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- Randomized Clinical Trial (COMFORT 
2*)

- Document Efficacy and Safety of 
Peripheral Nerve Stimulation (PNS) 
over Conventional Medical 
Management (CMM).

- PNS delivered using battery-free 
system with micro-Implantable Pulse 
Generator (Nalu Medical, Carlsbad, 
CA).

- Post-market, open label, multicenter 
study aligned with standard of care; 
IRB approved.

- Chronic pain in shoulder, knee, low 
back and foot/ankle.

- Randomization- 2:1 Active to Control
- Active- PNS+CMM
- Control- CMM Only

- Successful trial ((≥ 50% pain relief from 
baseline)          Permanent Implant.

- 36-months follow-up
- Crossover of Control Subjects at 3-

months.
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Outcomes % of subjects achieving MCID

Beck Depression Inventory 72% (≥17.5% change from baseline2)

Brief Pain Inventory (Severity) 83% (≥30% improvement in pain2)

Brief Pain Inventory (Interference) 86% (1-point decrease2)

EQ-5D-5L- QoL 77% (≥0.074 change in index3)

Oswestry Disability Index- MCID- Minimal Clinically Important Difference (≥ 10-
point change1)

Figures
Above left: Oswestry 
Disability Index showing 
change from baseline to 3 
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. 
Left: Satisfaction with the 
PNS device at 3 and 6 
months.
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RESULTS

- Statistically Significant levels of 
Functional Improvement in Active Arm 
subjects compared to Control Arm.

- Majority of Active Arm subjects 
achieved MCID for each of the 
outcomes.

- Early results are consistent with results 
from the initial COMFORT study.


	Slide 1: Functional Outcomes from the COMFORT 2 Randomized Control Trial for Peripheral Nerve Stimulation: Early Results Authors: E. Peskin1, A. Hersel2, G. Gutierrez3, V. Khemlani4, L. Kapural5, J. Hatheway6, G. Moore7, S. Kottalgi8, MJ Desai9, M. Engle1

