research (PCOR) priorities. The proposed study expands 



public input on research priorities beyond the limited settings of advisory boards and disease advocates 

in which much public engagement currently functions and contribute to a more just and equitable 

system of PCOR. Importantly, by evaluating the tool this project will also add to the body of knowledge 

about methods, processes and outcomes of community engagement. 

 

 

MINNESOTA 

Solberg, Lief I. 
HealthPartners Research Foundation 
Evidence needed for improving patient care will need to increasingly come from observational research 

studies, using existing data sources whenever possible and supplementing it with information directly 

from patients. This study proposes to evaluate the use of patient surveys, health plan claims data, and 

medical records information to analyze the care process and outcomes experiences of patients after 

they have advanced imaging tests for abdominal or low back pain. Efficient collection of this data is 

needed for future comparative effectiveness research that addresses patient-centered outcomes. It is 

also needed to give clinicians and patients evidence about the risks and benefits of these tests for 

shared decision-making. These goals will require identifying which subsequent care processes and 

outcomes are important to patients and clinicians and how to extract those data efficiently and 

accurately from the unstructured progress notes in electronic medical records and which of these data 

sources are the most accurate for which types of data.  

The patient questions will be created by first interviewing 40 patients who have experienced these tests 

in order to learn about their care process and outcome preferences as well as their actual care and 

outcomes following those tests. The information obtained from the use of the resulting survey with an 

additional 400 patients with CT or MRI tests for abdominal or low back pain will be compared with 

information obtained from health plan claims data (to ensure inclusion of all care) and from their 

medical records. It is easy to extract data from structured data in the medical record, but important 

information in unstructured progress notes is difficult, so we will test the value of computer-assisted 

chart abstraction for this purpose. Every aspect of the project and its dissemination will be conducted in 

close collaboration with separate patient/family and clinician advisory committees. The specific aims for 

the study are:  

Aim 1: To identify the kinds of information that clinicians and patients who have had an advanced 

imaging test (CT or MRI scan) for abdominal or low back pain want and need to know regarding the care 

process and outcomes subsequent to such tests  

Aim 2: To use multiple data sources, including patient surveys, health insurance claims data, and both 

structured data and unstructured text in the electronic health record (EHR), to identify and quantify that 

patient-centered information  



Aim 3: To determine where the information that patients and clinicians want and need is best obtained 

and to create a single tool or algorithm for future outcomes assessment work.  

 

RELEVANCE  

This project addresses PCORI's goal to help people make informed health care decisions by testing and 

evaluating patient-centered outcomes tools critical to obtaining evidence that is currently largely 

missing about the impact of advanced imaging tests on care processes and outcomes important to 

patients. Moreover, the study will test methods for engaging patients, caregivers, and clinicians in all 

stages of this multi-stakeholder research process. The rapidly increasing rate of advanced imaging tests, 

along with their high costs, radiation risks, and potential to stimulate excess care from incidental 

findings has raised considerable concern about identifying and enhancing their more appropriate uses 

while reducing inappropriate use.  

Thus far, patients have not been sufficiently aware of the potential risks from inappropriate use, so this 

project will provide both preliminary information and the tools for future studies, using two of the most 

common indications as examples. The results of this study and the subsequent comparative 

effectiveness research facilitated by this information should provide the information needed to improve 

the current inadequate evidence base for imaging guidelines. They should also provide the practical 

information needed by clinicians and patients to make better and more shared care decisions while 

optimizing costs and patient experience. 

 
MISSOURI 

Smolderen, Kim 
Mid America Heart Institute 
An estimated 8 million Americans are affected by peripheral arterial disease (PAD), blockages of the leg 

arteries that can cause excruciating calf pain when walking. PAD can have a tremendous impact on 

patients and their families. It is also associated with high rates of heart attacks and premature death. 

While there are a number of treatments, there have been few previous studies that have examined 

treatment patterns for PAD or sought to systematically identify opportunities to improve care. Most 

importantly, there have been no rigorous prospective studies examining the impact of the disease from 

patients' perspectives - their symptoms, function and quality of life - as a function of different patient 

characteristics and treatments. With PORTRAIT, we propose to design and test the infrastructure for a 

study focused on patient-centered outcomes by partnering with a wide spectrum of patients and 

providers confronted with PAD. We will obtain the critical input needed from patients with PAD to help 

support a future, multi-center registry of PAD patients' health status outcomes over time. Patients and 

providers from different centers will help our research team define what outcomes they value the most, 

how best to develop the screening and research design, and how to be maximally inclusive of a wide 

variety of patients with PAD.  



RELEVANCE  
In line with PCORI's mission, the PORTRAIT study will obtain stakeholder input; we will allow that the 

patients' voice will be heard in assessing the value of health care options. In our preparatory work for 

this grant, we learned that patients expressed a need to be part of a process that will inform, educate, 

and prepare them for that which lies ahead with their disease, so that they can make informed decisions 

about their treatments. PORTRAIT will explicitly pay attention to patients' personal characteristics that 

may impact their outcomes, and will ask patients from heterogeneous backgrounds to prioritize 

outcomes that are relevant to them. PORTRAIT will be a first step in building an extendable research 

infrastructure that enables a larger data collection initiative that will eventually allow us to create 

models to estimate patients' outcomes as a function of alternative treatment strategies, and inform 

evidence-based, individualized, shared decision making. This will be a powerful approach to achieve our 

longer-term goal of creating a disease-management model that will facilitate the adoption of evidence-

based treatments and al low patients to have productive interactions with a team of PAD specialists 

about what treatments would be preferable for them. With this model, we hope to be able to move 

away from the fragmented organization of PAD care, and usher in an era of more interactive, evidence-

based, patient-centered care, consistent with PCORI's definition of outcomes research. 

 

NEW YORK 

Mielenz, Thelma J. 
Columbia University Medical Center 
The long-term objective for this project is to create a framework called the person-centered wellness 

home that will be a next door neighbor and connected to the patient-centered medical home. This new 

framework once created in older adults can serve as the template for a public health prevention 

framework across the entire life course creating a platform for PCORI's research agenda. This pilot 

project is the first step towards creating this person-centered wellness home and is designed to address 

three major aims. Specifically, to evaluate the Chronic Disease Self-Management Program (CDSMP) plus 

wellness coaching by lay leaders as a booster intervention in seniors with two or more chronic diseases. 

