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What Outcomes Do Payers What Outcomes Do Payers 
Expect?Expect?

• Payers Require Medical Evidence that a Given New 
Technology Brings Value to Members & Ideally to 
the Bottom Line
– Stronger Evidence = More Enthusiastic Payer
– Greater Savings = More Enthusiastic Payer

• Sooner Savings Can Be Realized = Enthusiastic Payer

– Randomized Control Trial (RCT) Demonstrating 
Value/Savings is Consensus Gold Standard

• Most Medical Device Trials Are Not RCT’s
• FDA Challenges with RCT’s for Medical Devices



Be Prepared to Defend Your Be Prepared to Defend Your 
Choice of Evidence CollectionChoice of Evidence Collection

RCT

From criteria proposed by Cook et al, Rules of evidence Chest 1992 ; 305S-311S

RCT, Insignificant
Non-Random 

Concurrent Cohort 
ComparisonNon-Random 

Historical Cohort 
Comparison

Case Series W/O Ctrl Subjects



Medical Devices & EvidenceMedical Devices & Evidence

• Examples of Devices that have provided 
high level of evidence
– Standard Stents
– Drug Eluting Stents
– ICD’s
– Biventricular Pacemakers (MIRACLE trial)



Device Outcomes ExamplesDevice Outcomes Examples

• RCT’s & Modeled Outcomes
– Examples of Device Based Outcomes Studies

• MIRACLE Trial for CRT
• RAVEL, SIRIUS, C-SIRIUS & E-SIRIUS for DES
• D.K. Owens et al, Cost-Effectiveness of Implantable 

Cardioverter Defibrillators, NEJM, Oct 6, 2005.
• Stents - Numerous



Understand Payer Evidence Understand Payer Evidence 
ExpectationsExpectations

From Bryan Luce & Ann Elixhauser, “Documenting the Value of a Medical Device,”
Medical Device & Diagnostic Insustry, January, 1999.



Consider Outcomes AlternativesConsider Outcomes Alternatives

• Outcomes Modeling
– PC Based Modeling of Cost-Benefit

• E.g., Markov Simulations
– Comparative Effectiveness

• CPLYS/CPQALYS Savings Estimates
– Require Variable Input

• Must Collect Some Data (Clin Trial or Other)



Drug Eluting Drug Eluting StentStent ExampleExample
((JAMC • 1er FÉVR. 2005; 172 (3))



QALY Assessment of QALY Assessment of StentingStenting



Communicate With Tech Communicate With Tech 
AssessorsAssessors

• Blue Cross & Blue Shield TEC – TA for 
Association Members & Others

• Hayes – TA for Customers
• ECRI – TA for Customers
• Aetna – Internal TA Group
• United HealthCare – Internal TA’s
• Kaiser – Some Internal TA’s



Design Trials With Outcomes Data Design Trials With Outcomes Data 
Collection in MindCollection in Mind

From Bryan Luce & Ann Elixhauser, “Documenting the Value of a Medical Device,”
Medical Device & Diagnostic Insustry, January, 1999.



DONDON’’T!!!!!T!!!!!

• Expect Payers to Embrace Your 
Product If You Can’t Prove What’s In 
It for Them



Next StepsNext Steps

Worked with Payers/Tech Assessors
Collected Your Evidence
Developed Economic Modeling
Prepared Your Best Case

• NOW WHAT?



Next StepsNext Steps
• Strategic Plan Development
Patients/Employers

Providers/Hospitals

Manufacturer

Payers



Next StepsNext Steps

• Have a Plan to Reach All Relevant Stakeholders
• Medicare Precedent is Often Important, if 

Established
• Peer Payer Implementation Creates Competitive 

Disadvantage
• Reliance on Good Evidence Alone Naïve
• Influence Payers from Multiple Angles

– Develop Provider and Patient Champions



Case ExampleCase Example

• Liquid based cytology and Aetna
– Despite strong study data, Aetna refused 

coverage
– Advocacy campaign leveraged upon senior 

medical directors and executives
• Provider & Patient Focused

– Overriding internal opposition, Aetna reversed 
coverage decision



THANK YOU!!!!THANK YOU!!!!



StentStent RCTRCT’’ss



More More StentStent RCTRCT’’ss


