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Background

Few effective treatments for painful chemotherapy-induced peripheral neuropathy (CIPN) exist apart from
duloxetine. AT-04 is a newly developed portable magnetic field irradiation device that irradiates a combination
of mixed alternating magnetic fields (2 kHz and 83.3 MHz). This trial aimed to examine the safety and efficacy
of AT-04 for patients with CIPN.

Methods

This was a multicenter, randomized, sham device-controlled, double-blind study. Patients were eligible if they
had CIPN symptoms with a pain Numeric Rating Scale (NRS) of 4/10 or more, and at least 12 weeks after
perioperative chemotherapy, with no recurrence. Patients were randomly assigned to use AT-04 or sham device
for 84 days.

The primary endpoint was the change in pain NRS at 12 weeks compared with the baseline. Secondary
endpoints were tingling NRS, numbness NRS, and treatment-related adverse events (trAEs) measured by
CTCAE. Patients were asked to complete a QoL assessment at baseline, day 15, day 29, day 57, day 85, and
day 113, using EORTC QLQ-CIPN20 (CIPN20). The planned sample size was 28 to detect 0.75 decrease for
the primary endpoint, with standard deviation of 1.0, one-sided alpha of 0.15 and power of 80%.

Results

Fourteen patients were accrued in both arms. The primary endpoint, the change in pain NRS on Day 85, did
not meet the significance level of less than 15%. On the other hand, some secondary endpoints (EORTC QLQ-
C30 assessment on Day 57, motor nerve score assessment on Day 29 and Day 57 on EORTC QLQ-CIPN20,
and NRS assessment of sensory impairment on Day 113) suggested that there may be differences between the
intervention group and the control group at certain points. In addition, the results of the subgroup analysis
indicated that the clinical treatment may have a therapeutic effect on motor nerves, sensory nerves,
tingling/prickling, and sensory impairment in patients with stable CIPN. The trAEs were 0 in the AT-04 group

and 2 in the sham group.

Conclusion

In this clinical trial, no difference was observed between the two groups in the primary endpoint. Still, some
secondary endpoints and subgroup analyses suggested that there may be differences between the intervention
group and the control group. In addition, no concerns were observed in terms of safety regarding the

investigational treatment.