An RCT will be conducted composed of New York City Housing Authority senior residents from four 

South Bronx developments randomly assigned to one of two arms: 1) CDSMP, 2) CDSMP plus lay leader 

wellness coaching. Physical activity will be the primary outcome; short-term health care costs and other 

secondary outcomes from the CDSMP (e.g., health distress and activity limitation). In this aim, several 

gaps are addressed. One gap is that the benefits of the CDSMP are not sustained over time and the 

wellness coaching may sustain positive behavior change over time. The feasibility of wellness coaches as 

a candidate to create a relationship-centered wellness home for seniors in NYCHA housing will be 

assessed. Wellness coaching mirrors the relationship centered aspects of the patient-centered medical 

home (PCMH) and can address the poor link between the medical clinic and community. Also, the 

methodological gaps in patient-centered outcomes research will be forwarded by developing an agent-

based framework to model the non-linear effects of this prevention program that can be applied to 



other evidence-based programs. The second aim integrates health information technology mechanisms 

for each senior using a Personal Health Record to record self-reported health information, set goals and 

share with the wellness coach. Third, the Person-Centered Wellness Home (PCWH) framework, which 

complements the theme of relationship-centered care from the current PCMH model will be more fully 

developed. This transdisciplinary team will do this by using the findings from the first aim and with input 

from participants, community partners and other stakeholders. The PCWH will provide the PCMH or 

other medical settings with information about healthy living, behavior change and goal achievement 

relating to the outcomes most important to a patient/person.  

RELEVANCE  
The enormous burden of multiple chronic diseases is clear and this burden grows in older adults and 

especially those from low-income and underserved minorities. One proposed solution now underway is 

the patient-centered medical home. However, the patient-centered medical home model, based in 

medical clinics, fails to address the poor linkage between the medical clinics and communities. A 

community setting is the most efficient place for professional staff-centered wellness care, which 

includes goal setting tailored specifically to the patient/person (using the patient's/person's own 

community resources and preferences) and frequent reassessment of these goals. Positive effects are 

clear from the relationship-centered aspects in the patient-centered medical home. Informing the 

physician of a patient's wellness goals that are directly related to outcomes important to the patient is a 

first step in improving our population health. Maybe the promise that the patient-centered medical 

home has shown towards reducing health care disparities in conjunction with the person-centered 

wellness home will magnify this benefit translating to reduced lifespan disparities.   

NORTH CAROLINA 

Guest, Gregory  
Family Health International  
Focus groups are an extremely common research methodology in patient-centered outcomes research. 

The purpose of this proposal is to systematically assess two important, yet untested, parameters 

associated with focus group methodology, and to provide subsequent evidence-based 

recommendations. The first parameter pertains to the difference between data generated from focus 

groups and that gathered during in depth interviews. While many assumptions are made in the 

methodological literature about the differences in types of data these two methods generate, almost no 

empirical studies exist to support such assertions. The first aim of this study, therefore, is to evaluate 

the differences in the data produced between focus groups and in-depth interviews.  

A second untested parameter is the number of focus groups needed for a particular study. The most 

commonly cited criterion for determining the number of focus groups required is data saturation — the 

point at which little or no new information is being derived from the data. Logistically, however, this is 

problematic, because almost all research requires the estimation of sample sizes before the study is 

implemented. Surprisingly, no empirical evidence exists to support the wide range of existing 



recommendations. The second aim of the proposed research, therefore, is to empirically determine the 

number of focus groups required to reach data saturation.  

Although the research we propose is a methodological study, we wish to capitalize on the opportunity 

to collect data on a substantive topic area about which we need to know more. The substantive domain 

of inquiry for this study will be determined in a participatory manner, within the African-American 

community of Durham. North Carolina.  

The study employs a randomized design, in which participants will be assigned to either an in-depth 

interview or focus group arm. The analysis will entail comparing data produced from 40 focus groups 

(320 participants) and 40 in-depth interviews. Points of saturation will also be systematically 

documented and compared as will the content of the data generated through each method.  

RELEVANCE  
Focus groups are an extremely common data collection technique in patient-centered outcomes 

research, and health research in general. Yet, there is no evidence base with respect to required sample 

sizes for focus group research. In addition, virtually no empirical data exist that compare data produced 

by focus groups and in-depth interviews, leaving researchers to rely on untested assumptions when 

deciding which of these methods to use for a particular research Initiative. The results of this study will 

be important for any researchers who use, or who are considering using focus groups in their research 

studies. The findings will provide an evidence base to help researchers determine when to use focus 

groups (as opposed to in-depth interviews), and to estimate how many focus groups are needed for a 

given research objective. Additionally, the findings will provide information on the self-defined health 

needs of the study population.   

Sturmer, Til 
UNC Chapel Hill 
Nonexperimental comparative effectiveness studies are necessary to estimate treatment benefits and 

harms in populations not included in randomized trials but have been criticized because of their 

potential for bias when assessing intended effects. Based on a track record of nonexperimental CER 

studies and advancing state-of-the art methods for these studies, the interdisciplinary research team 

proposes to address four major methodological issues assessing the comparative effectiveness of post 

myocardial infarction treatments with respect to the risk for re-infarction and hospitalization for heart 

failure based on the complete, unselected cohort of all Medicare patients who had Medicare part D 

(drug) coverage and a myocardial infarction in the year 2008: confounding by indication, selection bias 

due to non-persistence, heterogeneity of treatment effects, and mortality as a competing risk. The 

interdisciplinary research team will identify and validate various instrumental Variables based on 

national, regional, and health care setting variations in treatment modalities to address confounding by 

indication. When assessing clinically relevant outcomes over longer periods, persistence with treatment 

modalities, or, conversely, treatment changes based on irregularly spaced longitudinal data, need to be 

taken into account. The interdisciplinary research team will compare various multivariable longitudinal 

methods to reduce selection bias due to "sick stoppers". Heterogeneity of treatment effects is routinely 

assessed on the relative risk scale. If background risk varies by subgroup, e.g., if women have lower risk 



for the outcome than men, then a uniform treatment effect as measured by the relative risk will lead to 

heterogeneous treatment effects on the more relevant numbers needed to treat scale. Several methods 

have been developed by members of the research team to deal with competing risks, for example 

mortality in a cohort of older adults, in the setting of randomized controlled trials. The interdisciplinary 

research team will extend these methods to the nonexperimental setting based on multivariable 

techniques. The research team will evaluate the magnitude of both heterogeneity and competing risks 

in the setting of post myocardial infarction treatment strategies, propose a framework that can easily 

accommodate both comparative relative and absolute risk measures, and disseminate easy to use, free, 

and well documented software for researchers.  

