OLYMPUS

OnTrack Operation In-Service/Customer Comprehension for
EVIS EXERA lll DUODENOVIDEOSCOPE OLYMPUS TJF-Q190V

THIS CHECKLIST IS DESIGNED FOR USE SOLELY AS A CUSTOMER EDUCATIONAL TOOL AND IS NOT INTENDED

TO REPLACE OR IN ANY WAY MODIFY THE OLYMPUS OPERATION MANUAL. BE SURE TO FOLLOW THE DETAILED
STEPS OUTLINED IN THE OPERATION MANUAL THAT WAS INCLUDED WITH YOUR OLYMPUS EQUIPMENT WHEN
PURCHASED. WHILE OLYMPUS’ TRAINING MAY BE USED IN SUPPORT OF A FACILITY’S OVERALL COMPREHENSION
PROGRAM, IT SHALL NOT CONSTITUTE CERTIFICATION OF THE FACILITY’'S OPERAION PROTOCOL. OLYMPUS SHALL
IN NO EVENT BE HELD RESPONSIBLE FOR A FACILITY’S PROPER PERFORMANCE OF OPERATION PROTOCOL NOR
FORAFACILITY STAYING CURRENT WITH ONGOING OPERATING INSTRUCTIONAL CHANGES AND CORRESPONDING
TRAINING UPDATES. FACILITY OWNERS OF OLYMPUS EQUIPMENT ARE FULLY RESPONSIBLE FOR COMPLYING WITH
MANUFACTURER'’'S PROPER USE AND OPERATING INSTRUCTIONS.

Olympus In-Service (For In-Service, the Olympus Field Employee must complete the Facility
Information below)

Facility Information:

Facility Date of

Name: training:

Facility

address:

City: State: Zip
code:

Facility-Verified Customer Comprehension (For comprehension, the facility staff must
complete both Facility Attendee and Verifier information below)

Facility Attendee:

Print Name:

Signature: Date:

Title: Email:

Facility Verifier:

Print Name:

Signature:

Title: Email:
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Trainer Instructions

Provide the operation manual for the duodenovideoscope OLYMPUS TJF-
Q190V or the instructions for single use distal cover MAJ-2315 to the trainees
to follow and use during this training. Emphasize the importance of following
the instructions as written in the operation manual, and that failure to do so
may damage the endoscope and cause patient injury, burns, bleeding, and/or
perforations.

Encourage trainees to take notes in their manual and/or instructions and remind
them that they should continue to use the manual and/or instructions once they
complete training.

Encourage trainees to ask questions at any time if they have any uncertainty, or
if they would like to learn more about a particular process.

Using OnTrack:

» This training is to enable the appropriate use of the MAJ-2315 with the
OLYMPUS TJF-Q190V. Ensure the trainee understands the training including
the instructions.

+ Demonstrate or explain all steps for trainees. The steps which the customer
perform should be demonstrated, and have trainees perform a hands-on
return demonstration of the steps. If the demonstration was skipped, check
“No” and document the reason in the “Section Complete”.

» Unless otherwise stated, trainees should read the operation manual step by
step to demonstrate all steps in this training.
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OnTrack format

This guide uses the following format and conventions to help guide the training
and ensure certain points are emphasized:

Subsection

This symbol indicates a new subsection. Subsections
align with the OLYMPUS TJF-Q190V operation manual.

Sub-subsection

This symbol indicates a new sub-subsection. Sub-
subsections align with the OLYMPUS TJF-Q190V
operation manual.

Operation step

Steps *:

Each section will include steps that align with the
OLYMPUS TJF-Q190V operation manual.

Steps that are underlined are new steps added to
OLYMPUS TJF-Q190V and MAJ-2315 and must be
demonstrated.

Reminders

Reminders convey important information, including
safety information and general techniques and tips to
remember before and while conducting steps in the
section. The trainer should convey all reminders to the
trainees.

Training notes

The paper and pencil icon will appear next to steps that
include training notes. Training notes will be in italic text.
Training notes convey general techniques, or safety
information that should be conveyed or emphasized
during training.

Section complete

At the end of each subsection, mark if the training
was completed successfully (Yes) or not (No). If “No,”
document why. Use this space to document any
additional notes, including if the trainee struggled to
understand or perform any specific steps.
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Preparation of the equipment

The following equipment is required to perform this training.

Endoscope:

e
M 3

DUODENOVIDEOSCOPE
OLYMPUS TJF-Q190V

Accessory for attaching the distal cover:

SINGLE USE DISTAL COVER
MAJ-2315

Single use

= Explain that the distal cover is assembled inside the
‘ distal cover

attachment and sealed in the sterile package.

| (translucent)
Explain that the attachment is used to attach the

distal cover to the distal end of the endoscope.

Attachment
(white)
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3.5 Attaching accessories to
the endoscope

Attaching the single use distal cover

A Reminders

Should any irregularity be observed when inspecting the distal cover, do not
use it. A distal cover with irregularity could not serve the endoscope properly
and/or could fall off during the examination.

Never use the endoscope unless the distal cover is properly attached to the
distal end. If the distal cover is not attached properly, it may slip off or fall off
the distal end during the examination.

