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ASX ANNOUNCEMENT 

21 October 2026 

Voluntary Field Action for Certain Evoke® System Devices 

Saluda Medical, Inc. (ASX:SLD, “Saluda” or the “Company”) today advised that it is initiating a voluntary 
field action involving a defined population of Evoke® Closed Loop Stimulators following identification of 
a low-incidence issue related to a third-party manufacturing process change. The relevant 
manufacturing process has been corrected, and devices manufactured and distributed following 
implementation of the corrective action are unaffected by the issue and not included in the affected 
population. 

The issue was found to result in temporary unintended stimulation associated with charging or an 
inability to charge the implanted device. Based on the latest information available to the Company, 26 
complaints have been reported among approximately 3,900 implanted devices within the potentially 
affected number, representing a reported complaint rate of approximately 0.66% accumulated over 
more than a two-year period. Based on the Company’s statistical projections of remaining implanted 
patients, the expected future risk of additional complaints for this issue is approximately 29 over the 
remaining life of the devices. 

Given the very low complaint rate, Saluda is not recommending prophylactic replacement or 
explantation of potentially affected implanted devices. Saluda is advising physicians to continue routine 
patient management. In the few instances where the device cannot be successfully charged, the 
physician may determine that device replacement or another intervention is appropriate.  Patients who 
have not experienced the issue do not need to take any action. 

As part of the field action, Saluda is: 

• Notifying physicians and healthcare providers with potentially affected shelf inventory 
• Removing and replacing potentially affected non-implanted inventory identified by serial 

number 
• In the process of developing a screening process for non-implanted inventory manufactured 

prior to the corrective action 
• Engaging with the U.S. Food and Drug Administration and other applicable regulatory 

authorities regarding the action and its classification 

The Company does not expect the action to disrupt product supply or its ability to meet customer 
demand. The Company also does not currently expect the action to have a material effect on its 
operations and estimates that costs associated with the field action will fit within its established 
adjusted EBITDA and gross margin percentage guidance ranges. 

This announcement has been authorised for release by Saluda Medical’s Disclosure Committee.  
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About Saluda Medical 
Saluda Medical is a commercial-stage medical device company focused on developing treatments for 
chronic neurological conditions using its novel neuromodulation platform. The Company’s closed-loop, 
dose-control platform senses and measures neural responses to stimulation and automatically adjusts 
therapy based on real-time neurophysiological feedback. The Company’s first product, the Evoke® 
System, is indicated as an aid in the management of chronic intractable pain of the trunk and/or limbs, 
including unilateral or bilateral pain associated with failed back surgery syndrome, intractable low back 
pain, and leg pain, and is designed to treat chronic neuropathic pain by providing spinal cord 
stimulation (SCS) therapy that senses and measures neural activation to optimize therapy and reduce 
patient and clinician burden. 12-month results from the EVOKE study, the first and only prospective, 
multi-center, parallel-arm, double blind, randomized controlled pivotal study with a voluntary crossover 
arm in SCS, that demonstrated clinically superior pain relief to open-loop therapy, were published in 
The Lancet Neurology, 24-month results were published in JAMA Neurology, and 36-month data, that 
demonstrated sustained pain relief, were published in Regional Anesthesia and Pain Medicine. To learn 
more, including risks and important safety information, visit  www.saludamedical.com/us/safety/. 

 

Foreign Ownership Restriction 

Saluda’s CHESS Depositary Interests (CDIs) are issued in reliance on Regulation S under the U.S. 
Securities Act of 1933, as amended (the U.S. Securities Act), and a no-action letter issued by the staff of 
the U.S. Securities and Exchange Commission. Accordingly, the Company’s CDIs have not been, and 
will not be, registered under the U.S. Securities Act (except pursuant to an effective registration 
statement) or the securities laws of any state or other jurisdiction in the United States. The holders of 
Saluda’s CDIs may not offer, sell, pledge, or otherwise transfer the CDIs into the United States or to, or 
for the account or benefit of, a “U.S. Person” (as defined in Rule 902(k) of Regulation S under the U.S. 
Securities Act) for a period of at least 12 months from the allotment date under the IPO, unless the 
resale of the CDIs is registered under the U.S. Securities Act or an exemption from registration is 
available. 
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