
NeuroStar TMS Therapy indicated for the treatment of 
Major Depressive Disorder in adult patients who have 
failed to achieve satisfactory improvement from one 
prior antidepressant medication at or above the mini-
mal effective dose and duration in the current episode. 
NeuroStar TMS Therapy has not been studied in patients 
with post-partum depression.

The safety and efficacy of NeuroStar TMS Therapy in Major 
Depressive Disorder (MDD) was studied in a randomized con-
trolled trial of patients who had failed to receive benefit from 
one to four prior antidepressant medications. A retrospective 
subgroup analysis of the overall study population demonstrat-
ed that the device was safe and effective for patients who had 
failed to benefit from one prior antidepressant medication of 
adequate dose and duration in the current episode.  In this 
study population, patients had received a median of 4 total 
prior antidepressant medication attempts in the current epi-
sode, one of which achieved treatment adequacy at or above 
the minimal effective dose and duration. 

In a controlled trial, patients treated with active NeuroStar 
TMS Therapy received greater than 3x the improvement in 
depressive symptoms compared to placebo at four weeks 
(-7.1 vs -2.1, P=0.0006, change in MADRS score from 
baseline). An open-label, uncontrolled clinical study showed 
approximately half of the patients treated with NeuroStar 
TMS Therapy experienced significant improvement in their 
depression symptoms. About a third of the patients treated 
with NeuroStar TMS Therapy experienced complete symptom 
relief at the end of 6 weeks.2

NeuroStar TMS Therapy is contraindicated in patients 
with non-removable conductive metal in or near the head. 
NeuroStar TMS Therapy is not associated with systemic 
side effects reported for antidepressant medications. The 
most frequently reported side effect with NeuroStar TMS 
Therapy is scalp pain or discomfort at the treatment location. 
There is a rare risk of seizure with NeuroStar TMS Therapy; 
in post-market experience, the risk is approximately 0.1%  
(1 in 1000 patients). Patients undergoing treatment for Major 
Depressive Disorder, including NeuroStar TMS Therapy 
should be monitored closely for worsening symptoms and 
signs of suicidal behavior and/or unusual behavior.

The safety of NeuroStar TMS Therapy in the presence of 
concomitant antidepressant medication was evaluated in a 
6-month follow-up open-label clinical trial in patients who had 
previously responded to acute NeuroStar TMS Therapy. The 
safety outcomes did not differ from those observed during 
acute TMS monotherapy.3 

The safety and effectiveness of NeuroStar TMS Therapy 
has not been established in the following patient populations 
or clinical conditions through a controlled clinical trial: 
Patients who have failed to receive benefit from 2 or more 
antidepressant medications given at or above minimal effective 
dose and duration in the current episode or who have had no 
prior antidepressant medication failure; Patients who cannot 
tolerate withdrawal of antidepressant medications; Patients 
who have a suicide plan or have recently attempted suicide; 
Patients younger than 22 years of age or older than 70 years 
of age; Patients with history of substance abuse, obsessive 
compulsive disorder or post-traumatic stress disorder; Patients 
with a psychotic disorder, including schizoaffective disorder, 
bipolar disease, or major depression with psychotic features; 
Patients with neurological conditions that include history of 
seizures, cerebrovascular disease, dementia, movement 
disorders, increased intracranial pressure, having a history of 
repetitive or severe head trauma, or with primary or secondary 
tumors in the CNS; Patients with metal in or around the head, 
including metal plates, aneurysm coils, cochlear implants, 
ocular implants, deep brain stimulation devices and stents; 
Patients with vagus nerve stimulators or implants controlled 
by physiologic signals, including pacemakers, and implantable 
cardioverter defibrillators; Patients with major depressive 
disorder who have failed to receive clinical benefit from ECT* 
or VNS; Patients who are pregnant or nursing. NeuroStar 
TMS Therapy has not been demonstrated to be equivalent in 
efficacy to ECT for the treatment of major depressive disorder. 
Efficacy was not studied in patients using concomitant 
antidepressant medications or receiving psychotherapy 
during TMS Therapy treatments. Safety and efficacy have not 
been established for NeuroStar TMS Therapy beyond a 4-6 
week acute course, use of treatment parameters outside the 
labeled protocol or for maintenance therapy.  

NeuroStar TMS Therapy is available by prescription only.  Patients should talk to their doctor when considering NeuroStar 
TMS Therapy as a treatment option.  For questions regarding this article, please contact Customer Service at 1-877-600-7555.   
Full safety and prescribing information is available at www.NeuroStar.com.  
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