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July 5, 2017 
 

IMPORTANT SAFTEY & PERFORMANCE NOTICE 
 
RE: NEUROGENX 4000 PRO Manufacturer Corrective and Preventative Action 
(CAPA) Notice 
        
The Synaptic Corporation sent an urgent Corrective and Preventative Action (CaPA) 
Directive to Neurogenx Innovative Neurogenic Solutions in March of 2016 regarding the 
utilization of Y-Cable Splitters.  This add-on accessory that continues to be supplied by 
Neurogenx with the Neurogenx 4000 Pro during original shipment to the end-user or during 
training is adulterating the device and the treatment to the patient.  The accessory has not 
been tested with the device prior to its original release and has been found to negatively 
impact the performance of the Medical Device.  Learn more at this Link: 

https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevi
ce/PremarketSubmissions/PremarketNotification510k/ucm134575.htm 

In February of 2016, The Synaptic Corporation initiated a third party investigation of the Y-
cable splitters being employed with the Neurogenx 4000 Pro devices.  Excerpts of the 
report follow with proprietary measurements and trade secrets being omitted. 

When using the additional equipment "Pin Splitting" cables the loads were applied to single 
nodes instead of across a positive and negative node. This resulted in an unloaded state. Since 
the Neurogenx 4000 Pro is a constant current device an open results in the highest attainable 
voltage, 88 volts p-p. 

In our investigation, we applied the splitter cables with a standard load across both. 
Shown here:  
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Neurogenx 4000 Pro Channel 1 split loads 

Notice each load has a positive lead split from the channel 1 lead and a negative lead 
also split from the channel 1 lead. Doing this halves the resistance of the load and 
doubling the power endured by the "system". The current to the patient is limited to 
~30mA. Therefore more power must be dropped internally by the device. Specifically 
taxing the series power supply current limiting resistors.    

 

Neurogenx 4000 Pro Channel 1 split loads voltage 

Here is shown less voltage being dropped across the patient load to keep the constant 
current in the doubled load. Since the internal HV power supply is a constant voltage output 
the remaining power must be dropped across the internal components of the device.  

The Neurogenx 4000 Pro was designed for one load per channel, not two. The splitting of 
these channels is potentially damaging due to the increased load per channel. 
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In conclusion: 

1. Energy beyond our specifications of 57 Volts Peak to Peak is NOT being delivered to 
the patient under these conditions (8 electrodes with Y cable splitters). It has been 
proven that less energy is being delivered to a treated area through each channel 
with Y cables than what was designed thereby decreasing possible efficacy 
outcomes while increasing supply requirements (electrodes).   

2. It is much harder on internal components due to not being designed or tested to 
these specification and component electrical draw.  Internal Microprocessor board 
components have voltage tolerances that are negatively impacted and can cause 
major failure to several components in series. 

3. Because we do not denote positive or negative on our patient lead cables, the pad 
placement protocols cannot stay consistent with 8 electrodes and Y- cables. 

4. The Y-Cable Splitters were not utilized in any peer reviewed, published or clinical 
studies unless specifically identified as additional accessory requirement.  To our 
knowledge, this accessory was not utilized in any documented evidence of the 
devices performance to date. 

5. Lastly, the Y-Cable Splitters were not utilized in the FDA Clarence application for the 
mother technology the Neurogenx 4000 Pro is cleared under. 

 
 
The Synaptic Corporation has done absolutely everything as the Manufacturer to inform 
and enforce FDA regulatory requirements with Neurogenx Innovative Neurogenic 
Solutions.  Neurogenx continues to assure us that they have ceased adding, selling or 
instructing the use of the Y-cable splitters in their distribution of our technology. The 
Synaptic Corporation has solid proof that Neurogenx is still continuing to add, train and 
sell the Neurogenx 4000 Pro with the adulterations. The Synaptic Corporation has 
discontinued co-branding and distributing our proprietary technology through Neurogenx 
as of June 2017. 
 
The Synaptic Corporation will continue to support and service Neurogenx 4000Pro 
devices through its product life period. 
 
 
Chris Zueger 
President, CEO 
The Synaptic Corporation 
 
 
 
  
 