 

RELEVANCE  

Comparing various treatment options in populations actually receiving these treatments is a 

prerequisite to help people make informed health care decisions. Results from such studies usually are 

of great relevance (generalizable) but may suffer from biases due to the lack of a randomized 

intervention. Based on an outstanding track record in methods development and dissemination, the 

interdisciplinary research team proposes to increase our understanding of four specific threats to the 

validity of nonexperimental treatment comparisons in older adults. While stakeholders will need to 

inform researchers on relevant research questions, development of adequate methods to address these 

questions is a keystone of patient centered outcomes research. 

Thomas, Kathleen 
University of North Carolina Chapel Hill, Cecil G. Sheps Center for Health Services Research 

Stakeholder involvement in identifying and prioritizing future research needs is a core principle of 

PCORI's mission and mandate. Yet, the evidence base for how to capture stakeholder inputs in the 

knowledge development process is surprisingly underdeveloped. The usual way stakeholders are 

involved is through a small panel where knowledgeable individuals are recruited either as scientific 

experts, experienced clinicians, informed patients, or as advocates to represent or speak to the views of 

the larger community. An alternative approach is to survey a large panel of stakeholders so that diverse 

opinions can be better reflected in the final set of rankings or priority listings as has been done in the UK 

(Entwistle et al, 2008). There is no evidence to date about which approach is optimal. Given the wide 

range of diseases and disorders today that are characterized by divergent stakeholder opinion, research 

is needed to assess the relative merits of these two approaches. We will address this need by developing 

a better understanding of how stakeholders value future research using autism as an indicator 

condition. Utility theory holds that utility for a future research investment is derived from its attributes 

(Lancaster, 1991). Attributes can be measured by discrete choice experiments administered as a survey 

as done to model community preferences for health services. Using discrete choice experiments to 

model preferences for future research needs as proposed in this application is novel. Autism is an 

instructive context for methods development because of a wide diversity of stakeholder opinion, but the 

methods developed here can be readily applied to other disease conditions. The proposed study will be 

carried out in relation to three aims:  

Aim 1: To compare attributes and utilities for future research from small and large panels of 

stakeholders, Aim 2: To compare priorities for future research generated by the small and large panel 



utility models estimated in Aim 1, and Aim 3: To explore stakeholder satisfaction with the small and 

large panel approaches. The proposed study responds to PCORI's interest in methods development, 

transparency, credibility, and access. Findings will advance the Institute's mission to promote a rigorous 

stakeholder-driven process for informed health care decision-making and health care delivery.  

RELEVANCE   

The proposed research can contribute to PCORI's mission to support informed health care decision-

making that improves health care delivery and outcomes by providing evidence on methods to elicit 

stakeholder preferences for future research that provide insight into the heuristics of future research 

choices and their variation within stakeholder communities.   

 

OHIO 

Gauthier, Lynne 
The Ohio State University 
This proposal aims to use commercially-available immersive gaming technology to enable a "gold 

standard" motor rehabilitation intervention, constraint-induced movement therapy (Cl therapy), to be 

implemented in the home at low cost. In doing so, a markedly underserved population of patients with 

chronic hemiparesis resulting from stroke will now have access to an intervention that was previously 

only available to a select few. Cl therapy is an empirically-developed therapeutic intervention that 

combines the most effective psychological and motor training practices to promote behavior change 

and neural plasticity concurrently; this intervention has been shown to substantially increase the 

amount of use of an affected upper extremity and to promote structural and functional brain plasticity. 

Despite being viewed as a "gold standard" intervention for arm hemiparesis, Cl therapy remains 

inaccessible to most patients due to limited availability of treatment programs (requiring most patients 

to travel long distances, often out of state, several times a week, to seek this care), limited insurance 

reimbursement, and high cost (upwards of $6,000). The objective of this grant is to develop and pilot, in 

collaboration with the patients it is designed to serve, an engaging home-based rehabilitation that 

delivers this highly effective treatment to more patients while decreasing associated costs. By utilizing 

inexpensive and widely available motion capture technology (the Microsoft Kinect), Cl therapy can be 

conveniently and broadly disseminated for less than $500 in the comfort of a patient's home. In 

addition, the motion capture technology required to deliver this home-based care doubles as an in-

home data acquisition system that acquires the motion data needed to evaluate effectiveness of the 

intervention for each user. This rehabilitation gaming system will increase patient engagement while 

delivering all successful elements of Cl therapy: intensive motor training of the more impaired arm on 

functional tasks, restraint of the less-impaired arm, and a number of behavioral techniques that 

facilitate transfer of therapeutic gains to daily activities, It additionally incorporates design features that 

are known to stimulate brain plasticity and improve rehabilitation outcomes within a highly motivating 

rehabilitation environment. This project represents a critical advance in health-care access and 



affordability for a population in need, as well as a two-fold advance in intervention design that: 1) 

incorporates stakeholders in the design process and 2) redesigns a challenging rehabilitation paradigm 

into a patient-centered game.  

 

RELEVANCE  

The impetus for this project is to improve functional outcomes, and associated quality of life, post-

stroke by increasing access to quality healthcare post-stroke through an evidence-based telemedicine 

alternative to traditional rehabilitation. Regaining movement and mobility is the outcome most highly 

sought after by stroke survivors; however, 38% of all patients lack basic information on recovery options 

(National Stroke Association survey) and only 6% are satisfied with the functionality of their impaired 

arm. Limited access to effective therapies after discharge from the hospital, particularly amongst 

patients residing remotely from treatment centers and those with limited access to transportation, 

contributes to overall dissatisfaction with rehabilitation progress. The objective of this proposal is to 

improve the health-related quality of life of stroke patients and caregivers by dramatically increasing 

access to the cutting edge treatment for hemiparesis following stroke. This project is thus consistent 

with the PCORI mission in that it will address barriers to care while targeting an outcome of utmost 

importance to stroke survivors. To deliver an intervention of the highest quality and practicality, stroke 

patients and their families will be involved throughout the design development process. 

