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Medical Device & Diagnostics Outcomes Research Section Outlines

2. Regulatory requirements (510K versus PMA)
i. Pre-approval studies
ii. Post Market Surveillance (e.g., registries)
b. PRO assessment in Device Trials
3. Study Design
i. Implications of non-randomized, unblinded
trials (e.g., single-arm studies, registries)
ii. PRO assessment in studies comparing
devices versus drugs or less invasive
procedures to open surgery
4. Measurement Approach ’
i. Respondent issues
ii. Instrument selection
iii. Timing
iv. Administrative cost/burden
5. Analytic Issues
i. Adjustment for confounding variables (e.g.,
influence of physician technique, physician or
facility experience, learning curve,
procedure-related versus device related
adverse events, environmental factors)
ii. Small sample size; smaller # sites
6. Interpretation

c. Decision making and Communication
7. Differentiate between products w/similar efficacy
8. Product labeling
9. Economic analyses

Chapter Ill. Case Studies

a. Barrett's Esophagus — lllustrate value of Utility Assessment?

b. Example — with QOL PRO as primary endpoint? Either clinical
condition with less invasive procedure versus open surgery
(e.g.. aneurysm) or palliative intervention (e.g., oncology
intervention)?

c. Treatment satisfaction example to distinguish between
alternative treatments (uterine fibroid embolization)?
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