OLYMPUS

Date: August 27, 2026
FIELD SAFETY NOTICE

TRIPP-LITE P580-025 25FT CABLE

Material ID Model Description

OS-DPDPC25-G
P580-025 TRIPP-LITE P580-025 25ft CABLE

E0426076

Note: The P580-025 is used in combination with the OLYSENSE Hub, Model(s) OS-HUBO1PC-U / OS-
HUBO1PC-E / OS-HUBO1PC-K

Attention: Gastroenterology Department, Risk Management Department
Dear Healthcare Professional:

Olympus is writing to inform you of a Field Safety Notice relating to the TRIPP-LITE P580-025 25ft
(DisplayPort) cable. The TRIPP-LITE cable is an accessory used with the OLYSENSE Hub System, intended
for use by a trained healthcare professional in clinical settings as an accompaniment to video endoscopy.
The OLYSENSE Hub System is used in combination with Olympus approved software and compatible
accessories.

Reason for Action:

During compatibility testing of a new 4K display monitor, an Electrosurgical Resistance Test of the
Electrosurgical Generator was performed. While in the high-power operating mode, and while
connected via the TRIPP-LITE P580-025 25ft (DisplayPort) cable with the OLYSENSE Hub System, a video
dropout/blackout of the Olympus approved software occurred on the monitor.

Customers should immediately discontinue using the TRIPP-LITE P580-025 25ft cable.

To maximize patient safety and mitigate any potential risk to patient health, Olympus will replace the
25ft (DisplayPort) cable with an SDI cable and the appropriate AJA video converter. Olympus will be
contacting customers to schedule this replacement.

Risk to Health

Potential patient risks associated with intermittent loss of video visualization include temporary
interruption of the procedure, prolonged procedure time, and the potential for unintended tissue injury
if energy delivery occurs without adequate visualization.

If video dropout or blackout occurs during use, the user would need to discontinue use of the Olympus
approved software on the OLYSENSE Hub System and revert to the standard endoscopic video display
to maintain visualization and safely complete the procedure. This transition may result in a temporary
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prolongation of the procedure but is not expected to prevent the completion of the colonoscopy
procedure.

Additionally, if the user does not immediately cease activation of the high-energy electrosurgical device
during a video dropout/blackout there is a rare potential for unintended tissue injury that may require
additional medical intervention. However, standard clinical practice, procedural training, and
maintaining continuous visualization of the endoscopic field enable the user to promptly recognize a
loss of video image and immediately discontinue electrosurgical energy delivery. Adherence to these
established procedural controls substantially reduces the likelihood of unintended tissue injury and
allows the procedure to be completed in a safe and controlled manner once adequate visualization has
been restored.

Actions to be taken by the end user:

Our records indicate that your facility previously received one or more TRIPP-LITE P580-025 25ft cables.
Therefore, Olympus requires you to take the following actions:

1. Ifyou have the cable, discontinue using the TRIPP-LITE P580-025 25ft cable. If necessary, Olympus
will contact you to schedule a visit from a field service engineer to replace the cable. Until a
mutually convenient time is arranged, procedures may continue without the OLYSENSE Hub
System.

2. Olympus requests that you acknowledge receipt of this letter through our recall web portal.
a. Go to https://olympusamerica.com/recall
b. Enter the recall number: 0508
c. Complete the form as instructed.
d. Please indicate in your response if you no longer have the device(s).
3. Please forward this notice to other users who may have the affected products if you have
further distributed it.

Olympus requests that you report any complaints 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 by phone at (484) 553-1029 or by e-mail
at ashley.troiani@olympus.com.

Sincerely,

Asbley “Trocant

Ashley Troiani
Senior Manager, US FCA Lead
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