
 

 

MyndTec Receives FDA 510(k) Clearance 
for MyndMove 2.0, its Second Generation 
Neuromodulation Device, for Clinical and 

Home Use 
 

Mississauga, Ontario, March 8, 2022 – MyndTec Inc. (“MyndTec” or the 
“Company”) (CSE: MYTC), an emerging trailblazer in neurological rehabilitation, 
today announced that it has received from the U.S. Food and Drug Administration 
(the “FDA”) 510(k) clearance for MyndMove 2.0, its second generation 

neuromodulation MyndMove System.  

“This is a very exciting time for the Company as we advance into the strategic re-
launch of MyndMove devices in the United States through our distribution partner, 
LBB Applied Technology, LLC to offer clinicians a device that delivers effective 
therapy at clinic or home environments, without compromising patient comfort, 
through our proprietary design,” stated Craig Leon, CEO of MyndTec.  

The MyndMove System is a touch screen, eight-channel neuromodulation device 
that delivers short electrical pulses to stimulate muscle contractions and enhance 
motor recovery following stroke or spinal cord injury. The MyndMove System 
includes a stimulator unit, electrodes, hand and foot switches, an optional cart, and 
integrated software that allows the user to choose from a number of pre-
programmed stimulation protocols, to customize the stimulation intensities for 
each patient and document the treatments provided.  

About MyndTec 

Co-founded in 2008 by Dr. Milos Popovic, MyndTec is a Canadian medical 
technology company dedicated to the development and commercialization of 
innovative products that improve function, maximize independence and enhance 
the quality of life for individuals who have suffered injury to the central nervous 
system as a result of stroke, spinal cord injury and certain traumatic brain injuries. 
The Company develops non-invasive neurological and nervous system electrical 
stimulation therapeutics for the treatment of neurological diseases and injury 
specifically targeted to markets with large, growing and global patient populations. 
The Company’s flagship product MyndMove™ is a non-invasive functional 
electrical stimulation-based intervention. MyndMove™ uses neuroplasticity 



 

 

mechanisms to stimulate development of new neural efferent and afferent 
pathways allowing patients to re-establish voluntary movement and improve 
independence in their activities of daily living. The MyndMove™ system offers 
trained therapists the ability to assist individuals affected with paralysis to 
improve voluntary control of their limbs. The MyndMove™ therapy system offers a 
broad spectrum of sophisticated functional electrical stimulation software 
protocols which therapists customize to patient needs to enable meaningful 
controlled movements via proprietary stimulation technology. 

Contact Information 

Craig Leon 
Chief Executive Officer 
Investor.relations@myndtec.com 
(416) 569-0430 

Cautionary Note Regarding Forward-Looking Statements 

This news release contains forward-looking statements that constitute “forward-
looking information” within the meaning of applicable Canadian securities laws 
(collectively, “forward-looking statements”). All statements in this news release 
that are not historical facts are forward-looking statements, including, but not 
limited to, all statements regarding: events, performance or results of operations 
that the Company believes, expects or anticipates will or may occur in the future; 
and its strategic re-launch of MyndMove devices in the United States. Forward-
looking statements are typically, but not always, identified by words such as: 
“believes”, “expects”, “aim”, “anticipates”, “intends”, “estimates”, “plans”, “may”, 
“should”, “could”, “continue”, “would”, “will”, “potential”, “scheduled”, “goal”, 
“target”, or variations of such words and phrases and similar expressions, which, 
by their nature, refer to future events or results that may, could, would, might or 
will occur or be taken or achieved.   

Forward-looking statements are necessarily based on a number of estimates and 
assumptions that include, but are not limited to: expected future development; 
general economic conditions; the ability of the Company to execute on its business 
objectives; and other estimates and assumptions described in the Company’s 
Listing Statement dated February 18, 2022 (the “Listing Statement”), a copy of 
which is available under the Company’s profile on SEDAR at www.sedar.com. 
Forward-looking statements are inherently subject to a number of significant risks 
and uncertainties that could cause the actual results or events to differ materially 
from those described in the forward-looking statements. Important risks and 
uncertainties that could cause actual results or events to differ materially from 
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expectations include, but are not limited to: the Company's ability to continue as a 
going concern, the Company's research, development and commercialization of 
its products could be stopped or delayed if any third party fails to provide sufficient 
quantities of products or components, or fails to do so at acceptable quality levels 
or prices, or fails to maintain or achieve satisfactory regulatory compliance; the 
Company expects to incur significant ongoing costs and obligations relating to its 
investment in infrastructure, growth, research and development, regulatory 
compliance and operations; and other risks and uncertainties described in the 
Listing Statement. The Company has attempted to identify important factors that 
could cause actual results, performance or achievements to vary from those 
expectations expressed or implied by the forward-looking statements, however, 
there may be other factors that cause results, performance or achievements not 
to be as expected and that could cause actual results, performance or 
achievements to differ materially from current expectations. These forward-
looking statements are only current as of the date of this news release. Although 
the Company believes that the expectations reflected in such forward-looking 
statements are reasonable, such statements involve risks and uncertainties and 
the Company provides no assurance that they will prove to be correct. Readers 
should not place undue reliance on such forward-looking statements. The 
Company does not undertake any obligation to update forward-looking statements 
contained herein, other than as required by applicable law. All forward-looking 
statements are qualified in their entirety by this cautionary statement. 

 

The CSE has in no way passed upon the merits of the business of the Company 
and has neither approved nor disapproved the contents of this news release and 
accepts no responsibility for the adequacy or accuracy hereof. 

NOT FOR DISTRIBUTION TO U.S. NEWS WIRE SERVICES OR DISSEMINATION IN 
THE UNITED STATES. 


