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We have a responsibility learn from 
every patient’s experience. This is 
particularly true in precision 
medicine.
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Key Considerations:

Pragmatic
Retrospective and Prospective
Reduce Care Team Burden
Preserve Access



PROPRIETARY AND CONFIDENTIAL. Copyright © 2018 Syapse.

White Paper Proposal 2:

Identifying Innovative Methods and 
Standards for Data Collection on 
Evolving Uses in the Real World
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What is the context of use of the molecular test?

Description Purpose and Utilization for 
Decision-Making

Component

Diagnostic Test Test Vendor
Test Type
Genes and Variant Types Tested
Genomic Results
Quality Measures (as defined in Table 1)

Understand the testing 
performed

Disease Characteristics Primary Cancer Type
Stage at Diagnosis
Current Clinical Stage / 
Metastatic Disease Status
Prior Lines of Therapy

Clinical characteristics of 
patient population and 
impact on clinical endpoints
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Will require cooperation from testing labs to provide interoperable reports
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Does the molecular test impact clinical care decisions?

Description Purpose and Utilization for 
Decision-Making

Component

Change in Care Following physician receiving molecular test 
results…

Intent to Change Treatment
(including stop/start of treatment; inclusive of 
targeted therapies, immunotherapy, clinical trials)

Change in Treatment
(as measured by successful fill / administration)

Difference Between Intent to Change and Change 
(assess whether obstacles in therapy 
procurement or trials enrollment effected 
molecular test impact)

Understand whether testing 
led to a change in care 
decisions and patient 
management



PROPRIETARY AND CONFIDENTIAL. Copyright © 2018 Syapse.

Does the molecular test improve outcomes?

Description Purpose and Utilization for 
Decision-Making

Component

Clinical Outcomes Overall Survival
Progression Free Survival Proxies
(e.g. Time on Treatment, Time to Treatment 
Discontinuation, Time to Next Treatment)
Tolerability / Toxicity
(Time to First Hospitalization, Adverse Event 
Frequency)
Objective Response Rate Proxies

Assess impact of testing-
driven decisions on clinical 
outcomes

Non-Clinical Outcomes Patient Reported Outcomes
(including Quality of Life, Symptoms, Physical 
Function, Impact on Social Roles)

Assess impact of testing-
driven decisions on patient 
experience
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Will require cross-stakeholder 
effort to validate real-world 
endpoints while preserving 
access to innovative testing
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