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Date: x.xx.xxx� 

Olympus reference: QIL FY25-EMEA-12-FY25-008 Soltive GUi Translation 

URGENT FIELD SAFETY NOTICE 

RE: OLYMPUS Soltive™ SuperPulsed Laser System 

Attention: Operating Room Director, Risk Management 

Material ID Model Name 

EGTFL-SLS TFL-SLS SOLTIVE Pro SuperPulsed Laser System 

EGTFL-PLS TFL-PLS SOLTIVE Premium SuperPulsed Laser System 

Dear Healthcare Provider: 

UDI Serial Numbers 

00821925044135 All 

00821925044111 All 

Olympus is writing to inform you of a Field Corrective Action pertaining to the Olympus SOLTIVE 

SuperPulsed Laser System ("Soltive Laser"), models Pro TFL-SLS and Premium TFL-PLS. The Soltive Laser is 

intended for incision, excision, resection, ablation, coagulation, hemostasis, and vaporization of soft tissue, with 

or without an endoscope, in urology, lithotripsy, gastroenterological surgery, and gynecological surgery. The 

lnstructions For Use for the Soltive Laser are being carefully assessed for any corrections or improvements 

required. 

Reason for Action: 

Olympus received a complaint regarding the Soltive Laser System preset laser settings. The term "Bladder 

Stone" was incorrectly translated in both Spanish and Portuguese to "Kidney Stone" (Cálculo renal) on the 

systems' Graphical User Interface (GUi). As a result of the incorrect Spanish and Portuguese translation from 

"Bladder Stone" to "Kidney Stone" on the GUi, there is a potential to deliver an incorrect or unintended amount 

of energy to the patient 's anatomy. This issue is specific to the preset laser settings and does not affect users 

who are not utilizing the preset option. Olympus has not received any additional complaints related to this issue. 

Olympus reminds users to verify that the settings for the intended procedure are indicated on the 

Treatment Screen in Standby Mode before transitioning to Ready Mode. Reference illustration below of the 

settings displayed in the Treatment Screen for user verification prior to energy delivery. Additionally, the Soltive 

Laser lnstructions for Use instructs users to start clinical treatment with low laser settings and gradually increase 

laser power output to achieve the desired therapeutic effect. 
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Olympus fully appreciates your prompt cooperation. lf you require additional information, please do not 

hesitate to contact [me directly at XXXX@olympus.com/ Olympus directly at (XXX) XXX-XXXX from Monday 

through Friday or by e-mail at XXX]. 

Sincerely, 

Name 

Olympus title 
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REPLY FORM: QIL FY25-EMEA-12-FY25-008 Soltive GUi Translation 

Facility Name 

Facility Address 

Contact Name 

Additional Customer Requests 

1 acknowledge receipt of this notification. 1 confirm that I have communicated further to any affected 

departments. 

Completed By: 

Click or tap to 

enter a date. 

Name Signature 
Date (YYYY-MM-

DD) 

Please send the completed form to !XX.XI by !XX.XX.XXX� 
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