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URGENT: MEDICAL DEVICE CORRECTIVE ACTION-UPDATE 
SINGLE USE LIGATING DEVICE  

 
Product Name Model/Catalog Number Lot Number UDI 

SINGLE USE LIGATING DEVICE POLYLOOP HX-400U-30 See attachment   04953170368615 
   

 
Date: September 30, 2026 

 
Attention: Endoscopy Department, Risk Management 
 
Dear Healthcare Professional/Provider: 
 
Olympus is writing to inform US customers who have received the Single Use Ligating Device (HX-400U-30) with 
lot numbers listed in listed in Attachment 1 about the introduction of a design change. This notification requests 
the replacement of the previous design of the device.    
 
The Single Use Ligating Device PolyLoop has been designed to be used with an Olympus endoscope to deliver a 
nylon loop snare intended to prevent or control bleeding following polypectomy of pedunculated polyps. 

 
Reason for action: 
Olympus is introducing a design change to address complaints that the ligation loop was unable to release or 
detach as expected during use, with operation pipe breakage being one of the contributing factors to these 
complaints. (see image below). 
 
 
 
 

 
 
 
 
 
Olympus revised the method used to secure the guide pipe. As a result, even if the sheath near the handle is not 
fully straightened, the operation pipe can be prevented from bending as shown in the figure.

 

Operation Pipe breaking 
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Olympus requests that customers replace older versions of the device with the new design and return them to 
Olympus (refer to Attachment 1). Additionally, Olympus is reminding customers to follow the updated IFU. 
 
Background: 
Olympus previously communicated a Medical Device Corrective Action related to additional clarifications in the 
Instructions for Use (IFU) for proper release of the Single Use Ligating Device (HX-400U-30). Alternatively, 
customers may have received a Notification of IFU Change with recently purchased products. The action was taken 
based on complaints from customers indicating that the ligation loop was unable to release or detach as expected 
during use, causing the loop to become unintentionally anchored in place around patient anatomy. Olympus 
previously received one hundred and seventy (170) reports of serious injuries were received related to this issue 
and no reported death.  

 
Reminder: 
Olympus is reminding customers to follow the updated Instructions for Use to improve correct handling and loop 
release techniques. Changes included: 
 

1. Addition of new guidance  
• Releasing the loop while straightening the sheath near the handle  

2. Clarification of existing guidance 
• Not holding the loop with the distal end of the tube sheath 
• Releasing the loop while the coil sheath tip is protruding from the tube sheath 

 
The key points to prevent incorrect and incomplete loop detachment including IFU changes have been listed in 
the attached Attachment 2 as a reminder - “Preventing Incorrect and Incomplete Loop Detachment.”  
 
A Quick Reference Guide showing how to use the single use ligating device is available at the site below: 
 

https://www.olympusprofed.com/gi/emr/47653/ 
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Risk to Health: 

As communicated in the previous Medical Device Corrective Action notification, Olympus is reminding users of 
risk to health: 

An unreleased ligation loop stuck within the sheath presents procedural challenges as emergency 
intervention may be required to remove the device from the patient's anatomy, and the method used for 
removal significantly influences the severity of these risks. Use of techniques not outlined in the IFU should 
be avoided unless emergency equipment listed within the IFU is unsuccessful and/or unavailable.  

If standard emergency treatment, such as the use of pliers/wire cutters, and a loop cutter is successfully 
performed as outlined in Section 12 of the IFU, the associated risks are generally limited and may include 
bleeding and minor procedural delays, which can typically be managed with endoscopic hemostasis clips. 

However, if standard removal methods are unsuccessful or not attempted, and alternative techniques are 
used outside of IFU guidance, the risks are significantly increased, and potential escalation to higher levels 
of care are possible. The associated risks may include moderate to severe tissue/mucosal injury, bleeding, 
potentially requiring transfusion, perforation, the need for additional surgical intervention, extensive 
procedural delays, and hospitalization. 

Actions Required: 
Our records indicate that your facility has purchased one or more of the affected products. Therefore, Olympus 
requires you to take the following actions:  

1. Carefully read the content of this letter, including the attachments. Ensure all personnel are completely 
knowledgeable on the content of this notification. 

2. All older versions of this product should be returned to Olympus and replaced with the newly designed 
version.  

a. Transition to the newly designed version as soon as possible by placing an order through 
Customer Service at 1-800-848-9024, option 2, or your usual ordering process. You may use the 
old design of the device while you await delivery of the new design and follow the updated 
instructions for use. 

3. Once you have received the new design, stop using the old design and segregate for return to Olympus.  
a. To return the older version, please contact Customer Service at 1-800-848-9024, option 2 to 

obtain a Return material Authorization. Please have your lot number(s), and if necessary, PO#. 
Olympus will issue a credit to your facility upon return of the previous design. 

4. Olympus requests that you acknowledge receipt of this letter through the recall web portal: 
a.   Go to https://olympusamerica.com/recall  
b.   Enter the recall number: "0509” 
c.   Complete the form as instructed. 
d.   Please indicate in your response if you no longer have the device(s). 

5. If you have further distributed this product, identify your customers, and forward this notification to them. 
 

Olympus requests that you report any complaints, including device breakage, to our Technical Assistance Center 
(TAC) at 1- 800-848-9024, option 1, and the FDA. Adverse events experienced with the use of this product may 
also be reported to the FDA’s MedWatch Adverse Event Reporting program either online, by regular mail, or by 
fax. 
 
Olympus fully appreciates your prompt cooperation in addressing this situation. If you require additional 
information, please do not hesitate to contact me directly by e-mail at ashley.troiani@olympus.com or by phone 
at (484) 553-1029. 

mailto:ashley.troiani@olympus.com
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Sincerely, 

Ashley Troiani 
 
Ashley Troiani 
Senior Manager, US FCA Lead 
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Attachment 1 – Medical Device Corrective Action 
 

SINGLE USE LIGATING DEVICE 
Model: HX-400U-30 

Affected Lot Numbers: 
  41V 51V 62V 
  42V 52V 63V 
  43V 53V 64V 
 44V 54V 65V 
 45V 55V 66V 
 46V 56V  
 47V 57V  
 48V 58V  
 49V 59V   

3XV 4XV 5XV   
3YV 4YV 5ZV   
3ZV 4ZV 61V   
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Attachment 2 - SINGLE USE LIGATING DEVICE HX-400U-30 

Preventing Incorrect and Incomplete Loop Detachment
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