
Welcome to PCORI 
 
Please be seated by 8:50 AM ET. 
The webinar will start at 9:00 AM ET. 



Information for Workgroup Participants 

 
Restrooms are located outside near the elevators. Key fobs are 
available at our front desk.  
As webinar participants will join us online and by telephone, 
please state your name and title before speaking. 
Please stand your name tent up to let the moderator know that 
you are interested in speaking.  
To use the push-to-talk microphones, please press the button on 
the lower right hand side and speak into the microphone when 
red circle lights up around microphone 
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Overview 

Background on PCORI 
 PCORI Criteria for Knowledge Gaps and Research Questions 
 PCORI’s Process for Identifying Research Gaps 

Addressing Disparities Program Mission and Goals 
Identification of Current Workgroup Topic 
 Overview of Currently Funded Projects on Hypertension 
 PCORI and Million Hearts® 

Managing Conflict of Interest 
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About PCORI 

An independent non-profit research organization 
authorized by Congress as part of the 2010 Patient 
Protection and Affordable Care Act (ACA). 

 
Committed to continuously seeking input from patients 
and a broad range of stakeholders to guide its work. 
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PCORI’s Mission and Vision 

Mission 
The Patient-Centered Outcomes Research Institute (PCORI) helps 
people make informed health care decisions, and improves health 
care delivery and outcomes, by producing and promoting high 
integrity, evidence-based information that comes from research 
guided by patients, caregivers and the broader health care 
community. 
 
Vision 
Patients and the public have the information they need to make 
decisions that reflect their desired health outcomes. 
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PCORI Criteria for Knowledge Gaps and 
Research Questions 

Research questions should: 
 Be patient-centered: Is the proposed knowledge gap of specific interest to 

patients, their caregivers, and clinicians?  
 Assess current options:  What current guidance is available on the topic 

and is there ongoing research? How does this help determine whether 
further research is valuable? 

 Have potential to improve care and patient-centered outcomes: Would 
new knowledge generated by research be likely to have an impact in 
practice?  

 Provide knowledge that is durable: Would new knowledge on this topic 
remain current for several years, or would it be rendered obsolete quickly 
by subsequent studies? 

 Compare among options:  Which of two or more options lead to better 
outcomes for particular groups of patients?  
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Questions External to PCORI’s Mandate 

Cost effectiveness: PCORI will consider the measurement of factors 
that may differentially affect patients’ adherence to the alternatives 
such as out-of-pocket costs, but  cannot fund studies related to cost-
effectiveness, costs of treatments or interventions.  
Medical billing: PCORI cannot fund studies about an individual’s 
insurance coverage or about coverage decisions from third party 
payers.  
Disease-processes and causes: PCORI cannot fund studies that pertain 
to risk factors, origin and mechanisms of diseases.  
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PCORI’s Process for Identifying 
Research Gaps 

Topics/Quest-
ions proposed 

for funding 

Topics come from  
multiple sources 

Gap 
confirmation 

Priority 
topics/ 

questions 

(Multi-stakeholder 
Advisory Panels  
and Workgroups) 

(PCORI staff in 
collaboration with 
AHRQ and others) 

1:1 interactions 
with 

stakeholders  

Guidelines 
development, 

evidence 
syntheses 

Website, staff, 
Advisory Panel 

suggestions 

Board topics 

Workgroups, 
roundtables 

• Eliminating 
non-
comparative 
questions 

• Aggregating 
similar 
questions 

• Assessing 
research gaps 

• Preparing topic 
briefs 
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Addressing Disparities: 
Program Mission Statement 
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Program’s Mission Statement 
To reduce disparities in healthcare outcomes and advance 

equity in health and health care  
 

Program’s Guiding Principle 
PCORI is not interested in studies that describe disparities; 
instead, we want studies that will identify best options for 

eliminating disparities. 
 
 

PCORI’s  
Vision, Mission, Strategic Plan 



• Identify high priority research 
questions relevant to reducing long-
standing gaps in disparate populations 

Identify 
Research 
Questions 

• Fund research with the highest 
potential to address healthcare 
disparities 

Fund Research 

• Disseminate and facilitate the adoption 
of research and best practices to 
reduce healthcare disparities 

Disseminate 
Best Practices 

Addressing Disparities: Program Goals 
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Identification of Workgroup Topic on Clinical 
Interventions to Reduce Disparities in 
Hypertension 

PCORI’s Addressing Disparities Advisory Panel prioritized 
12 topics in April 2013 
Two of the top five topics were related to CVD and 
hypertension 
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Compare the effectiveness of 
health interventions (including 
place based interventions in 
community health centers) to 
enhance Million Hearts® and 
reduce major vascular events 
among the economically 
disadvantaged, including racial and 
ethnic minorities and rural 
populations.   

 

Compare the effectiveness of 
different delivery models (e.g., 
home blood pressure monitors, 
utilization of pharmacists or other 
allied health providers) for 
controlling hypertension in racial 
minorities 

 



PCORI’s Current Funding on CVD and 
Hypertension 

7 out of 197 studies pertain to CVD 
 No studies pertain strictly to hypertension 

CVD topics in PCORI research portfolio: 
1. Patient-Centered Research into Outcomes Stroke Patients 

Prefer and Effectiveness Research 
2. Comparative Effectiveness of Adolescent Lipid Screening and 

Treatment Strategies 
3. Comparative Effectiveness of Rehabilitation Services for 

Survivors of an Acute Ischemic Stroke 
4. Shared Decision Making in the Emergency Department: The 

Chest Pain Choice Trial 
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PCORI’s Current Funding on CVD and 
Hypertension (Cont.) 

5. Reducing Health Disparities in Appalachians with 
Multiple Cardiovascular Disease Risk Factors 

6. Improving Health Outcomes among Native Americans 
with Diabetes and Cardiovascular Disease 

7. Telehealth Self-Management Program in Older Adults 
Living with Heart Failure in Health Disparity 
Communities 
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PCORI and Million Hearts® 

PCORI and Million Hearts® are:  
 Working together to identify gaps in research that could 

reduce hypertension disparities. 
 Discussing research gaps in hypertension identified by AHRQ 

Effective Health Care Program Comparative Effectiveness 
Review on home blood pressure self-monitoring, current 
systematic reviews, IOM, and input from CDC experts. 