Stange, Kurt 
Case Western Reserve University 

Paradoxically, primary care is associated with better whole person and population health, sustainable 

cost, and equity, despite providing less evidence-based disease care than specialists. Narrowly disease 

focused research and a fragmented health care system are blind to the integrating, personalizing, 

prioritizing primary care functions needed to optimize patient-centered outcomes and promote a high 

value health care system.  

Simulation modeling can facilitate understanding of the ways in which complex outcomes such as 

health, cost, and equity emerge from the interactions between individuals and their health care systems 

and communities. But until recently, model building has not been accessible to patients and other key 

stakeholders. Group model building is a novel, participatory method for involving stakeholders in 

developing models. Therefore, we aim to: 

 1. Engage the wisdom and insights of diverse patients and primary care clinicians to develop candidate 

explanations for the paradox of primary care; 

 2. Develop and apply an iterative, participatory group model building process to produce and refine 

agent based models of the paradox of primary care  

3. Use this novel group modeling method to refine and calibrate models to answer PCOR questions 

comparing mechanisms by which primary care can be organized to maximize its value and effectiveness 

in advancing the health of individuals, families and communities; 



 4. Disseminate the novel methodology and models to inform future PCOR research, health care policy, 

and patient and practice decisions regarding care.  

These aims will be accomplished through a group model building method involving collaboration 

between transdisciplinary researchers, diverse patients - including those with multiple health conditions, 

low SES, and racial and ethnic minorities, - and clinicians from a network of safety net practices, working 

together to build, refine and calibrate agent-based simulation models. These models will allow 

participants to test hypotheses comparing different ways of organizing primary care to optimize patient-

centered and population-important outcomes. The novel methodology, models, and emerging PCOR 

policy agenda will be shared interactively with diverse audiences of patients, practices, policymakers & 

researchers.  

RELEVANCE  

 The proposed research contributes to each of the three goals of PCORI. It:  

Informs the PCOR research agenda by bringing the patient and front line primary care clinician 

perspective to important and under-studied PCOR questions on health care organization and to how the 

added value of primary care beyond disease-specific care might be actualized. 

 Provides preliminary research results including models of how care might best be organized for high 

risk patient groups: those with multimorbidity, racial/ethnic minorities, and the poor.  

Advances a novel methodology for both stakeholder engagement and comparative effectiveness 

research by using participatory group model building to develop and refine agent-based models of 

health care delivery and the mechanisms by which it might affect outcomes which matter most to 

patients.  

 

PENNSYLVANIA 

Bevans, Katherine 
Children’s Hospital of Philadelphia (CHOP) 
The views of children regarding their health and treatment preferences are often devalued because of 

the erroneous assumption that they are unable to provide insight into their own health experiences. In 

fact, our research group and many others have demonstrated that children as young as age 8 can 

provide reliable, valid, and useful information about their health and outcome preferences. The 

question is no longer whether to incorporate the views of children into research that can affect their 

treatment decision-making, but how to do so. We intend to address this methodological gap by 

developing and evaluating novel methods for eliciting and prioritizing children's health outcomes that 

are comprehensible to both patients and clinicians, measureable, and ready for integration in clinical 

and CE research. Our specific aims are: (1) to develop a typology of health outcomes that is relevant to 

the experiences and preferences of children; (2) to ensure the comprehensiveness and 



comprehensibility of the health outcome typology for children and their parents; and, (3) to develop and 

test the feasibility and practicality of methods that use the typology to prioritize health outcomes from 

the perspectives of children and their families, using Autism Spectrum Disorder (ASD) as a proof-of-

principle condition. We focus on ASD because of the broad range of anticipated outcome priorities, the 

strength of our partnership with advocates for this condition, and its inclusion in the lOM Top 100 CE 

priorities. The primary deliverables of this work are the pediatric health outcome typology and the 

evaluation of alternative approaches for eliciting and prioritizing health outcomes from the perspectives 

of children and their families. Through these innovations, we will begin to standardize methods used to 

integrate patients' perspectives into CE and clinical research. This project leverages our methodological 

expertise in understanding and accounting for the unique aspects of health in childhood. Our team is 

composed of international leaders in the patient reported outcome movement for children and families, 

the World Health Organization's efforts to classify health outcomes, parent advocacy, psychometrics, 

and pediatric healthcare. The long-term goals of this work are to extend the outcome typology to other 

conditions and age groups and catalyze the inclusion of core sets of patient-prioritized health outcomes 

into CE and clinical research to facilitate comparisons across studies and to engage patients as partners 

in the research enterprise.  

 

RELEVANCE  

The Patient-Centered Outcome Research Institute (PCORI) aspires to improve the end-results of 

healthcare by advancing evidence-based medicine and ensuring that patients, caregivers, clinicians, and 

other stakeholders are engaged as full partners in the research enterprise. Although progress has been 

made in advancing methods for acquiring and synthesizing scientific evidence, there has been less 

attention given to integration of patients into research studies. Failure to incorporate patients' views in 

clinical and comparative effectiveness research may lead to the identification of 'best practice' 

interventions that have no or little effect on the outcomes that matter most to patients. This is 

especially true for children whose opinions about their health and treatment priorities tend to be 

ignored because of the fallacious assumption that they do not have the cognitive capabilities to engage 

in these discussions. The goal of the proposed pilot project is to develop and evaluate methods for 

eliciting and prioritizing health outcomes from the perspectives of children and their families. The key 

PCORI areas of interest that will be addressed by the proposed project are: (1) the development and 

testing of methods for eliciting and prioritizing outcomes from the perspectives of patients; (2) use of 

technology to assist with the outcome elicitation and prioritization processes; and, (3) the project's 

focus on children (a priority population). Our long-term goal of catalyzing the incorporation of core sets 

of patient-prioritized health outcomes into CE and clinical research is fully consonant with the mission of 

PCORI. 

 

Kimmel, Stephen  
The Trustees of the University of Pennsylvania 
Patients with chronic illnesses that require hospitalization, such as heart failure, often have difficulty 

managing their disease after discharge and are often readmitted to the hospital within a short period. 

