
A final order reclassifying electroconvulsive therapy (ECT) indicated for 
use in treating catatonia or a severe major depressive episode (MDE) 
associated with major depressive disorder (MDD) or bipolar disorder 
(BPD) in patients age 13 years and older who are treatment-resistant or 
who require a rapid response due to the severity of their psychiatric or 
medical condition, a preamendments Class III device, into class II 
(special controls), was published on December 26, 2018. See here: 
https://www.federalregister.gov/documents/2018/12/26/2018-
27809/neurological-devices-reclassification-of-electroconvulsive-
therapy-devices-effective-date-of  
 
This final order also required that that ECT devices intended for the 
following will remain Class III devices and would not be appropriate 
for the premarket notification pathway (510(k)), instead requiring a 
premarket approval (PMA): schizophrenia, bipolar manic states, 
schizoaffective disorder, schizophreniform disorder, and catatonia or a 
severe MDE associated with MDD or BPD in: 
 
i. Patients under 13 years; or 

 
ii. Patients 13 years and older who are not treatment-resistant or who 

do not require a rapid response due to the severity of their 
psychiatric or medical condition. 

 
While the device submitted and cleared through K860467 may serve as a 
valid predicate device for a new ECT device, please refer to the 
aforementioned final order for current regulatory requirements for this 
device type. 
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U.S. Food & Drug Administration 
10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 4 . 2 2  
Silver Spring, MD 20993  
www.fda.gov 

July 22, 2021 

Medcraft Corp. 
Chyung 
433 Boston Post Rd. 
Darien, Connecticut 06820 

Re:  K860467 
Trade/Device Name: Electroshock Unit Neurology Model B-25 
Regulation Number:  21 CFR 882.5940 
Regulation Name:  Electroconvulsive therapy device 
Regulatory Class:  Class II 
Product Code:  QGH 

Dear Chyung: 

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change 
related to your previous substantial equivalence (SE) determination letter dated November 10, 1986. 
Specifically, FDA is updating this SE Letter to reflect an administrative correction corresponding to the 
reclassification of electroconvulsive therapy (ECT) intended to treat catatonia or a severe major depressive 
episode (MDE) associated with major depressive disorder (MDD) or bipolar disorder (BPD) in patients age 
13 years and older who are treatment-resistant or who require a rapid response due to the severity of their 
psychiatric or medical condition, a preamendments class III device, into class II (special controls), as 
detailed in the final order published on December 26, 2018 (see here: 
https://www.federalregister.gov/documents/2018/12/26/2018-27809/neurological-devices-reclassification-of-
electroconvulsive-therapy-devices-effective-date-of). ECT devices intended for the following will remain 
Class III devices and would not be appropriate for the premarket notification pathway (510(k)), instead 
requiring a premarket approval (PMA): schizophrenia, bipolar manic states, schizoaffective disorder, 
schizophreniform disorder, and catatonia or a severe MDE associated with MDD or BPD in: 

i. Patients under 13 years; or 

ii. Patients 13 years and older who are not treatment-resistant or who do not require a rapid response due 
to the severity of their psychiatric or medical condition. 

As a result of the final order, FDA has created a new product code (QGH) to better categorize ECT devices 
intended to treat catatonia or a severe major depressive episode (MDE) associated with major depressive 
disorder (MDD) or bipolar disorder (BPD) in patients age 13 years and older who are treatment-resistant or 
who require a rapid response due to the severity of their psychiatric or medical condition. 
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Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact 
Pamela Scott, OHT5: Office of Neurological and Physical Medicine Devices, 301-796-5433, 
PamelaD.Scott@fda.hhs.gov. 

Sincerely, 
 
 
 
Vivek Pinto, PhD 
Director  
DHT5B: Division of Neuromodulation 
    and Physical Medicine Devices 
OHT5: Office of Neurological 
    and Physical Medicine Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 
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