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We are pleased to inform you that your device and proposed 
indication for use meet the criteria and have been granted 
designation as a Breakthrough Device.



Comparative Effectiveness 

Reference Standard of Care Treatment for PTSD

PCL-5 Mean 
Improvement

Mean [sd] / % 
Shiner et al., 2020 Antidepressants FDA cleared for PTSD: 

        Sertraline

        Paroxetine

 

7.5 [12.2] / 13.0%

6.8 [16.0] / 11.6%
DeGraba et al., 2021 National Intrepid Center of Excellence 

(NICOE) -Interdisciplinary Intensive 
Outpatient Program 

8 / 16.0%

McGeary et al., 2022 Cognitive Behavioral Therapy (CBT) vs TPU 
 
          11.2 [2.2] / 23.5%

Cohen et al, 2004 rTMS RCT 31.2% (active)

3% (sham)
Philip et al., 2019 sTMS RCT 28.1 % (active)

21.2% (sham)

Medication 
Management

Inpatient Program

Outpatient Program

Standard “One Size 
Fits All” Transcranial 
Magnetic Stimulation 
(TMS) for PTSD

Ohio eTMS Program 2024 α-rTMS / MeRT 63.8%
IDE#G230168 FDA Trial                                    
Ohio eTMS Phase1  2024

α-rTMS / MeRT 56.3% 

Taghva et al., 2015 α-rTMS / MeRT 42.1% 

eTMS (Personalized 
Protocols) for PTSD 
 





Scale Index:
Beck Depression Inventory (BDI2)
Braincheck (Neurocognitive Battery)
Generalized Anxiety Disorder-7 (GAD-7)
Insomnia Severity Index (ISI)
Opiate Craving Scale (OCS)
Penn Alcohol Craving Scale (PACS)
Post Traumatic Checklist DSM-V (PCL-5)
Personal Health Questionnaire 9 (PHQ-9)



Ohio Substance Use Disorder Pilot:

In March of 2024, Ohio began a pilot project to explore the effects of eTMS 
MeRT) on the substance use disorder population. Using eTMS in two inpatient 
residential treatment centers in Ohio, patients were given 20 sessions of eTMS 
in conjunction with behavioral therapy and traditional treatment.

These are the results….
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% Change from Baseline 



PTSD and SUD Case

Note: Jeff has provided consent to share his case



PTSD and SUD Case - Before Treatment
• Insomnia (“haven’t had a good 

night of sleep in 11 years”)
• Medicates & drinks himself to 

sleep
• Chronic Pain

• Failed back surgery x 2
• 170 morphine equivalents daily
• “Every antidepressant known to 

man”
• 20 pills/day (antidepressants, 

muscle relaxants, pain pills, etc)
• Utilized every available VA 

treatment modality for PTSD
• Anger issues, road rage, 

hypervigilance in crowds, 
depressed mood, etc.



PTSD Case – After Treatment
• After six weeks of treatment…
• “Best sleep I’ve had in years”
• Anger dissipated
• Upbeat mood
• Chronic pain dramatically 

reduced (hyperalgesia 
resolved)

• Off all prescription drugs
• Takes 1 pills/day (Vitamin D)

• Completed a Masters of Social 
Works (Addiction Counseling)

• Now enrolled in Masters of 
Business Administration



Functional MRI (f-MRI) and Addiction
• Morphologic changes of the addicted brain are observable

f-MRI  The brains response to cocaine. Arrows point to the anterior cingulate 
area, which is activated in cocaine addicted patients (left) but not in healthy 
volunteers (right) (Wexler, et al. 2001)



Quantitative EEG
Pre Treatment Post Treatment



Ohio State Bill 153 (SB 153) 🡪 HB110 
(Appropriation)
Treatment for Veterans and First Responders




