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Objective
Hot flashes are a common side effect of endocrine therapy (ET) in breast cancer survivors. Hot
flashes are associated with poor quality of life and treatment nonadherence. The Embr Wave is a
noninvasive wearable device that applies cooling and warming to the inside of the wrist and has
been associated with decreased hot flash interference and improved sleep in unaffected
post-menopausal women. We conducted an exploratory interim analysis of Cohort 1 of a
randomized crossover study evaluating the feasibility of the device for managing hot flashes in
women with a history of breast cancer.

Design
Women with a history of breast cancer who reported bothersome hot flashes were enrolled; a
stable dose of adjuvant ET was allowed. Participants were allocated to 4 weeks of no device
followed by 4 weeks of device (participants were instructed to use the device as needed). Cohort
1 was conducted using the first generation device. The primary outcome was feasibility of the
device and the coprimary outcome measures were device use and user satisfaction. Additional
outcome measures included Hot Flash Related Daily Interference Scale (HFRDIS, range 0-10)
and hot flash number and severity. Assessments were collected remotely due to COVID. We
conducted an exploratory interim analysis in participants assigned to no device for the first 4
weeks (baseline) who also had retrievable device use data. Wilcoxon signed rank tests were used
to compare mean HFRDIS score for baseline vs intervention week 4; mean daily hot flash
number and severity were compared for baseline (weeks 1 and 2) vs intervention week 4. Device
use and user satisfaction were evaluated with Kendall’s Tau-b correlations.

Results
Cohort 1 enrolled participants from Nov 2020 to Dec 2021; 10 met inclusion criteria for the
interim analysis. Mean±SD age was 44±6 and 80% were on ET. Mean±SD (median) device use
per 24 hours was 5±4 (4) sessions and 1.2±1.5 (0.7) hours. User satisfaction was positively
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correlated with hours of device use (τb=0.629, p<0.05, n=9). HFRDIS decreased from baseline
(mean±SD 4.6±1.6) to intervention week 4 (2.6±1.4, p<0.01, n=9). Total number of daily hot
flashes decreased from 6.8±3.6 at baseline to 4.9±2.5 at intervention week 4 (p<0.05, n=7); the
number of daily moderate to severe hot flashes also decreased from 4.8±2.5 vs 2.4±1.3 (p<0.05,
n=7). No adverse events were reported.

Conclusions
Results from Cohort 1 support the feasibility of the Embr Wave for management of bothersome
hot flashes in women with a history of breast cancer. Preliminary results indicate a positive
impact of the device on hot flash interference and frequency and severity of hot flashes. Cohort 2
will evaluate the second generation device. Future studies should evaluate the impact of the
Embr Wave on sleep, quality of life, and treatment adherence in breast cancer survivors.
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