Functional Outcomes from the COMFORT 2 Randomized Control Trial for Peripheral Nerve Stimulation: Early Results
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Crossover of Control Subjects at 3-
months.

RESULTS

Statistically Significant levels of
Functional Improvement in Active Arm

from the initial COMFORT study.

22% met @

Oswestry Disability Index- MCID- Minimal Clinically Important Difference (= 10-

point changel)

and 6 months in the Active
Arm and 3 months in the
Control Arm. Above Right:
Avg. percent change in
Functional Outcomes from
Baseline to 3-months and
achieved MCID for each.

subjects compared to Control Arm. MCID Left: Satisfaction with the
Majority of Active Arm sy bjec:ts = Very Satisfied = Satisfied = Neutral - Dissatisfied = Very Dissatisfied PNS device at 3 and 6
) . months.
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