 Convening this workgroup to confirm the importance of these 
topics, and achieve consensus on research questions that 
should be considered. 
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PCORI and Million Hearts® High Priority Topics 
and Research Gaps to Address Hypertension 
Disparities 

Topic 1: Compare the effectiveness and impact of using different 
methods for tracking data from home blood pressure monitoring. 
Topic 2: Compare the effectiveness of different models for 
supporting patient self-management that help people achieve 
and maintain control of high blood pressure. 
Topic 3: Compare the effectiveness of different compositions of 
care teams for managing hypertension. 
Topic 4: Compare different diuretics for efficacy (clinical 
comparative effectiveness of two drugs). 
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How PCORI Gathers Input 

The researchers, patients and stakeholders who’ve been invited to this 
workgroup give input during the workgroup. 

The broad community of researchers, patients and other stakeholders 
can give input via our website. 

Webinar participants can provide input via the webinar “chat” feature. 
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PCORI distinguishes “input” to the PFA development process from 
“involvement” in the process. 
 
Input is information that may or may not be considered or used in crafting  
The PFA. Involvement is the activity of determining what will be in the PFA. 



How PCORI Manages the Potential for 
Conflict of Interest 

Participants in this workgroup will be eligible to apply for funding if PCORI 
decides to produce a funding announcement on treatment options for severe 
asthma in African-American and Hispanic/Latino patients. 
The Chair of this workgroup will not be eligible 
Input received during the workgroup deliberations are broadcast via webinar, 
and the webinar is then archived and available to other researchers, patients 
or stakeholders on the website. 
PCORI does not have subsequent discussions with the presenters after this 
workgroup.  
Presenters have been explicitly instructed and are expected to address a set of 
questions we’ve asked – not to tell us about their research. 
There should be no “influence advantage” to being a workgroup member, nor 
any knowledge advantage as to what will eventually be requested in the PFA. 
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Million Hearts ® Overview 
 
Janet Wright, MD, FACC 
Executive Director, Million Hearts ® 
CDC & CMS Innovations Center 
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Preventing a Million Together  
 
Patient Centered Outcomes Research Institute 
Clinical Interventions to Reduce Hypertension Disparities 
December 4, 2013 



Presentation Disclosures: 
The opinions expressed by authors contributing to this presentation do not 
necessarily reflect the opinions of the US Department of Health and Human 
Services, the Public Health Service, the Centers for Disease Control and 
Prevention, the Centers for Medicare and Medicaid Services or the authors’ 
affiliated institutions. Use of trade names is for identification only and does not 
imply endorsement. The speaker has no disclosures.  
 



• National initiative co-led by: 
– Centers for Disease Control and Prevention (CDC) 
– Centers for Medicare & Medicaid Services (CMS) 

• Partners across federal and state agencies and 
private organizations 

Million Hearts®   
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Goal: Prevent 1 million heart attacks  
and strokes by 2017 



Status of the ABCS 

Aspirin 
People at increased risk  
of cardiovascular events  
who are taking aspirin  

 

47% 

Blood pressure 
People with hypertension          
who have adequately 
controlled blood pressure 

 

46% 

Cholesterol 
People with high cholesterol    
who are effectively managed 

 

33% 

Smoking 
People trying to quit smoking    
who get help 23% 

CDC. MMWR. 2011;60(36);1248–51. 



Key Components of Million Hearts® 

Keeping Us Healthy 
Changing the 
environment 

Excelling in the ABCS 
Optimizing care  

Prioritizing 
the ABCS 

Health tools  
and technology 

Innovations in 
care delivery 

TRANS 
FAT 

Health 
Disparities 



Intervention Pre-Initiative 
Estimate 2017 Target Clinical 

target 

Aspirin for those at risk 47% 65% 70% 

Blood pressure control 46% 65% 70% 

Cholesterol management 33% 65% 70% 

Smoking cessation 23%  65% 70% 

Smoking prevalence                               21%                     19% 

Sodium reduction ~ 3.5 g/day 20% reduction    

Trans fat reduction ~ 1% of calories 50% reduction 

Getting to Goal 

Sources:  National Ambulatory Medical Care Survey, National Hospital Ambulatory Care Survey,  
National Health and Nutrition Examination Survey, National Health Interview Survey,  
 



Fewer than Half of Americans with 
Hypertension are Under Control 

67 MILLION  
ADULTS WITH HYPERTENSION (30.4%) 

CDC. MMWR. 2012;61(35):703–9. 

(35.8 M) 



Awareness and Treatment among the 36M 
with Uncontrolled Hypertension 

CDC. MMWR. 2012;61(35):703–9. 

M 

M 

M 

36 MILLION  
ADULTS WITH UNCONTROLLED 

HYPERTENSION 



The 36 M People with Uncontrolled 
Hypertension  

CDC. MMWR. 2012;61(35):703–9. 

Yes         No 

Usual source of care 
Yes         No 

Health insurance 
None         1         ≥2 

No. times received 
care in past year 



What Will It Take? 
An Action Framework 

Knowledge Translation and Diffusion 
 Incentives Creation and  Alignment  
Stakeholders in Action 
Measuring and Reporting Systematically 
 Innovating and Implementing for Population Health 
Research: Understanding What Works and Why 



Translate and Diffuse Knowledge 

  
1. Develop and disseminate messages 
2. Identify and spread best practices 
3. Translate science into practice 
  
 



Knowledge Translation and  
Diffusion 

 

 

Million Hearts® Webinar Series 
Nurse Practitioners and Million Hearts®  
Partnering to Achieve BP Control for the 

  



Create and Align Incentives 

 
1. Recognize achievement and improvement 
2. Reimburse and reward for high performance 
3. Reduce the “hassle factor” by making the most 

impactful thing the easy thing 
 

 PQRS, EHR Incentive program, Value-Modifier 
 CMMI’s Comprehensive Primary Care, State 

Innovation Models, and ACOs 
 Hypertension Control Champions 

 
 



2013 Million Hearts® Hypertension 
Control Challenge  

• Winners to be announced in Jan 2014 
• Winners will be  

o Clinicians, practices, and health 
systems that have achieved control 
rates > 70% 

o Able to document performance in 
controlling hypertension 

o Achieving results in sustainable 
systems and challenging 
populations  
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Keeping Us Healthy 
Changing the Context: trans fat   

 

• Citing new scientific evidence and findings from 
expert scientific panels, FDA takes first step to 
eliminate trans fat from processed foods* 