Efforts to predict and reduce readmissions have not been tailored to the specific needs of patients most 

at risk for readmission. In this study, investigators will partner with patients, primary caregivers, and 



healthcare providers to obtain their perspectives on factors leading to readmission and on strategies to 

address those factors. The specific aims are: 1) to identify patient-centered factors using a suite of 

rigorous qualitative methods; 2) to measure the prevalence of these factors and determine if they help 

to predict, in a quantitative model, those at high risk of readmission; and 3) to obtain stakeholder input 

on how these patient-identified factors might be addressed in interventions to improve transitions of 

care. A combination of qualitative and quantitative methods will be used, sequentially, to accomplish 

these aims. First, "freelisting" interviews (a technique borrowed from anthropology), will be conducted 

with readmitted and recently discharged patients with congestive heart failure (CHF) at the Hospital of 

the University of Pennsylvania, as well as with their primary caregivers and care providers. Next, semi-

structured interviews will be conducted with a second patient sample and the results will be used to 

develop a questionnaire that measures patient-centered constructs. This questionnaire then will be 

administered to a larger sample of patients with CHF in order to determine if adding patient-centered 

variables improves the predictive ability of an existing readmission risk model. In the final phase of the 

study, four focus groups consisting of patients and caregivers will be convened to discuss actionable 

interventions that address the identified patient-salient factors. The long-term objective of this work is 

to use study findings to design and test targeted and tailored transition of care interventions for CHF 

and other illnesses.   

RELEVANCE 
All aspects of this study are aligned with PCORI's mission to improve health outcomes by producing high 

integrity, evidence-based information from research guided by patients, caregivers and the broader 

health community. The philosophy underlying the aims and design of this study is that stakeholder 

perspectives are vital to understanding the complexities of managing CHF transitions from hospital to 

home; that they are meaningful and actionable; and that, when voiced and considered, they will result 

in more effective interventions and improved health outcomes. Study findings will provide a platform 

for future PCORl research and will advance its methodologies by: 1) furthering our understanding of the 

challenges faced by patients discharged from the hospital as described by patients and those that care 

for them; 2) establishing the feasibility and utility of novel interviewing methods with stakeholder 

groups; 3) determining the practicality of combining diverse stakeholder perspectives in constructing a 

patient interview tool; 4) determining whether the prediction of individuals at high risk for readmission 

can be improved by including patient- and caregiver-identified factors, and 5) identifying the benefits 

and challenges to involving stakeholders in efforts to develop interventional strategies. We hope that 

these efforts will lead to new paradigms and approaches to patient-centered research.  

 

Merkel, Peter A.  
University of Pennsylvania Perelman School of Medicine   
The overarching goal of the proposed work is to more effectively incorporate patients' perspectives into 

the assessment of disease activity and burden among patients with ANCA-associated vasculitis (AAV) 

and work to develop valid and precise patient-reported outcome measures for use in clinical research. 

This project has three specific aims:  



Specific Aim 1: Create an infrastructure for bidirectional collaboration between patients with ANCA-

associated vasculitis and physicians by recruiting expert patients with AAV to join the AAV PCORI Project 

Steering Committee and create and support an online community of hundreds of patients willing to 

regularly review the research progress.  

Specific Aim 2: Evaluate the feasibility and construct validity of instruments within the Patient- Reported 

Outcome Measurement Information System (PROMIS) to record important components of the disease 

experience among patients with ANCA-associated vasculitis.  

Specific Aim 3: Create a preliminary disease-specific, patient-based measure of disease burden in ANCA-

associated vasculitis.  

The study will be conducted by the Vasculitis Clinical Research Consortium (VCRC), the largest 

collaborative clinical research infrastructure in North America. Two key resources of the VCRC will be 

utilized: i) the VCRC Longitudinal Study cohorts for AAV [granulomatosis with polyangiitis (Wegener's), 

microscopic polyangiitis, and Churg-Strauss syndrome] which includes >600 patients already under study 

with comprehensive data collection in place; and ii) the VCRC Patient Contact Registry, that includes 

>1500 patients with AAV who are able to participate in online research activities, including in both 

advisory roles and in data collection.  

This project will be fully responsive to the PCORI PFA by i) integrating patients/stakeholders in the 

research; ii) developing assessment tools for collection of data perceived by patients as not currently 

addressed in clinical research in vasculitis; iii) developing patient-centered outcomes instruments; and 

iv) incorporating mixed methods research designs (qualitative/quantitative) into the work and including 

patients in the development and analysis of the mixed methods.  

RELEVANCE  
The proposed project will explore how patients with vasculitis feel about the burden of their disease in 

order to both better understand the disease and to help develop a set of research tools to measure the 

disease from the patients' perspective. The project will directly engage patients with vasculitis in the 

research process as investigators designing the research protocol and analyzing the data, and as 

research subjects. The research will produce important advances to provide a method to incorporate 

patients' own assessments of their disease into research. By engaging patients in the research process 

and developing patient-centered outcomes tools, this project is fully relevant to the mission and goals of 

PCORl.  

 
Pilkonis, Paul A.  
University of Pittsburgh Medical Center   
A common methodological challenge for comparative effectiveness research (CER) is identifying 

assessments of health status relevant to key stakeholders (patients and health care providers). Such 

instruments should have excellent psychometric properties; be brief; be easy to read, administer, score, 

and interpret; and be meaningful in the clinical encounter. Our goal is to identify, test, and evaluate 

patient-centered outcomes instruments that meet these standards (PCORI area of interest #5). For this 



purpose, we will combine our work as the Pittsburgh research site of the Patient-Reported Outcomes 

Measurement Information System (PROMIS®) with the PCORI agenda. We propose to use our newly 

developed item banks for alcohol use (as well as 12 additional item banks from 8 other domains of 

health) in treatment programs for substance abuse as a platform for the work. We predict that this 

"proof-of-concept" will provide a compelling rationale for the use of PROMIS measures in future 

comparative effectiveness research (CER). Our first specific aim is to demonstrate the methodological 

advantages of the PROMIS item banks for future CER. We will recruit 200 patients in treatment for 

substance abuse over a 12-month period, and we will assess them at 3 time points: intake, 1-month 

follow-up, and 3-month follow-up. Our second specific aim is to demonstrate the enhanced ease-of-use 

and improved content validity of the PROMIS measures. We will ask a subsample of patients (n = 50) 

who complete the PROMIS CATs to also participate in qualitative interviews at 2 time points: intake and 

3-month follow-up. We will also recruit clinicians (n ~ 10-15) whose patients complete the intake 

PROMIS assessment for an interview to elicit their feedback about the value of integrating the PROMIS 

health status profile into the treatment setting. Our third specific aim is to demonstrate the value and 

efficiency of a comprehensive PROMIS health status profile for patients seeking treatment for substance 

abuse. These patients are often marginalized in the health care system, and comprehensive assessment 

of physical and mental health may be neglected in their care. The efficiency of the PROMIS measures 

makes it feasible, however, to generate a rich health status profile at small cost. Twelve additional CAT 

measures (from 8 additional domains) will be administered concurrently with the alcohol item banks at 

each of the three assessment points to identify significant comorbidity.  

