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Urgent Medical Device Recall 
Evoke Closed Loop Stimulator 

14 October 2026 
 
Dear Physician or Healthcare Provider, 
 
Purpose: 
The purpose of this letter is to provide you with important information regarding a subpopulation of 
Saluda Evoke® Closed Loop Stimulators (CLSs). Saluda Medical has received reports of unintended 
stimulation during charging or the inability for the CLS to charge when the charger is applied. This 
situation has been reported in approximately 0.66% of potentially impacted CLSs distributed 
worldwide. Based on currently available information, Saluda's analysis shows the mean expected 
survivability to be greater than 97% for potentially affected devices. Based on currently available 
information, Saluda has received no reports of permanent impairment or death associated with this 
issue, and such outcomes are not expected.  
 
You are receiving this letter because our records indicate that you may have potentially affected 
devices in your inventory, please refer to Attachment 1 -Affected S/N List included with the Field 
Safety Notification (FSN) accompanying this letter. Saluda has conducted a thorough investigation 
into the root cause and has implemented corrective actions designed to prevent recurrence. As a 
result, Saluda can confirm that S/N not included in the Affected List are not anticipated to experience 
this issue. 
 
The identified malfunction occurs only during charging-related activities in the affected devices. 
Potential manifestations include unintended stimulation occurring during charging, or inability of the 
implanted device to accept charge from the charging system. If the device cannot be successfully 
recharged, interruption of therapy may eventually occur due to depletion of battery capacity. 
 
Description of the Issue and Risks (how to recognise occurrence of the issue): 
The device may be affected if: 
• Patient reports unintended stimulation when they try to charge the device AND 
• Patient reports unintended stimulation when they start stimulation AND 
• Patient reports unintended stimulation during an impedance check. 
OR 
• Patient reports their device won't charge.  
 Confirmed with multiple chargers. 
 Confirm that CLS is implanted at correct depth and orientation and is not flipped. 

 
If the patient’s symptoms match / present as provided above, contact a Saluda representative. 
 
The primary risks identified for this issue are temporary unintended stimulation, interruption of 
therapy, and potential loss of therapy due to battery depletion. Should this occur, it may require IPG 