• Federal Register comment period ends January 
7, 2014  
 

47 

 
Eliminating  trans fat in the American diet could prevent 

20,000 heart attacks, 7,000 deaths—every year 
 

*FDA. Tentative Determination Regarding Partially Hydrogenated Oils; Request for Comments and 
for Scientific Data and Information. Federal Register Volume 78, Issue 217 (November 8, 2013) 



Activate Stakeholders 

 
1. Develop meaningful partnerships  
2. Support comprehensive plans at state and local levels 
3. Facilitate collaborations among stakeholders 
 

 
 



• Administration on Community Living 
• Agency for Healthcare Research and Quality 
• Environmental Protection Agency 
• Federal Occupational Health 
• Food and Drug Administration 
• Health Resources and Services Administration 
• Indian Health Service 
• National Heart, Lung, and Blood Institute 
• National Institute for Neurological Diseases 
• Office of the Assistant Secretary for Health 
• Office of the National Coordinator for Health Information Technology 
• Office of Personnel Management 
• Substance Abuse and Mental Health Services Administration 
• U.S. Department of Veterans Affairs 

Public Sector in Action 



• Academy of Nutrition and 
Dietetics 

• Aetna 
• Alliance for Patient 

Medication Safety 
• America’s Health Insurance 

Plans 
• American Association of 

Nurse Practitioners  
• American College of 

Cardiology 
• American College of 

Physicians  
• American Heart Association  
• American Medical 

Association 
• American Medical Group 

Foundation 
• American Nurses Association 
• American Pharmacists’ 

Association and Foundation 
• Arkansas Dept of Health 

 
 
 

• Association of Black 
Cardiologists 

• Association of Public Health 
Nurses 

• Association of State and 
Territorial Health Officials 

• Blue Cross Blue Shield 
Association 

• Commonwealth of Virginia 
• Georgetown University 

School of Medicine 
• HealthPartners 
• Humana 
• Kaiser Permanente 
• Maryland Dept of Health and 

Mental Hygiene 
• Medstar Health System 
• Men’s Health Network 
• Minnesota Heart Health 

Program 
• National Alliance of State 

Pharmacy Assns 
• National Committee for 

Quality Assurance 
 

• National Community 
Pharmacists Assn 

• National Consumers League 
• National Forum for Heart 

Disease and Stroke 
Prevention 

• National Lipid Association 
Foundation 

• New York State Department 
of Health 

• Ohio State University 
• Pennsylvania Dept of Health 
• Prescribe Wellness 
• Preventive Cardiovascular 

Nurses Association 
• Society for Women’s Health 

Research 
• SureScripts  
• UnitedHealthcare 
• University of Maryland 

School of Pharmacy 
• Walgreens  
• Walk with a Doc 
• WomenHeart 
• YMCA of America 

Private Sector in Action 



We will designate a Million Hearts® Advocate and focus on 2+ 
of these actions for the next year and share our progress:  
 

• Deliver pulpit and other leadership messages 
• Distribute wallet cards and journals for recording blood 

pressure readings 
• Promote and use the Heart Health Mobile app 
• Facilitate connections with local health professionals and 

community resources  

100 Congregations for Million Hearts® 
The Commitment 



Measure and Report Systematically 
 

 
1. Refine and align measures 
2. Facilitate reporting 
3. Monitor and evaluate 
4. Improve data access and surveillance systems 

 
 HHS and CMS efforts to liberate the data 
 Epi-Exchange 
 Measure alignment across public and private programs 

 
 

 
 
 

 
 



As of July 2013 

Quality Measure PQRS 
NQF 

Meaningful 
Use 

HRSA 
Uniform 

Data 
System 

VA 

PQRS CV 
Prevention 
Measures 

Group 

PQRS  
GPRO 

CMMI Comp 
Primary Care ACOs 

A – Aspirin  #204 
#0068 

S1 optional 
S2 optional   #30 

B –  BP Screening  #317   #21 

B – BP Control #236 
#0018 

S1 opt 
S2 core      #28 

C –  Cholesterol 
Control #316 S2 opt 

C –  Cholesterol 
Control Diabetes 

#2 
#0064 

S1 opt 
S2 opt     

C –  Cholesterol 
Control IVD 

#241 
#0075 

S1 opt 
S2 opt     #29 

S – Smoking 
Cessation 

#226 
#0028 

S1 core 
S2 core     #17 

Progress in Alignment by July 2013 



Innovate and Implement for  
Population Health 

 
1. Deploy team members, including health IT, effectively 
2. Focus community action on MH key areas: ABCS, smoke 

exposure, sodium reduction and trans-fat elimination 
3. Build community-clinical linkages 
4. Facilitate self-management 
 
 ONC, CDC, others working on clinical decision support 
 CMMI Healthcare Innovations Awards 
 CDC state and community funding directed at ABCS 
 Adopt a Protocol project 
  
 

 
 



 

Protocol as Team Playbook 



Research:  
Understanding What Works and Why 

 
1. Identify gaps 
2. Fund research to improve outcomes in CV disease 
3. Conduct research 

 
 Clarifying the questions and gathering the forces 
 PCORI, NHLBI, NINDS, AHRQ, among others 

 
 

 
 
 

 



What Will It Take? 
The Next Level 

• What specific actions will accelerate progress in CV 
event prevention for the nation? 

• What can we stop doing today or start doing 
systematically tomorrow? 

• How can Million Hearts help others succeed wildly? 



Join Us 

  Take the Pledge 

      Become a Partner 

               Be One in a Million Hearts® 

millionhearts.hhs.gov 



 
Setting the Stage 
 
Michael Schooley, MPH 
Branch Chief 
Applied Research and Evaluation Branch 
Division for Heart Disease and Stroke 
Prevention, CDC 
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Setting the Stage 
 

Cardiovascular Disease Burden 

Hypertension Burden and Disparities 

Priority Topics for Discussion 

Workgroup Objectives 
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Setting the Stage 
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Leading Risk Factors for Poor Health 
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1990 
1. Underweight during childhood 

2. Household air pollution from 
solid fuels 
3. Tobacco smoking, excluding 
second-hand smoke 
4. High blood pressure 

5. Suboptimal breast feeding 

2010 
1. High blood pressure 
 
2. Tobacco smoking, excluding 
second-hand smoke 
3. Alcohol use 

4. Household air pollution from 
solid fuels 
5. Diet low in fruits 

The Lancet, Global Burden of Disease December 2012 



Leading Causes of Death, United States, 2010 

37,793 
50,003 
50,472 
68,905 
83,308 

118,043 
129,180 
137,789 

567,628 
595,444 

0 200,000 400,000 600,000 800,000

Intentional self-harm
Influenza & pneumonia

Nephritis & nephrosis
Diabetes mellitus

Alzheimer's disease
Unintentional injuries

Stroke
COPD

Cancers
Diseases of the heart

Murphy SL, Xu JQ, Kochanek KD,. Deaths: preliminary data for 2010. Natl Vital Stat Rep. 2012;60(4). 