RELEVANCE  
The primary area of interest that the proposed project will address is that of identifying, testing, and 

evaluating patient-centered outcomes instruments (PCORI area of interest #5). In our case, the work will 

focus on the item banks developed through PROMIS. In addition, the work will help to improve 

standards for measurement properties of patient-reported outcomes (PROs) for use in CER. With regard 

to the patient-centered questions that motivate patient-centered outcomes research, two are most 

relevant to the proposed work: "Given my personal characteristics, conditions, and preferences, what 

should I expect will happen to me?" and "What can I do to improve the outcomes that are most 

important to me?" Our use of the PROMIS health status profile will allow us to document more 

comprehensively and more precisely the outcomes of treatment for substance abuse across multiple 

health domains. Thus, this work will inform more thoroughly patient expectations about the outcome of 

such care, which is often narrowly focused on abstinence and behaviors related to use of drugs and 

alcohol. By widening the focus of assessment, we will be orienting patients and clinicians to the 

possibility that other domains of health (emotional distress, sleep, pain) are relevant to their treatment 

and that these domains are themselves legitimate targets for change. Patients will be provided with new 

tools for conveying more comprehensive information about their health, will come to recognize the 

value of such integration, and will be encouraged to promote it during their contacts with the health 

care system.  



RHODE ISLAND 

Wilson, Ira 
Brown University  
Informed choice and patient participation in clinical decision making are often absent. Until we optimize 

physician-patient decision-making dialogue, we will not be able to realize the promise of Evidence Based 

Medicine specifically, and Comparative Effectiveness Research (CER) more broadly. The long term goal 

of this research is to develop methods that contribute to better patient decision making, more 

engagement with care, and better health outcomes. The goal of this project, is to develop and test 

methods to isolate and describe in detail interaction processes concerning treatment decision making 

and other disease management problems such as medication adherence. The central hypothesis of this 

proposal, based on strong preliminary work, is that decision making in routine clinical care is physician 

(not patient) centered and rarely shared; and that understanding the "interaction process" of decision 

making is the key to improving the quality of those decisions. The methods we propose to develop will 

not merely record whether various elements of informed choice are mentioned in the encounter, but 

will also capture and describe essential characteristics of the interaction process, or how informed 

choice does (or doesn't) occur. This proposed methodological work is a logical extension of methods for 

analyzing communication recently developed by our group to study HIV care that we will extend to 

clinical decision making in outpatient chronic disease care. We propose a pilot project to collect and 

analyze =200 audio recordings of physician-patient visits, along with post-visit surveys, for patients with 

heart failure and chronic renal disease. Both patient and provider advisory groups will be active 

participants in the project. The Specific Aims are to: 1) Develop methods to characterize the decision-

making process seen in the routine care of outpatients with serious chronic conditions, and 2) Assess the 

validity of the coding scheme by examining the relationship of decision making processes to decision 

recall and to patient-reported measures of visit specific outcomes and satisfaction. PCOR cannot benefit 

patients unless they are informed about treatment options; understand what they can do to maintain 

and improve their own health; and have the opportunity to participate meaningfully in making choices 

and marshaling the health care system on their behalf. This proposed project thus directly addresses all 

four of the patient-centered questions from the definition of PCOR.  

RELEVANCE   

The contribution of the proposed research is expected to be the development of new methods and tools 

to analyze interaction process that focus on decision making during routine clinical care. This 

contribution will be relevant because having these methods and tools will permit the development of 

evidence based interventions to improve interaction quality, shared decision making, and ultimately 

patients' health outcomes. PCOR cannot benefit patients unless they are informed about their 

prognosis; informed about treatment options with their respective benefits and risks; understand what 

they can do to maintain and improve their own health; and have the opportunity to participate 

meaningfully in making choices and marshaling the health care system on their behalf. This proposed 

project thus directly addresses all four of the patient-centered questions from the definition of PCOR. 



The generic methods and tools we develop should be applicable to all kinds of decisions, and across 

disease categories and care settings.   

 

SOUTH CAROLINA 

Holtzclaw Williams, Pamela 
Medical University of South Carolina 
In North America alone, the collective of rare diseases recognized by the National Institutes of Health 

Office of Rare Disease affects an estimated 30 million persons, or 10 percent of the population. Rare 

disease carries with it negative health outcomes (burden) independent of their pathological symptoms. 

Features of the burden are described as: sparse research resources, treatment options and 

knowledgeable providers leading to diagnostic delay that affects patient outcomes, lack of access to 

adequate care, lost faith in the healthcare system, lack of public awareness/concern, scarce affordable 

options for medications/drugs/therapeutics, stigma and insurability concerns. A large portion of the rare 

diseases have heritable genetic etiology, causing problems with genetic testing access and decisional 

burden, multiple family members/generations simultaneously affected with risk or burden, reproductive 

decisional issues related to and psychosocial impact of the heritability factor. Measurement of domains 

that comprise burden shared across this diverse and historically marginalized collective is a long overdue 

research direction. It is premature to measure rare disease patients' shared burdens until pilot work 

tailors needed instrumentation; informed and validated by those who carry the burden.  

