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09/02/2026

Urgent Field Safety Notice
Additional warning concerning PENTAX Medical 
ultrasound endoscopes and water bottle assembly


Dear Healthcare Professional,

We are writing to inform you about a newly added warning for the Instructions for Use (IFU). This update is part of PENTAX’ ongoing commitment to patient safety.

1. Background
PENTAX Medical has received an information related to a reported patient death in connection with a case in which air unintentionally entered the balloon attached to the distal end of an ultrasound endoscope during an endoscopic ultrasonography procedure.
As a result of the investigation, a definitive causal relationship between the ingress of air into the balloon and the patient’s death could not be established. However, it also cannot be completely ruled out. Therefore, to clearly address this potential risk, PENTAX Medical has added a new warning to the IFU for the relevant ultrasound endoscopes and the water bottle assembly. This additional warning will be included in the IFU of all newly manufactured devices. For devices already placed on the market the users shall add this Field Safety Notice to their documentation and inform their staff accordingly.
As this issue may, under certain circumstances, potentially lead to a serious adverse event, PENTAX Medical provides the following information to all customers using ultrasound endoscopes to ensure continued safe use of our products.

2. Additional warning update
The following warning is added to the IFU of PENTAX Medical products.

<Ultrasound endoscopes>
	ALWAYS ensure there is deaerated sterile water in the water bottle assembly prior to and during the procedure. Performing ultrasound balloon water feeding with an empty water bottle assembly can result in the balloon filling with air. When the ultrasound balloon fills with air, the ultrasound image will become unclear and/or disappear entirely. Furthermore, if feeding is continued with an empty water bottle assembly without notice of this condition, it may cause the balloon to rupture and may pose a serious risk to the patient. Risks to the patient include unintended pain and, in some cases, perforation of the gastrointestinal tract which may require medical intervention and in severe cases it may result in death.


<Water bottle assembly>
	ALWAYS ensure there is deaerated sterile water in the water bottle assembly prior to and during the procedure when performing the balloon method together with the ultrasound upper GI videoscope. Performing ultrasound balloon water feeding with an empty water bottle assembly can result in the balloon filling with air. When the ultrasound balloon fills with air, the ultrasound image will become unclear and/or disappear entirely. Furthermore, if feeding is continued with an empty water bottle assembly without notice of this condition, it may cause the balloon to rupture and may pose a serious risk to the patient. Risks to the patient include unintended pain and, in some cases, perforation of the gastrointestinal tract which may require medical intervention and in severe cases it may result in death.






3. Affected medical devices
The additional warning is updated to the IFUs of the products listed in the table below.

	Category
	Model name
	Serial number(s)
Lot numbers(s)
	UDI-DI

	Ultrasound endoscope
	EG36-J10UR
	All
	04961333239573
04961333239580
04961333239597
04961333239603
04961333239627
04961333248919
04961333248926
04961333248933
04961333248957
04961333252756

	
	EG38-J10UT
	All
	04961333239474
04961333239481
04961333239498
04961333239504
04961333239528
04961333252770

	
	EG34-J10U
	All
	04961333239672
04961333239689
04961333239696
04961333239702
04961333239726
04961333248834
04961333248841
04961333248858
04961333248872
04961333248896
04961333252732

	
	EG-3870UTK
	All
	04961333237098
04961333239344
04961333226603
04961333228409
04961333254217
04961333237104
04961333225828
04961333228423

	
	EG-3670URK
	All
	04961333237074
04961333237081
04961333226597
04961333228362
04961333254200
04961333228386

	
	EG-3270UK
	All
	04961333237050
04961333237067
04961333226580
04961333254187
04961333233793

	Water bottle assembly
	OS-H5
	All
	04961333219940
04961333247486
04961333251032
04961333251049



Actions to be taken by the user
To avoid the ingress of air into the balloon in place of water during ultrasound endoscopic procedures, the following steps must be strictly followed. These steps are already described in current IFUs of PENTAX Medical ultrasound endoscopes and water bottle assembly.

· Users should inform their staff accordingly of the additional warning and updates to IFU.
· Change water for each procedure (in IFU of Water bottle assembly).
· Fill the bottle approximately 2 / 3 full (to the “200” marking on the bottle scale) with sterile water (in IFU of Water bottle assembly).
· If “The water/ balloon feeding function does not work”, please “Fill the water bottle with deaerated sterile water” (in IFU of ultrasound endoscope).

4. Contact Information:
PENTAX Medical regrets any inconvenience that this action may cause and appreciates your understanding and cooperation. Please be assured that maintaining product quality is our utmost priority.
Please indicate through the attached response form that you have received and understood this information, by completing it and returning no later than 30 days from receipt.
it by Sep. 30th, 2026, at: customeradvisories@pentaxmedical.com

We look forward to your continued patronage of PENTAX Medical products. If you have any questions regarding this notice, please feel free to contact us at:
· Tel: 1-800-431-5880 (8:30 AM – 5:00 PM, Monday – Friday, EST)
· Email: customeradvisories@pentaxmedical.com

Adverse events / serious incidents experienced with the use of this product should be reported as soon as possible to PENTAX Medical at vigilance@pentaxmedical.com.



Sincerely, 


Motoki TOGASHI
Chief Quality Officer
PENTAX Medical







CUSTOMER RESPONSE FORM
RESPONSE IS REQUIRED
Ref: 2026-002-C / FSCA-PMJ-26-03-2 Rev.00

Field Safety Notice for Request for IFU updates for multiple ultrasound endoscopes and water bottle assembly


Please complete this form and return it to PENTAX Medical promptly upon receipt and no later than 30 days from receipt. This will confirm receipt and understanding of the Field Safety Notice.

Facility Name:        __________________________________________________
Street Address:       __________________________________________________
City/State/ZIP/Country: __________________________________________________
By signing this form, we acknowledge receipt and understanding of the accompanying Field Safety Notification, Downloaded the applicable IFU (https://ifu.pentaxmedical.com) and that we have informed all potential users and have taken and will take appropriate actions in accordance with that Notification.

If you requested the additional training for this notification, please check the “Yes” box below.
☐ Yes
☐ We no longer own these equipment/s.
Please provide the name of the individual with responsibility who completed this form.
Signature:               	______________________________________________
Name:                  	______________________________________________
Customer Phone Number:	______________________________________________
Customer Email Address: 	______________________________________________
Date:                  	______________________________________________

Upon completion of the form and signing, please return the form:
· Email a pdf copy of the completed form to customeradvisories@pentaxmedical.com
If you have any questions regarding this action, please feel free to contact your PENTAX Medical Territory Manager or PENTAX Medical Customer Service at 1-800-431-5880.
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