Overview: CVD 

Cardiovascular disease (CVD) refers to all diseases that affect the 
heart or blood vessels, including heart attack, stroke, coronary 
artery disease, and high blood pressure/hypertension 

CVD causes 1 of every 3 deaths 

Rate of death in 2010 was 80.9, 143.0, 36.1, and 78.4 per 100,000 
for white males, black males, white females, and black females, 
respectively 
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National Vital Statistics System, 2001–2010  
CDC Vital Signs: Avoidable Deaths from Heart Disease, Stroke, and Hypertensive 
Disease — United States, 2001–2010; 2013 



Impact of CVD 
 

Every year 
 >1.5 million heart attacks and strokes  
 800,000 deaths 
 $312.6 billion in health care costs and lost 

productivity 
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Kochanek KD, et al. Natl Vital Stat Rep. 2011;60(3):1–51 
Go AS, et al. Circulation. 2012:e2–241  



Hypertension is the Leading Cause of CVD 

Kochanek KD, et al. Natl Vital Stat Rep. 2011;60(3):1–51 
Go AS, et al. Circulation. 2012:e2–241  
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Hypertension Status in the United States 
2003 - 2010 

9 
CDC. MMWR. 2012;61(35):703–9 

Uncontrolled 



Hypertension Disparities 
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Age-Adjusted Prevalence for Hypertension in 
Americans Age 20 and Older by Race/Ethnicity 
and Sex, 2005-2010 
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NH indicates non-Hispanic. Source: NHANES: 2005-2010; NCHS and NHLBI. 
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Hypertension Disparities 

American Indians are 1.3 times more likely to have high blood 
pressure compared to Whites 
African American men and women are:  

 40% more likely to have high blood pressure 

 10% less likely to have their blood pressure under control 

 More likely to be hospitalized for high blood pressure 

Hispanics are also less likely than Whites to be screened and 
receive treatment for hypertension 

70 

CDC. National Health Statistics Report, No. 20. 
http://millionhearts.hhs.gov/abouthds/risk-factors.html 
Viruell-Fuentes EA, Ponce NA, Alegría M. Neighborhood context and hypertension  
outcomes among Latinos in Chicago. J Immigr Minor Health. 2012:1-9.  

http://millionhearts.hhs.gov/abouthds/risk-factors.html


Hypertension Disparities 

Among those with uncontrolled hypertension, awareness 
and treatment rates are  
 Greater for African Americans (66% and 50%, respectively) 

 Compared with Whites (59% and 44%) and Mexican Americans 
(51% and 36%) 

For African Americans the control rate among those treated 
was 18.1% lower than those of White patients 

71 
Centers for Disease Control and Prevention;2013 
Ethn Dis. 2011;22(4):391-397.  



Rates of Avoidable Death from Heart Disease, Stroke, and 
Hypertensive Disease, 2008–2010 
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Hypertension Disparities 

Rural populations are at increased risk for developing 
hypertension 
Limited access to care due to geography or socioeconomic 
status significantly impairs control of hypertension in rural 
populations 
Among patients with diagnosed hypertension, 11% of rural 
Whites, 13% of urban Whites, 20% of urban African 
Americans, and 23% of rural African Americans had diastolic 
blood pressure greater than 90 mmHg 

73 Ann Fam Med. 2004; 2(6): 563-8. 
J Natl Med Assoc. 2010; 102(1): 10-7. 



Implications for Addressing Hypertension 
Disparities 

Small improvements in blood pressure can significantly 
reduce cardiovascular events and premature mortality. 
Eliminating disparities in hypertension control between 
blacks and whites could eliminate one major cause of 
disparities in mortality. 
More research is needed on strategies to improve 
hypertension care among populations likely to experience 
disparities, including racial and ethnic minorities and low 
income and rural populations. 
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PCORI & Million Hearts® High Priority Topics 
and Research Gaps to Address Hypertension 
Disparities 
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PCORI & Million Hearts® High Priority Topics and 
Research Gaps to Address Hypertension Disparities 

Topic 1: Compare the effectiveness and impact of using different 
methods for tracking data from home blood pressure monitoring 

Topic 2: Compare the effectiveness of different models for 
supporting patient self-management that help people achieve and 
maintain control of high blood pressure 

Topic 3: Compare the effectiveness of different compositions of 
care teams for managing hypertension 

Topic 4: Compare different diuretics for efficacy (clinical 
comparative effectiveness of two drugs) 
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Topic 1. Compare the effectiveness and impact of 
using different methods for tracking data from home 
blood pressure monitoring (HBPM) 
 

From 2009-2010, ~21.7% of 
the entire population use 
HBPM, and ~14.5% 
monitored their blood 
pressure monthly or more 
frequently  

77 

Ostchega Y, Berman L, Hughes JP, Chen TC, Chiappa MM. Home blood pressure monitoring and 
hypertension status among US adults: the National Health and Nutrition Examination Survey 
(NHANES), 2009-2010. Am J Hypertens. 2013 Sep;26(9):1086-92. 
 



Topic 1 (Continued) 
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Lack of multiple studies addressing similar modes of support, 
long-term sustainability of modes on blood pressure control, 
and effectiveness of modes in reducing disparities 

Different modes of clinical support feedback used in 
conjunction with HBPM can be beneficial in hypertension 
management (e.g., Tele-monitoring alone or with case 
management, Web-based blood pressure communication tools, 
Patient portals, Mobilehealth communication) 

 
Uhlig K, Balk EM, Patel K, Ip S, Kitsios GD, Obadan NO, et al. Self-Measured Blood 
Pressure Monitoring: Comparative Effectiveness. Comparative Effectiveness Review No. 
45. Agency for Healthcare Research and Quality; 2012.  



