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Antitrust Compliance Statement

• ISPOR has a policy of strict compliance with both United States, and other 
applicable international antitrust laws and regulations.

• Antitrust laws prohibit competitors from engaging in actions that could result in 
an unreasonable restraint of trade. 

• ISPOR members (and others attending ISPOR meetings and/or events) must 
avoid discussing certain topics when they are together including, prices, fees, 
rates, profit margins, or other terms or conditions of sale.

• Members (and others attending ISPOR meetings and/or events) have an 
obligation to terminate any discussion, seek legal counsel’s advice, or, if 
necessary, terminate any meeting if the discussion might be construed to raise 
antitrust risks.

• The Antitrust policy is available on the ISPOR website.

The Antitrust policy is available on the ISPOR website at ispor.org/antitrust.
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Evidence of Clinical Utility is Essential for Driving Payer Coverage

Technical Validity
Accuracy, precision, reproducibility

Clinical Validity
Association of test result with outcomes of interest

Clinical Utility
Evidence that test influences treatment pathway or improves 

patient outcomes

Increasing 
Importance to 

Payers for 
Coverage

• Unlike pharma, RCTs are not required for lab dx regulatory approval
• Therefore, a compelling evidence plan is critical for coverage

Cost-Effectiveness and Budget Impact
Evidence that test represents good “value for money” and is cost-saving or affordable by payers. 



Operational Care Pathway Impact Is the Most 
Credible and Feasible Evidence for IVD Tests
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Hospital Partnerships and Existing Data Are the Engine of Diagnostic RWE

Pharmacy

Stand-alone Hospital

Home Care

Research Institute

Clinic

Dialysis CenterPhysician Office

Reference Lab

Small Hospital Small Hospital

Small Hospital

ED

ICU

OR

RADIOLOGY

CATH LAB

NICU

MAJOR HOSPITAL

Major Hospital System



Medical device HEOR 

perspective 2
SECTION



1

Generating Device-Attributable Evidence through Secondary Data Sources
(Even Without Unique Procedure Codes!)

Approach #1: Link device 
registration and/or device-
derived data to an outcomes 
(Claims, EHR) data source

• Micra CED & CORE-CPP 
studies (device registration + 
Medicare claims data)

• GLIDE-HF study (device 
registration + Optum EHR data)

Approach #2: Linking clinical
trial data or registry data to an
outcomes (Claims, EHR) data
source

• ALLEVIATE-HF+ (clinical trial 
data + Medicare claims data)

• Transcatheter Valve Therapies 
Registry (society registry data + 
Medicare claims

Approach #3: Leverage 
Chargemaster data to identify 
specific products for 
comparative safety analysis

• Multiple-use vs single-use 
power staplers utilized in 
patients undergoing video-
assisted thoracic procedures 
(Premier Inc. Data)
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1 Eeg-Olofsson et al., “Initiation of Intermittently Scanned Continuous Glucose Monitoring Is Associated WithReduced Hospitalization for Acute Diabetes Events and Cardiovascular Complications in Adults WithType 1 Diabetes”; Eeg-Olofsson et al., “Severe

HypoglycaemiaIs Associated with Increased Risk of Adverse Cardiovascular Complications in Adults with Type 1 Diabetes”; Nathanson et al., “Intermittently Scanned Continuous Glucose MonitoringCompared with Blood Glucose MonitoringIs Associated with

Lower HbA1c and a Reduced Risk of Hospitalisation for Diabetes-Related Complications in Adults with Type 2 Diabetes on Insulin Therapies.”

RWE that bridges the gap between clinical trials and health policy decisions
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