This pilot study proposes beginning a long-range process of burden measurement development with 

goals for developing domains generalizable for measurement across a multitude of rare diseases. The 

strategy for this pilot is to begin a measurement tool's conceptualization, field-testing, and validation in 

a narrow population for future dissemination to other populations with rare disease. The population 

living with alpha-1 antitrypsin deficiency (AATD, Alpha-1) was selected as the starting "narrow 

population" because despite its narrowly defined genetic etiology, the sociocultural and psychosocial 

experiences of its population are diverse due to its variable age of onset, genotype and penetrance so 

that this single rare disease population collectively shares with many other populations similar burdens 

independent of symptoms. Another justification for starting with the Alpha-1 community came from a 

preliminary assessment of the Alpha-1 patient stakeholder community's collective identity, virtual 

infrastructure resources and grassroots involvement that reflect that this population has strong 

indicators of potential for community based participatory research (CBPR) partnership's sustainability.  

A CBPR partnership in alpha-1 antitrypsin deficiency (AATD, Alpha-1) is proposed as a novel approach to 

implementing the measure development process with a rare disease population. Unlike traditional local 

CBPR partnerships, this rare disease community partnership has a geographically dispersed roster and is 

linked to its constituency by online media including chat rooms, Facebook, webinars, website and virtual 

communities. The partnership represents the interests of Alpha-1 research stakeholders across the US 

and will be supported by the community communication network of its support organizational 



infrastructure. This CBPR MUSC/Alpha-1 partnership is comprised of diverse stakeholders in the alpha-1 

antitrypsin research environment: academic scientists, clinicians, non-profit organizational support 

leaders, and individual patients living with Alpha-1, listed in the roster of the proposal. The partnership 

will apply instrument development methodology to produce a measurement tool that defines the 

domains of burden independent of underlying rare disease symptoms by engaging local and 

geographically distributed adults living with Alpha-1 across the United States; with long range goals that 

it will contribute to measurement of burden across a multitude of rare genetic conditions.   

RELEVANCE 
The proposal is relevant to 4 areas of interest explicitly articulated as part of the mission in this funding 

initiative. The proposed research: 1) develops measurement and a CBPR approach to study burden 

carried as health related, patient oriented outcomes in communities living with rare disease; 2) develops 

and describes outcomes for bringing together geographically dispersed patients, clinicians, community 

organizational leaders and scientists as partner stakeholders in all stages of the participatory research 

process through the use of information technology and an academic/community stakeholder research 

partnership- trained and supported by community engagement program specialists at the Medical 

University of South Carolina (MUSC) institution; 3) develops a patient centered approach to identify and 

collect perceptions of gaps in outcome measurement particularly relevant to a vulnerable population: 

people with rare genetic medical conditions; and 4) refines/tests a patient centered outcome (burden) 

scale for measuring negative outcomes of interest to patients; for future guidance in design/testing 

interventions of interest to patients living with rare genetic conditions.  

 

TENNESSEE 

Weinger, Matthew B. 
Vanderbilt University 
This is a two-year proposal to demonstrate the value of concurrently collecting quality and safety 

information from patients/families and their clinicians. This project builds upon the novel approach that 

we've developed and refined to capture this information from clinicians. The conceptual foundation of 

our approach is the "non-routine event" (NRE), which is defined as any event that deviates from optimal 

or expected care for a specific patient in a specific clinical situation. We propose to concurrently capture 

and compare NREs reported by patients/families and their clinicians in four different care settings - adult 

day surgery (23-hour stay), pediatric cardiac surgery, pediatric oncology patients receiving outpatient 

chemotherapy, and patients with acute coronary syndrome having a cardiac catheterization. Our 

Project's Aims are to adapt, expand and evaluate this methodology to; 1) Ascertain what aspects of their 

encounters with a clinical system do patients and families view as "non-routine" and reflective of lower 

care safety or quality; 2) Delineate the factors that influence the reporting of NREs and affect the nature 

of the reported NREs; and 3) Determine whether NREs obtained from patients/families significantly add 

to evidence about clinical system failure modes beyond that obtained from clinicians caring for the same 

patients. At defined times in each care episode, trained researchers will use a structured survey to 



identify & elucidate NREs from the patient, family members, and care providers. We will obtain 

participant and system factors including individual (e.g., age, education, experience as well as, for 

patients/families, literacy, health status, and satisfaction), contextual (self-reported stress, frustration, 

and performance level), and system (staffing and unit workload) factors. NREs will be characterized by 

incidence, source, type, and severity. Qualitative and multivariate statistical analyses will address the 

Project Aims and guide improvements in healthcare quality and safety.  

 

RELEVANCE  

This project is aligned with PCORI's mission to "advance the quality and relevance of evidence" to 

improve patient outcomes. Care processes are designed to meet quality and safety targets set by 

clinicians and institutions not by patients and families yet we know little about what the system's 

"customers" consider to be problematic. For our public stakeholders, the proposed research will 

systematically elucidate the incidence and types of safety and quality events that patients and their 

families view as undesirable. We expect three important findings: 1) Many NREs will be reported by 

patients and/or their families that may be injurious to the patients' health and well-being; 2) Many 

clinically meaningful patient safety events reported by patients and their families will be unknown to or 

unreported by the clinicians, yet will have the potential for clinically under-appreciated impact on 

patient outcomes; and 3) The effects of individual (e.g., stress, prior experience) and systems (e.g., unit 

workload) factors on patient/family care experiences will be elucidated. For clinician and institutional 

stakeholders, the NRE methodology is both innovative and useful. In a near complete multicenter 

Veterans Affairs study of 1000 surgical patients, we expect to show a clear association between the 

occurrence of intraoperatively clinician reported NREs and 30-day patient mortality and major 

morbidity. But, the NRE framework provides more than an attractive intermediate outcome measure 

(i.e., akin to myocardial ischemia as a surrogate marker for myocardial infarction) - Use of NREs as a 

dependent variable makes it easier to power quality improvement and comparative effectiveness 

intervention studies. NREs also provide a window on organizational health, especially when coupled 

with other performance metrics (e.g., unit level workload). Analysis of NREs permits both meaningful 

interpretations of patient outcome data (i.e., why an intervention or unit or hospital has worse 

outcomes than its comparators) as well as guidance as to what might have gone awry when outcomes 

are less than expected or desired. Perhaps most importantly, NRE collection and analysis can yield 

prospective identification of patterns of quality and safety risks to future care. Therefore, the proposed 

research will address the following PCORI Pilot Project goals: 1) Refine and evaluate new methods and 

approaches to inform national priorities; 2) Develop, refine, and evaluate methods that can be used to 

assess patient perspective on things that may; influence their outcomes; and 3) Develop, refine, and 

evaluate patient-centered outcomes instruments. 