Topic 2. Compare the effectiveness of different models for supporting 
patient self-management that help people achieve and maintain 
control of high blood pressure 
 

Models that could improve 
patient self-management 
include:  

 Patient reminders 

 Medication adherence 
supports 

 Health coaching 

 Patient goal setting and 
written action plans   
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Topic 2 (Continued) 
 

Results of studies using patient reminders and medication 
adherence supports are mixed 

Little research is available on health coaching, patient goal 
setting and written action plans  

Little research on how models could improve patient self-
management for populations experiencing disparities 
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Topic 3. Compare the effectiveness of different 
compositions of care teams for managing hypertension 
 

Team-based hypertension care—PCP working with other team 
members such as nurses, pharmacists, social workers and 
community health workers—is proven model 
 Patients who receive care from team are more likely to have 

high blood pressure under control 

 Most teams studied involve nurses and pharmacists, and 
having pharmacists involved in care appears to be particularly 
effective 

 Teams involving others such as dieticians, social workers, or 
community health workers is less common 
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Despite great potential to save 
lives, it’s uncertain how effective 
team-based care is in addressing 
disparities 
 Lack of evidence around different 

compositions of teams and roles 
for team members, and impact on 
hypertension outcomes 

Topic 3 (Continued) 



Topic 4. Compare different diuretics for efficacy (clinical 
comparative effectiveness of two drugs) 
 

Diuretics are widely used to treat hypertension— 45% of patients with 
hypertension undergoing treatment take a diuretic 

Clinical guidance recommends thiazide diuretics, specifically 
hydrochlorothiazide (HCTZ) or chlorthalidone (CTD), but no preference of 
one over the other 

HCTZ prescriptions outnumber CTD by 20-fold and is the 10th most 
commonly prescribed drug in US 

Recent studies indicate CTD is more effective 

More research needed using head-to-head trials comparing HCTZ and CTD, 
particularly to determine drug effects on different populations 

Research is needed to compare alternative first and second-line drugs and 
drug combinations for hypertension treatment 
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Workgroup Goal 

Identify high-priority research questions under four 
priority topic areas that, when answered, will help 
racial/ethnic minorities and rural populations with 
hypertension, their caregivers, and clinicians make 
better informed health and health care choices and 
improve outcomes 
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Workgroup Objectives 

Within each of the four priority topic areas identify 
priority research questions which represent major gaps 
in research and knowledge 
Using a consensus-based approach to identify a small 
number of priority research questions to close the key 
knowledge gaps and improve outcomes 
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Collaborative Workgroup Discussion 

 

Focus: Provide targeted input on four priority topics. 
 

Honor timelines:  Provide brief and concise 
presentations and comments. 

 

Participate:  Encourage exchange of ideas among 
diverse perspectives that are present today: 
 Patients 
 Researchers 
 Other Stakeholders 
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BREAK 
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• Visit us at www.pcori.org 
• Submit comments via Chat or on event page at 

www.pcori.org/events/hypertension/ 
 
  
 

http://www.pcori.org/
http://www.pcori.org/events/hypertension/


 
Perspectives on Priority Topics: 
Patients, Stakeholders and 
Researchers 
 
Moderated by: Michael Schooley, MPH 
Branch Chief, Applied Research and Evaluation 
Branch 
Division for Heart Disease and Stroke Prevention, CDC 
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Perspectives on Priority Topics: Patients, Stakeholders 
and Researchers 
 
 

General Comments 
 
 

25 minutes 
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General Comments 
 Jonathan N. Tobin, PhD 
 President/CEO, Clinical Directors Network, Inc. 
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The four topics are likely to be implemented in combination within 
practice, so proposed study designs should examine how they will 
combine one or more of these interventions either all delivered at once, 
or in a staged sequence. 
Setting characteristics (practice-level and clinician-level variables) are 
likely to be important in the successful 
adoption/implementation/sustainability of interventions, so it is critical 
to have a clear plan of how to measure/adjust/control for these within 
and across studies. PCORI may wish to require/recommend a core set of 
measures across grantees to enable cross-study 
comparisons/adjustments/meta-analyses. 
Consider recommending using Type IV Hybrid 
Effectiveness/Dissemination design. 



General Comments 
 Alison Cook, Senior Research Manager, Healthcare Quality 
 American Heart Association, National Center 
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The four topics are an excellent snapshot of issues in HTN today. We 
support the four items as critical needs/knowledge gaps in HTN care. 
Patient retention within programs (particularly in our most vulnerable 
populations) is a challenge, even once HTN is identified either in a clinical 
or non-traditional setting.  The topics put forth make the assumption that 
the patient has a clinical home, which may not be the case.  This is 
especially true in our most vulnerable populations who are most at risk for 
HTN to begin with.  We would like to discuss initiatives at AHA that are 
underway to tackle that paradigm head on.  



 
General Comments 
Barbara D. Lardy, MPH 
Senior Vice President, Clinical Affairs & Strategic Partnerships 
America’s Health Insurance Plans (AHIP) 
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Potential topics to explore: 
 How effective are allied health professionals (e.g. health coaches, 

community health workers, care managers) in supporting better health 
outcomes vs. providers? 

 How effective are various health IT applications such as registries, 
prompts, provider feedback reports, etc. to help members of the 
healthcare team monitor and improve health outcomes? 

 What components of behavioral counseling motivate patients to make 
meaningful changes in their lifestyles and health-related behaviors? 

 What is the role of text messaging/email vs. outbound calls vs. face-to-
face education? Do some subpopulations do better than others in 
different settings? 

 What areas does pay-for-performance have a positive impact on 
outcomes? 
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General Comments 
 
 
 
 

Beverly Green, MD, MPH, Family Physician and Associate Investigator 
Group Health Cooperative and Group Health Research Institute 

Accurate BP for detection of HTN and treatment decisions 
 Current state: BPs variability; true BP average and trends unknown (versus noise) 
 Disparities issues: Lack of regular clinic visits and follow-up 
 Future state: BPs integrated from all sites (e.g., clinic, home, pharmacy), and upload of BP data 

Patient engagement in self-monitoring 
 Current state: Ambivalence and uncertainty of accuracy; lack of training and feedback 
 Disparities issues: Access to home or out of office monitoring and methods for communication feedback loops 
 Future state: self-care management support and feedback loops 

Automated artificial intelligence for BP monitoring (computer-based monitoring and decision 
support) 
 No knowledge as to its effectiveness in improving BP control and efficiency of hypertension care 
 Disparities issue: tailored decision support by phenotype would be possible 
 Future state: algorithms for engagement, alerts, stepped and tailored care 

Stepped care workflows 
 Research tested, but not used 
 Disparities issues: feasibility of virtual and team care, need for cultural and language tailoring 
 Future state: tailored, efficient, with links to community resources, payment models that support 

team care 
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General Comments 
Joyce Dubow, Principal, Health Policy & Strategy,  AARP 

Overarching observation: primary prevention seems to have reached “near 
maximal effectiveness”1 

 Topics put forth are important but clinically-oriented – might be instructive to 
compare interventions outside routine clinical care (e.g. use of lay community 
workers, peer counselors, etc.) 

