OLYMPUS

Date: December XX, 2023
Olympus Reference: QIL FY24-EMEA-25-FY24-OMSC-23-LTF-S190-5

URGENT FIELD SAFETY NOTICE
RE: OLYMPUS ENDOEYE FLEX DEFLECTABLE VIDEOSCOPE LTF-S190-5 and LTF-S190-10

Attention: Endoscopy Department, Surgical Department, Gynecology, Urology, Risk Management
Department

Material ID Model Number Serial Numbers uDI DI
N3828050

N3828060 LTF-S190-5 All 04953170310355
N3828150

N3828160 LTF-S190-10 All 04953170310386

Dear Health Care Professional:

Olympus has become aware of an issue that requires your attention. This letter pertains to the
OLYMPUS ENDOEYE FLEX DEFLECTABLE VIDEOSCOPE LTF-S190-5 and LTF-S190-10
(“LTF”). The deflectable videoscope has been designed to be used with a video system center,
light source, documentation equipment, monitor, hand instruments, electrosurgical unit, and other
ancillary equipment for endoscopy and endoscopic surgery within the thoracic and abdominal
cavities, including female reproductive organs. Our records indicate that your facility has
purchased one or more of these videoscopes.

Background and reason for the corrective action

During an evaluation of user implementation of the Instructions for Use related to the reprocessing
of the LTF-S190-5 videoscope, Olympus observed deviations from the following reprocessing
steps detailed in the respective Reprocessing Manual Instructions. These steps are required for
the proper reprocessing of these videoscopes. Therefore, Olympus is reminding users that
following the instructions in these reprocessing manuals (LTF-S190-5 Reprocessing Manual,
[identification number of Reprocessing manual] and LTF-S190-10 Reprocessing Manual,
[identification number of Reprocessing manual]) is required. Olympus is offering educational on-
site support to review and train on the reprocessing instructions for the LTF-S190-5 and LTF-
S190-10. The LTF-S190-10 is similar in design to the LTF-S190-5 and is therefore included in this
corrective action.
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Reprocessing steps, where deviations have been observed during Human Factors
assessment.

Section 5.5 Manually cleaning the endoscope

Completely immerse the entire endoscope in the detergent solution.

¢ While immersing the entire endoscope in the detergent solution, wipe all external surfaces of
the endoscope using the lint-free cloths or sponges.

o Completely immerse the entire endoscope in the detergent solution for more than 15 minutes.
Use a clock or timer to accurately measure the immersion time.

o While immersing the entire endoscope completely in the detergent solution, thoroughly brush
or wipe all external surfaces of the video connector, the video cable, the light guide connector,
and the universal cord, using clean lint-free cloths, brushes, or sponges.

¢ While immersing the entire endoscope completely in the detergent solution, thoroughly brush
or wipe all external surfaces of the control section, using clean lint-free cloths, brushes, or
sponges.

¢ While immersing the entire endoscope completely in the detergent solution, thoroughly brush
or wipe all external surfaces of the insertion section, using clean lint-free cloths, brushes, or
sponges.

Section 5.6 Sterilizing the endoscope
e Close the instrument tray’s lid according to its instruction manual.

Section 5.7 Presoaking the endoscope

¢ Allow the endoscope to soak completely in the detergent solution for 0.5 to 1 hour. Do not
immerse the endoscope for more than 1 hour. Use a clock or timer to accurately soak for no
longer than 1 hour.

Risk to Health

Not following the instructions for use when cleaning and/or reprocessing the LTF may leave
pathogens on components of the endoscope that directly and indirectly contact operators and
patients, potentially resulting in an infection. Olympus has not received complaints related to this
issue.

Action steps to be taken by the end user:

Olympus requests you to take the following actions:
1. Carefully read the content of this Field Safety Notice (FSN).

2. Please make sure that all medical personnel are completely knowledgeable and thoroughly
trained on the reprocessing instructions contained in Sections 5.5, 5.6, and 5.7 of the LTF
Reprocessing Manuals, especially adhering to the immersion time for the entire
endoscope, and the brushing or wiping steps.

3. Indicate on the Reply Form that you have received and understood this Field Safety Notice
by filling out and returning the completed enclosed Reply Form back to your local Olympus
representative latest by XX XX XXXX.

2/4



OLYMPUS

4. If you have distributed these devices outside your facility, please notify your customers of
this matter immediately by forwarding them this Field Safety Notice. Please appropriately
document your notification process and let us know the end-customer feedback
accordingly.

If you require additional information about the proper steps to reprocess, Olympus provides the

following resources:

¢ Contact your local Olympus [department/contact] who can assist in educational on-site training
or answering questions on the reprocessing and obtaining additional copies of the Instructions
for Use.

o The most current version of the instruction manual can be obtained from the Olympus

webpage www.olympus-europa.com under Medical Systems - Products & Solutions > Q >
Instruction Manual and search for relevant model name “LTF-S190-5", “LTF-S190-10".

LTF-S190-5 Reprocessing Manual: https://www.olympus-europa.com/medical/en/Contact-and-
Support/search page.html?search type=ifu&search query=LTF-S190-5+%28RM%29

LTF-S190-10 Reprocessing Manual: hitps://www.olympus-europa.com/medical/en/Contact-and-
Support/search page.html?search type=ifu&search query=LTF-S190-10+%28RM%29

Your National Competent Authority has been informed of this Field Safety Notice. Olympus
requests that you report complaints, including infections, to Olympus at [local facility complaint
reporting contact]. [If applicable:] Adverse events experienced with the use of this product may
also be reported [local competent authority] by [method].

Olympus regrets any inconvenience caused and fully appreciates your cooperation in this matter.
Please do not hesitate to contact me directly at [phone] or at [email] for any additional information
or support concerning this matter.

Sincerely,

Name
Title, Department/Region
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REPLY FORM - QIL FY24-EMEA-25-FY24-OMSC-23-LTF-S190-5

OLYMPUS URGENT FIELD SAFETY NOTICE
OLYMPUS ENDOEYE FLEX DEFLECTABLE VIDEOSCOPE LTF-S190-5 and LTF-S190-10

[Name & Address of Hospital/Medical Facility]

[Dept/Attn]

[Date]

I herewith acknowledge the receipt of your Field Safety Notice.

Further | confirm that | have transferred the content of the attached FSN to all affected
departments on which this action has an impact. | understand the necessity of following the
instructions carefully.

Name (Signature)

Name (Print)

Position

Please send your completed paper form response to XXXXX mailto:latest by XXXX.
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