
 
 

MyndBlue Receives FDA Breakthrough Device Designation for Its Continuous Major 
Depressive Disorder Severity Monitoring System 

 
MyndBlue combines continuous physiological monitoring with personalized AI to help clinicians 

track daily major depressive disorder severity between medical appointments 
 
San Francisco & Paris – September 22, 2026. MyndBlue, a medtech company developing AI-powered digital 
health technologies for mental health, today announced that its continuous Major Depressive Disorder (MDD) 
severity monitoring system has received Breakthrough Device Designation from the U.S. Food and Drug 
Administration (FDA). The system comprises a medical-grade wearable designed specifically to collect 
physiological data in mental health, a proprietary algorithm that determines the patient’s daily clinical severity 
stage, and a physician software platform. It is intended to aid clinicians in monitoring daily MDD severity in adults 
previously diagnosed with the condition. 
FDA Breakthrough Device Designation is reserved for certain medical devices that have demonstrated the 
potential to provide more effective treatment or diagnosis of life-threatening or irreversibly debilitating 
conditions. The designation provides MyndBlue with opportunities for closer interaction with FDA experts and 
prioritized review of future regulatory submissions, helping to support a more efficient pathway to the  
U.S. market. 
 
Denis Fompeyrine, Ph.D., Founder and CEO of MyndBlue, said: 
“This Breakthrough Device Designation represents an important milestone for MyndBlue. It enables enhanced 
interactions with the FDA as we advance our regulatory pathway and prepare for the next stages of development. 
We believe the designation also recognizes the potential of our technology to address an important unmet need 
in Major Depressive Disorder by providing clinicians with a deeper understanding of how symptoms evolve 
between clinical visits. Upon marketing authorization, our solution would be the first to support real-time clinical 
decision-making both inside and outside the clinician’s office.”  
 
A critical unmet need in Major Depressive Disorder  
 
The current MDD care landscape suffers from a profound "monitoring void," where clinicians remain blind to 99% 
of a patient’s life between appointments. This lack of objective data results in a crisis of scale:  
21 million U.S. adults and 332 million1 individuals globally struggle with depression. Consequently, up to 70% of 
patients fail to achieve recovery due to "hidden risks" such as treatment discontinuation, symptom recurrence, 
and limited visibility into changes in symptom severity between clinical visits. MyndBlue is addressing a persistent 
challenge in MDD care: monitoring and understanding daily how an individual’s condition evolves between clinical 
appointments, which typically provide only episodic and subjective assessments.  
 
 

 
1 https://www.who.int/news-room/fact-sheets/detail/depression 



 
 
Kaloyan Tanev, M.D., M.P.H., Associate Professor of Psychiatry at Harvard Medical School, said: 
“MyndBlue’s approach delivers objective, continuous physiological monitoring derived from passive wearable data 
analyzed by machine learning, in contrast to the episodic snapshots that define today’s practice. This passive model 
lowers engagement barriers and yields usable, continuous real-world data between visits.”  
 
MyndBlue’s solution analyzes more than 100 physiological biosignal-derived features associated with MDD. Its 
proprietary AI/ML algorithm analyzes how these biosignals specifically impact each individual to create a unique, 
patient-specific biosignature. By continuously tracking changes in this personalized biosignature, the technology 
provides clinicians with a daily clinical severity stage, enabling objective monitoring of changes in a patient’s 
clinical condition over time and between consultations. The system is designed to complement clinical 
consultations and established assessment methods.  
 
Major Depressive Disorder is expected to become one of the leading causes of morbidity and health burden 
worldwide by 2030. While feelings of sadness or low mood can be a normal response to difficult life events, MDD 
is a serious mental health condition that affects patients physically, emotionally, and cognitively. It is characterized 
by persistent symptoms lasting at least two weeks, including depressed mood and/or loss of interest or pleasure, 
as well as symptoms such as fatigue or loss of energy, psychomotor agitation or retardation, changes in appetite 
or sleep, low self-esteem, anxiety, and recurrent thoughts of death. Beyond its impact on the individual, MDD can 
profoundly affect relationships, daily functioning, and the ability to work. 

From an economic perspective, MDD also places a substantial burden on the United States, estimated at  
$333.7 billion annually2. Nearly 62% of this burden is attributable to indirect costs, including absenteeism, reduced 
productivity, disability, premature mortality, and impacts on household members. MDD therefore affects not only 
patients and their families, but also healthcare systems, employers, and the broader economy. 

MyndBlue plans to evaluate its solution in a pivotal clinical trial to support a future U.S. regulatory submission. 
This research is intended to build evidence of the system’s potential clinical utility and economic value for 
healthcare organizations and payers. 
 
About MyndBlue 

MyndBlue is a medtech company developing AI-powered digital health technologies for objective, medical-grade, 
continuous monitoring of mental health conditions. By translating complex physiological biosignals into 
personalized clinical insights, MyndBlue empowers clinicians to anticipate changes in depression severity, support 
earlier intervention, and improve the management of patients living with major depressive disorder. MyndBlue 
aims to provide optimal daily monitoring to support timely clinical management, improve treatment outcomes, 
and help patients regain a high quality of life. 

MyndBlue was founded in 2016; its scientific team received a grant from the U.S. Office of Naval Research Global 
(ONRG) in 2020 and collaborates with an extensive network of research institutes in the U.S. 

 
2 https://pmc.ncbi.nlm.nih.gov/articles/PMC10499687/ 



 
 
 
For more information, visit www.myndblue.ai. 
 
Media Contact 
 
media@myndblue.ai  
 
Regulatory disclaimer: This product is currently under development and has not received marketing authorization 
from the U.S. Food and Drug Administration (FDA). It is not available for investigational use or commercial 
distribution in the United States. 
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