For topics I-III: 
 Studies should assess whether outcomes vary by specific patient factors, such as age 

(including the “old” old --85+), gender, literacy/numeracy skills, cultural preferences, 
as well as caregiver factors when they are instrumental in overseeing home-care. In 
other words, do certain interventions produce better results in different segments of 
the population? 

 Consider whether mode of communication is concordant with the patient’s preferred 
mode of receiving information. What do we know about how patients prefer to 
receive information (cite ongoing AARP research) and determine whether the 
interventions satisfy those preferences. Do preferences vary by demographic 
characteristics? 

1Finn, S. D., downloaded from http://archinte.jamanetwork.com, October 15, 2013 

 

http://archinte.jamanetwork.com/


95 

General Comments 
David Stevens, MD, FAAFP,  Director, Quality Center 
Associate Medical Director, National Association of Community Health Centers 
Research Professor, George Washington University 

     
Important factors for CVD disparity reduction 
 Strategic: Combination of self-management and TBC leverages PCMH, encourages local 

partnerships and a system approach to care and data collection and use; addressing 
social determinants and psychological issues in conjunction with guideline informed 
care most important to address disparities 

 Quality of clinical care: All support guideline use for treatment goal; HBP without self-
management and TBC probably less so 

 Psychosocial factors: Identification of mental/behavioral health issues more likely with 
PSM 

 Public/provider interest: FQHCs more interested in HBP as tool for PSM 
 Scalable/Sustainable: PCMH drives TBC and PCM payment/policy changes needed; HBP 

is attractive technology 
 Sufficient evidence: Diuretic issue addressed in MRFIT – is there sufficient power in 

this or other studies to allow analysis of existing data and avoid new study? 

 



Perspectives on Priority Topics: Patients, Stakeholders 
and Researchers 
 
 

Topic 1: Compare the effectiveness and impact of 
using different methods for tracking data from 
home blood pressure monitoring. 
 

15 minutes 
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Topic 1: Compare the effectiveness and impact of using different methods for tracking 
data from home blood pressure monitoring 
Brent Egan, MD 
Professor of Medicine 
University of South Carolina School of Medicine 
 

97 

Designing patient-centered studies is a great opportunity to improve effectiveness 
Durability, sustainability of improved BP control after 12 months when intervention 
continued and discontinued is a relative unknown 
Can responders and recidivists be prospectively identified (i.e., those individuals 
who obtain BP control in the short-term but don’t sustain even with or without 
continued intervention)? 
Studies should be designed with scalability in mind, i.e., interventions that can be 
successfully implemented and sustained in most clinical settings given available 
resources and expertise 



Topic 1: Compare the effectiveness and impact of using different methods for tracking data 
from home blood pressure monitoring 
Mary Ellen Roberts, DNP, RN, APNC, FAANP (American Association of Nurse Practitioners Representative 
Assistant Professor and Director, College of Nursing 
Seton Hall University 
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One needs to look at how this will affect vulnerable populations.  Data tracking with 
these populations can be difficult because of problems with adherence.  Due to co-
morbidity with problems of depression many of these patients do not have the self- 
esteem and/or knowledge of self- efficacy. Many will not follow directions as given 
for HBP monitoring.  Research needs to be done on innovative ways to develop 
appropriate strategies for tracking of HBP in this subset of the population.   
In addition, research into educational models for patients needs to be done.  



Topic 1: Compare the effectiveness and impact of using different methods for tracking 
data from home blood pressure monitoring 
Anne L. Burns 
Vice President, Professional Affairs 
American Pharmacists Association 
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Patient engagement factor(s) - assessment of patient interest and dropout rates, 
includes comfort level with technology and preferences for types of interactions 
with providers 
Access – impact of coverage factors (cost) for HBPM devices on patient use 
Consider reframing the question to “using tracking data from HBPM to improve 
sustained hypertension control” 



Topic 1: Compare the effectiveness and impact of using different methods for tracking data 
from home blood pressure monitoring 
David Magid, MD, MPH 
Director of Research, Colorado Permanente Medical Group 
Senior Investigator, Kaiser Permanente Colorado Institute for Health Research 
Professor, Colorado School of Public Health and University of Colorado School of Medicine 
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May be more of an academic rather than a practical, real-world question 
Most effective interventions are flexible and will provide patient with options 
Automated reporting essential  
On balance, the questions for this topic are not nearly as important to the field as 
those in topic #2 (models of patient self-management) 



Topic 1: Compare the effectiveness and impact of using different methods for tracking data 
from home blood pressure monitoring 
Lisa Cooper, MD, MPH 
James F. Fries Professor of Medicine 
Director, Johns Hopkins Center to Eliminate Cardiovascular Health Disparities 
Johns Hopkins University School of Medicine 
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Study the acceptability of various modes of communication regarding home BP 
monitoring (e.g., Internet, telephone, email, mobile apps) to ethnic minorities, 
patients with low income, and patients with low health literacy 
Measure the effect of the interventions described on outcomes such as patient 
activation and adherence, in addition to BP control 
Combine various communication strategies with other self-management strategies 
such as problem-solving skills training and/or participatory communication skills 
Compare standard interventions (used in the general population) to interventions 
tailored to characteristics such as ethnicity and health literacy 



Perspectives on Priority Topics: Patients, 
Stakeholders and Researchers 
 
 

Topic 2: Compare the effectiveness of different 
models for supporting patient self-management 
that help people achieve and maintain control of 
high blood pressure. 
 

15 minutes 
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Topic 2: Compare the effectiveness of comprehensive models of patient self-management 
that help people achieve and maintain control of high blood pressure 
Mary Ellen Roberts, DNP, RN, APNC, FAANP (American Association of Nurse Practitioners 
Representative) 
Assistant Professor and Director, College of Nursing 
Seton Hall University 
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Vulnerable populations are at greatest risk. It is important to do research on 
educational models, patient reminders (phone, email and texting), etc. 
Research on cost of the service versus cost of treatment needs to be done to 
increase patient self-management.  