VIRGINIA 

Woolf, Steven H. 
Virginia Commonwealth University 
The specific aims are (1) to reach patients outside the clinical setting—before clinical encounters— to 

explore their preferred approach to making decisions and (2) to follow those patients into the clinical 

encounter to study their experience in discussing decisions with clinicians. An interactive preventive 

health record (IPHR) that approximately 17,000 patients currently use to learn about recommended 

preventive services will incorporate a new module for patients who face decisions about breast, 

colorectal, or prostate cancer screening. The IPHR currently communicates with the electronic medical 

record systems of 14 practices caring for more than 150,000 patients. The new module will pose a series 

of questions about preferences for informed decision-making (IDM). Using a graphical interface to 

respond, patients will describe their interest in making a decision, receiving more information and the 

desired level of detail, getting help with weighing options, the perceived benefits and harms of IDM, and 

desired next steps. In Year 1, both the content and implementation of the module will be designed in 

consultation with patients, clinicians, health systems, and decision science experts through focus groups, 

cognitive/usability testing, and advisory panels. The goal is to develop an instrument that is scientifically 

valid but also easy and interesting to complete. The IPHR will be programmed to capture patients' IDM 

preferences, display resources that reflect those preferences, track when those resources are examined, 

and notify practices when patients want to discuss the decision with their clinician. The study therefore 

tests the IPHR as both a research tool and a patient resource. At least 3,000 primary care patients are 

expected to view the IDM preference module in Year 2. The pilot will examine how well the system 

reaches patients, survey completion rates, the choices (IDM preferences) patients express, the online 

resources they examine, and whether IDM preferences cluster in patterns. With patients' consent, the 

first office visit that occurs after the IPHR session will be audio recorded to examine how well the 

patients' concerns are addressed and how the IPHR affects outcomes. Three hundred surveys will be 

emailed immediately after office visits to the patient and clinician to contrast their perspectives on the 

encounter against the audio record and IPHR data.  

RELEVANCE  
The mission of PCORI is to "help patients make more informed health care decisions," but a patient-

centered approach must begin with knowledge of what patients want from informed decision-making 

(IDM). Knowing what types of decision support to offer patients—and setting priorities for decision 

support research—requires better data on the information needs of patients and how those needs vary 

by individual, decision type, and context. Asking patients about this at clinical encounters, when they are 

hurriedly confronted by decisions, is impractical, if not misleading. Research must not only devise the 

right questions to draw out IDM preferences but also find a more patient-centered place for posing the 

questions. This project uses technology to engage patients outside the clinic. An online personal health 

record currently offered at 14 primary care practices will host a new module that invites patients to 

describe how they approach decisions. This module will collect research data but also link patients to 

online resources that match their preferences, a feature they can revisit at their convenience. The 



system will also enable patients to notify clinicians if they wish to discuss the decision at their next visit. 

The ensuing office visit will be studied to examine how well the patient's concerns are addressed. This 

project conforms closely with PCORI goals: It involves multiple stakeholders—patients and clinicians—in 

all project stages. It seeks the patient perspective and learns how people research choices. It promotes 

IDM in ways that respect patient autonomy. It devises an innovative patient-centered decision support 

tool that accounts for individual preferences. Audio recordings and surveys immediately after visits will 

identify the gaps perceived by patients and providers.  

 

WASHINGTON 

Setter, Stephen M.  
Washington State University  
Patients can easily be overwhelmed, confused and many times don't fully understand their need for new 

medications, or when the dosages are to be administered" (patient research partner quote). The long-

term goal of this study is to refine medication science by developing patient-centered assessment, 

monitoring and management guidelines for patients and health professionals. The objective is to 

advance knowledge about the medication-taking perspectives, experiences, and behaviors of older 

adults with multiple chronic medical conditions (MCMC) to inform future research related to patient-

centered medication prescribing, monitoring and management. This pilot study addresses the following 

PCORI interest area: "evaluating methods that can be used to assess the patient perspective when 

researching behaviors and choices within the patient's control that may influence outcomes." The 

rationale that underlies the proposed study is that medication-taking practices are wholly within 

patients' control, and are foundational to reducing complications and improving outcomes for those 

with MCMC. To meet the overall objective of this application, the following specific aims will be 

pursued: 1) identify perceptions and behaviors surrounding the medication-taking process of older 

adults with MCMC; and 2) generate an interpretation of the meaning of medication-taking among older 

adults with MCMC. To achieve these aims, data will be obtained in "real time" from patients (N=30) 

receiving a new prescription using smart phone technology. The smart phones will include prompts to 

help participants record thoughts about medication use throughout the day for 30 days. Findings from 

electronic diaries will be logged, analyzed and qualitatively analyzed. Some patients (n=15) will provide 

in-depth hermeneutic interviews to provide rich descriptions and interpretive commentary about the 

experience of receiving a new medication prescription. The objective is to uncover previously 

unidentified areas of common experience in older persons with multiple chronic conditions who have 

received a new prescription. Common experiences and patterns of influences, that are often surprising 

or unexpected, will be categorized and assessed. The expected outcomes of this pilot study are 

improved knowledge of medication-taking perceptions, experiences, and practices of older adults with 

MCMC—knowledge that is critical to advance patient-centered medication science.  

 



RELEVANCE  

The proposed pilot study is relevant to the Patient-Centered Outcomes Research Institute because it 

examines medication-taking, an aspect of care that is controlled by patients and can have a profound 

impact on outcomes, yet one that is poorly understood. While taking prescribed medications is 

foundational to the treatment and prevention of many chronic medical conditions, patient-centered 

research is conspicuously lacking in this domain. Specifically, this project will engage older adults with 

multiple chronic medical conditions to share perceptions, experiences, and practices surrounding the 

receipt of a newly prescribed medicine. Because the process is dynamic, this research will help 

characterize the intricacies from the perspectives of patients. By filling this knowledge gap, the 

proposed research will contribute to enhancing patient-health professional communication about 

medicines and enable research to test innovative patient-centered interventions to improve drug-

related health outcomes. This contribution is expected to be significant because it will provide more 

effective patient-centered medication management, more efficient use of human and fiscal resources 

and, in turn, improved patient health outcomes. 

 

 

 

 

 

 
 


