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• Introduction – Towards Patient-Centered Outcomes – William Lawrence
• The DECIDE-LVAD Study – Larry Allen

Overview
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Our Mission and Strategic Goals

PCORI helps people make informed healthcare decisions, and improves 
healthcare delivery and outcomes, by producing and promoting high-
integrity, evidence-based information that comes from research guided 
by patients, caregivers, and the broader healthcare community. 

Our Strategic Goals:

Increase quantity, quality, and timeliness of useful, trustworthy 
research information available to support health decisions

Speed the implementation and use of patient-centered outcomes 
research evidence

Influence research funded by others to be more patient-centered



We Fund Patient-Centered Outcomes Research

PCOR is a relatively new form of Comparative Effectiveness Research 
(CER) that….

• Considers patients’ needs and 
preferences, and the outcomes 
most important to them

• Investigates what works, for 
whom, under what circumstances

• Helps patients and other 
healthcare stakeholders make 
better-informed decisions about 
health and healthcare options



We Fund Research That…

• Patients are partners in research, not just “subjects”

• Active and meaningful engagement between scientists, 
patients, and other stakeholders

• Community, patient, and caregiver involvement already 
in existence or a well-thought-out plan

“Patient and stakeholder engagement”

What we mean by…

• The project aims to answer questions or examine outcomes that 
matter to patients within the context of patient preferences

• Research questions and outcomes should reflect what is 
important to patients and caregivers

“Patient-centeredness”



Decision Support in
End-Stage Heart Failure: 
The DECIDE-LVAD Study

Larry A. Allen, MD, MHS
Medical Director, Advanced Heart Failure, University of Colorado

MEDCAC Health Outcomes in Heart Failure Technology Treatment Studies 
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Outcomes should help patients 
choose treatments right for them

MEDCAC Health Outcomes in Heart Failure Technology Treatment Studies 



Classes of Treatment Decisions

1. Benefit >> Risk: Behavioral counseling is used when 
scientific evidence for benefit strongly outweighs harm 
(e.g. smoking cessation, beta-blocker for HFrEF), and 
decision support designed to describe, justify, recommend, 
and engage is most appropriate. 

2. Benefits ~ Risks: Shared decision making is most easily 
applied to preference-sensitive decisions, where both 
clinicians and patients agree that equipoise exists, and 
decision support helps patients think through, forecast, 
and deliberate their options.

Relevant outcomes



Artificial Heart Technology – A Case Study

Barney Clark
1982

Dick Cheney
2010



MOMENTUM

ENDURANCE



Mechanical Circulatory Support (MCS) 
and Complex Trade-Offs



McIlvennan, Magid, Ambardekar, Thompson, Matlock, Allen. Circ Heart Fail. 2014 

NNT<2



McIlvennan, Magid, Ambardekar, Thompson, Matlock, Allen. Circ Heart Fail. 2014 

VAS

NYHA KCCQ Exercise 6MWT



McIlvennan, Magid, Ambardekar, Thompson, Matlock, Allen. Circ Heart Fail. 2014 





High-stakes
Emotion

Uncertainty

Cognitive Biases
Caregivers

Complexity



REFLECTIVE
Utilitarian

AUTOMATIC
Self-preservation

Circ Qual Care Outcomes. 2014. 



“Informed” consent is broken



Marketing versus Education



Marketing versus Education



“A meeting between two experts”

Patient Decision Aids
Relevant outcomes





HeartMatePro.com www.patientdecisionaid.org

Patient Testimonials (N=1) 

http://www.patientdecisionaid.org/


Implementation: DECIDE-LVAD study

• 6-site: CU, Brigham, St Vincent’s, Mayo, Barnes, Duke
• Prospectively enroll patient-caregiver dyads



Control: current education and consent process
Intervention: new shared decision support 

• Decision aids (replace industry decision materials)
• Communication training 
***Standard of care for the program

Reach: Percent of patients getting DA
Effectiveness: (patient, caregiver)

• Knowledge
• Value-treatment concordance 

(aggressiveness of care)

Adoption: Which providers using? 
Implementation: How do they use it? 
Maintenance: Do they continue after the study 

stops? 



Study Outcomes
 PATIENT  CAREGIVER 

Measure BL 1 BL 2 1m FU 6m FU  BL 1 BL 2 1m FU 6m FU 
                

           
            

             
             
           
           
                

                
               
             

               
               

                
           

      
               

       
            

               
      
                

         
           

              
 

    
                  

                
           

            
DT-LVAD Decision Quality Knowledge X X X X  X X X X 
DT-LVAD Decision Quality Values X  X X  X  X X 
Decision Conflict X X X X  X X X X 
Decision Regret   X X    X X 
Preferred Control: Control Preferences Scale – Preferred X  X       
Actual Control: Control Preferences Scale – Actual   X       
Illness Acceptance: PEACE Illness Acceptance Scale X  X X      
Stress: Perceived Stress Scale X   X  X   X 
Anxiety/Depression: Hospital Anxiety and Depression Scale X  X X  X  X X 
Quality of Life: EQ5D-3L and VAS X  X X      
Caregiver Preparedness: The Preparedness for Caregiving Scale      X  X X 
Demographics  X     X    
Satisfaction with Caregiver Involvement: CANHELP Patient 
Questionnaire – Role of the Family   X X      

Caregiver Involvement in Decision Process: Family Satisfaction 
with Care Questionnaire        X X 

Acceptability of Educational Materials: Acceptability Questionnaire   X     X  
Bereaved Caregiver Satisfaction with End-of-Life Care: 
CANHELP Bereavement Questionnaire [for bereaved caregivers only]        [X] [X] 

Bereaved Caregiver – DT LVAD Specific Questions [for bereaved 
caregivers only]        [X] [X] 

*BL1=Baseline 1 Survey; BL2=Baseline 2 Survey; 1m FU=1-Month Follow-Up Survey; 6m FU=6-Month Follow-Up Survey 
 



Values

CAREGIVERS



Values

CAREGIVERS



Results so far …

Organic Dissemination and Natural Implementation
– 39 inquiries from 31 programs
– 10 non-study sites using

DECIDE-LVAD trial
• Recruitment completed 2/1/17, 6-month f/u 8/1/17
• OVERenrolled: Seems to fill an important need



Learn More

patientdecisionaid.org

www.pcori.org
info@pcori.org

Larry.Allen@ucdenver.edu

mailto:Larry.Allen@ucdenver.edu


• If we want to help patients make informed decisions about new heart failure 
technologies, then we need their input from the start!
o Understand what the important questions are
o Understand what the important outcomes are
o Help provide the data in a form patients can understand and incorporate 

into their decision-making

Summary
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