Topic 2: Compare the effectiveness of comprehensive models of patient self-management 
that help people achieve and maintain control of high blood pressure 
Anne L. Burns 
Vice President, Professional Affairs 
American Pharmacists Association 
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Follow-up frequency - Comparison of follow-up frequencies needed (either in-
person or remotely) with providers to achieve long term blood pressure control  
Health Literacy - Impact of health literacy assessments on care plans and goal 
setting techniques  
Trained community extenders - Comparison of the use of trained community health 
workers on patient engagement in hypertension self-management 
Medication access and coverage - Comparison of prescription drug coverage status 
and impact on hypertension control 



Topic #2: Compare the effectiveness of comprehensive models of patient self-
management that help people achieve and maintain control of high blood pressure 
Rosalind Fabunmi, PhD (AdvaMed Representative) 
Senior Medical Affairs Program Manager, Cardiovascular Group 
Medtronic Inc. 
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Despite patient adherence to drug therapy being a broadly studied and much talk about 
topic, there is a critical need for improvement in outcomes and patient self management.  
Factors that may influence the level of adherence to the therapy may be on the side of the 
patient, their medication or the prescribing physician.  
There is poor awareness by patients that they have hypertension, difficulty in getting 
patients to recognize the need to take a lifelong treatment for a disease that is without 
symptoms, lack of urgency, poor medication compliance (known to be poor and hard to 
measure), and lack of physician inertia in treating hypertension.  Many patients don’t 
understand the disease process and side effects. 
There is also a need to improve the education of patients and to emphasize the possible risks 
of noncompliance and create a sense of urgency.  Non adherent patients may be improperly 
classified as treatment resistant and the unneeded evaluation of secondary forms of 
hypertension. 
We need to understand further drivers for nonadherence in minority patient groups.  



Topic #2: Compare the effectiveness of comprehensive models of patient self-
management that help people achieve and maintain control of high blood pressure 
David Magid, MD, MPH 
Director of Research, Colorado Permanente Medical Group 
Senior Investigator, Kaiser Permanente Colorado Institute for Health Research 
Professor, Colorado School of Public Health and University of Colorado School of Medicine 
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Of the topics, this is the topic in greatest need of further research 
Improving Adherence to BP Monitoring/Meds Important 
Examine ≥ 2 promising interventions (not usual care) 
Larger Effectiveness studies with stakeholder involvement 
 



Topic 2: Compare the effectiveness of comprehensive models of patient self-management 
that help people achieve and maintain control of high blood pressure 
Lisa Cooper, MD, MPH 
James F. Fries Professor of Medicine 
Johns Hopkins University School of Medicine 
 

107 

 
Compare self-management interventions alone to those combined with efforts to enhance 
access and outreach to care (such as community health worker liaisons)  
Test different intervention “doses” (vary number and frequency of intervention contacts, 
using the same intervention strategy) 
Compare strategies that include a focus on patient communication skills to those that focus 
primarily on disease management skills 
Compare community-based strategies (e.g., in community centers, churches, or other 
community settings – using lay health advocates and CHWs) to clinic-based strategies 
Compare interventions that target family members to those focusing only on patients  
Compare strategies that target several chronic diseases to those focusing on hypertension 
alone 
Compare strategies with a strong focus on lifestyle changes such as the DASH diet to those 
focusing primarily on medication adherence 
 
 



Perspectives on Priority Topics: Patients, 
Stakeholders and Researchers 
 
 

Topic 3: Compare the effectiveness of different 
compositions of care teams for managing 
hypertension. 

 
15 minutes 
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Topic 3: Compare the effectiveness of compositions of team-based care for managing high 
blood pressure 
Mary Ellen Roberts, DNP, RN, APNC, FAANP (American Association of Nurse Practitioners Representative) 
Assistant Professor and Director, College of Nursing 
Seton Hall University 
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Within vulnerable populations research needs to be done regarding team based 
care.  In many instances patients in these settings do not have access to team 
based care.  Research needs to be done in this area to see if team based care would 
be beneficial for this population.  
 



Topic 3: Compare the effectiveness of compositions of team-based care for managing 
high blood pressure 
Anne L. Burns 
Vice President, Professional Affairs 
American Pharmacists Association 
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Technology – Impact of bi-directional sharing of treatment goals and relevant 
clinical information on effectiveness of virtual teams 
Access -  Impact of accessibility of providers on the composition of  effective 
health care teams  
Impact of collaborative practice agreements on effective management  of 
hypertension and health care team efficiencies 
 



Topic 3: Compare the effectiveness of compositions of team-based care for managing high blood 
pressure 
David Magid, MD, MPH 
Director of Research, Colorado Permanente Medical Group 
Senior Investigator, Kaiser Permanente Colorado Institute for Health Research 
Professor, Colorado School of Public Health and University of Colorado School of Medicine 
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Compelling data on benefits of team care 
Much is already known – adding nurses or pharmacists has shown incremental 
benefits 
Health Systems and Provider Office Staff generally fixed  
Impact of answering research questions unlikely to be significant 
 



Topic 3: Compare the effectiveness of compositions of team-based care for managing 
high blood pressure 
Lisa Cooper, MD, MPH 
James F. Fries Professor of Medicine 
Director, Johns Hopkins Center to Eliminate Cardiovascular Health Disparities 
Johns Hopkins University School of Medicine 
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Examine the effectiveness of teams that include several types of health professionals 
who focus on various aspects of hypertension management (for example, a primary care 
team that includes pharmacists, dietitians, and community health workers, to a team 
that includes only one type of health professional – other than the primary care 
provider) 
Examine various roles for medical assistants in promoting patient self-management and 
adherence 
Compare the effectiveness of interventions targeting patients only to those combined 
with  provider or other health professional interventions (e.g., communication skills 
training, audit and feedback with decision-support, cultural competency training) 
Examine multi-level interventions (those targeting system level factors such as BP 
measurement training, audit and feedback with or without financial incentives, as well as 
individual health professional and patient interventions) 
 



Perspectives on Priority Topics: Patients, 
Stakeholders and Researchers 
 
 

Topic 4: Compare different diuretics for efficacy 
(clinical comparative effectiveness of two drugs). 

