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Therapeutic and
Diagnostic Device
Ovutcomes Research

An outcomes research primer for those
in the therapeutic and diagnostic device

field with the purpose to inform:

1) Health outcomes researchers on the unique
characteristics of therapeutic and diagnostic

devices, and

2) Medical device developers and researchers
on the basic principles of clinical, economic,
and patient-reported outcomes research for

therapeutic and diagnostic devices.

FIGURE 1.2 Patient outcomes assessment: sources and examples.
Reproduced with permission from ISPOR.

FIGURE 21.4 Economic ratios
and quadrants

FIGURE 12.2 Receiver
operating characteristic curve
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FIGURE 1.3 Relation of evidence-based medicine and technology assessment.
Reproduced with permission from ISPOR.