 
15 minutes 
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Topic #4: Compare the effectiveness of diuretics 
Brent M. Egan, MD, Professor of Medicine 
University of South Carolina School of Medicine 
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Comparative efficacy/effectiveness of HCTZ and chlorthalidone for BP control known 
Evidence-based outcomes with HCTZ established at higher doses than used currently 
Doses of diuretics required to obtain effective BP control/outcomes incur significant 
collateral damage; some patients may not want to take diuretics as initial therapy at full, 
evidence-based doses knowing the excess rate of diabetes (~0.75%–1.5%/yr) 
Short-term, i.e., 3–5 year studies, don’t fully capture potential adverse impact of 
collateral damage, e.g. diabetes, on outcomes 

Studies comparing diuretics as add-on for patients on 1–2 BP meds or as part of a single-
pill combination (rather than initial monotherapy) may “make more sense”  
Persistence on diuretics in single-pill combinations is higher than as monotherapy 
Fewer patients will require diuretics for BP control if CCB/RAS blockers given first 
Fewer patients on diuretics develop diabetes if given concomitantly with RAS blockade 
Genetic and biochemical (personalized) markers can identify diuretic responders 
 



Topic 4: Compare the effectiveness of diuretics 
Mary Ellen Roberts, DNP, RN, APNC, FAANP (American Association of Nurse Practitioners 
Representative) 
Assistant Professor and Director, College of Nursing 
Seton Hall University 
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Some controversy exists over the use of 2 different diuretics. Outcomes research 
needs to be done in this area to see if the use of diuretics in vulnerable 
populations are effective. 
 



Topic #4: Compare the effectiveness of diuretics 
David Magid, MD, MPH 
Director of Research, Colorado Permanente Medical Group 
Senior Investigator, Kaiser Permanente Colorado Institute for Health Research 
Professor, Colorado School of Public Health and University of Colorado School of Medicine 
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CER of 1st and 2nd line agents racial/ethnic minorities  
Need CER study using a large clinical dataset with the following: 
 Longitudinal BP 
 Longitudinal lab and diagnosis data 
 Longitudinal medication data 

 



Topic 4: Compare the effectiveness of diuretics 
Lisa Cooper, MD, MPH 
James F. Fries Professor of Medicine 
Director, Johns Hopkins Center to Eliminate Cardiovascular Health Disparities 
Johns Hopkins University School of Medicine 
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Combine diuretics with other agents (e.g., ACE-inhibitor or ARB, calcium channel 
blocker, or beta blocker) and compare HCTZ to chorthalidone when combined 
with a second drug. 
 



Topic 4: Compare the effectiveness of diuretics 
Rosalind Fabunmi, PhD (AdvaMed Representative) 
Senior Medical Affairs Program Manager, Cardiovascular Group 
Medtronic Inc. 
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Based on the available evidence, there seems to be little or no difference 
between commonly used blood pressure lowering medications for primary 
prevention of cardiovascular disease. 
The evidence that within the class of diuretics that chlorthalidone may be 
superior to hydrochlorothiazide in preventing CV events is not robust. 
Further, it is not fully understood why CTD showed better efficacy in reducing 
cardiovascular events as compared with HCTZ when both agents work in a 
pharmacologically similar fashion. 
Large head to head outcomes trials to address this will be very costly for these 
generic drugs. 
 



LUNCH 
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• Visit us at www.pcori.org 
• Submit comments via Chat or on event page at 

www.pcori.org/events/hypertension/ 
 

http://www.pcori.org/
http://www.pcori.org/events/hypertension/


Discussion: Priority Topics and Research 
Gaps 
 
Moderated by: Michael Schooley, MPH 
Branch Chief, Applied Research and Evaluation Branch 
Division for Heart Disease and Stroke Prevention, CDC 
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Collaborative Workgroup Discussion 

 

Topic 1: Compare the effectiveness and impact 
of using different methods for tracking data from 
home blood pressure monitoring. 

 
30 minutes 
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Collaborative Workgroup Discussion 

 

Topic 2: Compare the effectiveness of different 
models for supporting patient self-management 
that help people achieve and maintain control of 
high blood pressure. 

 

30 minutes 
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BREAK 
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• Visit us at www.pcori.org 
• Submit comments via Chat or on event page at 

www.pcori.org/events/hypertension/ 
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Collaborative Workgroup Discussion 

 

Topic 3: Compare the effectiveness of different 
compositions of care teams for managing 
hypertension. 
 

30 minutes 
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Collaborative Workgroup Discussion 

 

Topic 4: Compare different diuretics for efficacy 
(clinical comparative effectiveness of two drugs). 

 
30 minutes 

 

 

125 



BREAK 
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• Visit us at www.pcori.org 
• Submit comments via Chat or on event page at 

www.pcori.org/events/hypertension/ 
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Identification of Key Research Questions 
 
Moderated by: Michael Schooley, MPH 
Branch Chief, Applied Research and Evaluation Branch 
Division for Heart Disease and Stroke Prevention, CDC 
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PCORI Criteria for Research Questions 

Questions should: 
 Be patient-centered: Is the proposed knowledge gap of specific interest to 

patients, their caregivers, and clinicians?  
 Assess current options:  What current guidance is available on the topic 

and is there ongoing research? How does this help determine whether 
further research is valuable? 

 Have potential to improve care and patient-centered outcomes: Would 
new knowledge generated by research be likely to have an impact in 
practice?  

 Provide knowledge that is durable: Would new knowledge on this topic 
remain current for several years, or would it be rendered obsolete quickly 
by subsequent studies? 

 Compare among care options:  Which of two or more approaches to 
perinatal care lead to better outcomes for particular groups of patients?  
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Recap and Next Steps 
 
 
 

129 



Next Steps After Workgroup 

PCORI will seek input and approval from our Board of Governors 
on some or all specific topics and/or questions identified by the 
workgroup that, if addressed, could reduce hypertension 
disparities 
With Board approval, PCORI will develop a funding 
announcement on the comparative effectiveness of clinical 
interventions to reduce disparities in care and improve outcomes 
among patients with hypertension, including racial/ethnic 
minorities and other populations at risk for disparities (e.g. 
individuals living in rural communities)  
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We Still Want to Hear from You 

We welcome your input on today’s discussions  
• We are accepting comments and questions for consideration on this topic 

through December 15, 2013 via the event page at 
www.pcori.org/events/hypertension/ 
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Thank You for Your Participation 
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