Do not apply anti-fogging products, non-water soluble lubricant (e.g.,
silicone spray, silicone oil), cooking oil (e.g., olive oil), or products containing
petroleum-based substances (e.g., Vaseline®) to the distal cover or the
endoscope. These products may cause cracks in the distal cover. If a distal
cover with cracks is used, it may cause patient injury such as:

- Thermal injury from electric current leaks when performing high-frequency
cauterization treatment.

- Damage or cuts to the mucosal membrane from sharp edges due to the
cracks on the distal cover.

Steps:

Steps 1-2: Ensure that the distal end’s instrument Steps 1-2 Forceps
channel outlet is fully open. elevator

: -qt_* Instrument

channel outlet
P b




OLYMPUS

Step 3: Gently hold the distal part of the bending section and the attachment
with your other hand. Align the opening of the attachment with the lens side of
the distal end of the endoscope and push the attachment through the opening of
the attachment until the hook is completely visible.

Distal ring Lens side Opening

o

Distal part of Attachment
the bending section

Enlarged image of the attachment opening

Vlnstallation complete @ Insufficient installation

The hook not
completely visible

The hook
completely visible

.l - | If the hook is not completely visible through the attachment opening, explain that
the attachment is not pushed in enough and the distal cover will not be properly
attached.

Step 4: Hold and pull the attachment away from the endoscope to remove from
the distal end of the endoscope.

'l — | Explain that if the attachment is not pushed in enough, the distal cover will not
be attached to the distal end of the endoscope and will remain filled inside the
attachment.

Explain that if the distal cover cannot be attached to the endoscope smoothly
and replace it with a new one.
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Step 5: Confirm the distal cover is attached with the distal ring (excluding the
hook and edge) is covered by the distal cover and the hook is completely visible
within the opening of the distal cover.

V The hook completely visible
\

The distal ring (excluding the hook
and edge) is covered

¢la Explain that make sure the

\ distal cover is properly attached ®

after removing the attachment.

The following are examples of

improperly attached the distal

cover.

* The hook is not completely
visible from the opening side

] ot
* Deformation remains on the 4 el completely v%

of the distal cover. = The hook n
distal cover. irr

I\ Deformation

Explain that the following inspection can also confirm proper attachment.

a) The line of the distal cover reaches the boundary between the distal ring and
the metal part.

b) The bottom of the distal cover touches the edge of the distal end of the
endoscope.

Edge Bottom of the distal cover

Boundary between the distal ring
(black part) and the metal part

Line (inside)
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Explain that if the distal cover cannot be attached to the endoscope smoothly or
any incorrect attaching procedure is noticed, detach the distal cover and attach
a new one. If the distal cover is not attached properly, it may slip off or fall off the
distal end during the examination.

Steps 6-7: Gently pull the distal cover and twist it in both
directions and confirm that the distal cover on the distal end

of the endoscope does not slip and come off.

Steps 8-9: Confirm that the distal cover is free of cracks Steps 8-9
or deformation, and that there is no adhesion of foreign Cracks or

deformation

materials between the distal end of the endoscope and the
distal cover.

If finding irregularities on the distal cover or incorrect
attaching the distal cover, detach the distal cover from the
distal end of the endoscope and replace it with a new one.

Step 10: Once the distal cover has been attached, dispose of the attachment in
an appropriate manner.

Section complete: O YES ‘ O NO

Attaching the single use distal cover

Comments
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Comprehension check

Confirm the trainee understands this training procedure with the following hands-
on return demonstration and follow-up questions.

Indicate if the trainee has passed each item in the list by checking “Yes” or
“No” in the “Pass” column. If the trainee performs steps incorrectly or does not
understand a task, provide additional explanation and training.

In the “Final assessment” section, indicate if the trainee is able to perform
this procedure independently, or if the trainee requires additional practice and
training beyond what can be accomplished in the time allotted. With either
response, provide additional details why the trainee was deemed trained or
requires additional training.

Hands-on demonstration

Prompt to trainee: Today we are going to walk through some of the procedures
we learned in our first training session one more time. | will ask you to perform
certain parts of the procedure while | observe. | might also ask you some
questions as we go.

Before we get started, do you have any questions about the procedure?

As a reminder, you are welcome to use the operation manual and/or instructions
as you perform these procedures. In fact, we encourage it. This is not a

memory test! Instead, we want to make sure you feel comfortable and confident
performing the procedures. | know | already gave you an opportunity to ask
questions or share concerns, but please do continue to ask any questions as we

go.

The trainer should verbally prompt trainees to perform a hands-on demonstration
of each task listed in the table below. Additionally, the trainer should also ask
trainees the follow-up questions below. The trainer will determine if each trainee
“passed” each task, based on his/her hands-on demonstration and answers.




Comprehension check (continued)

ID

Pass

Verbal prompt Expected answer(s) Yes | No
Demonstrate how to attach the distal cover. [ O
Follow-up question 1: To make sure that ] O
What should you the instrument
confirm on the distal tc: ar(;:uil ?u:ZtiOf
end of the endoscope . ﬁ S ane s
before attaching the ully open.
distal cover?
Follow-up question 2: The distal ring M 0
How do you confirm (excluding the hook (%)

the proper attachment
of the distal cover?

and edge) is covered
by the distal cover.
The hook of

the distal ring is
completely visible
into the opening of
the distal cover.
The line of the distal
cover reaches the
boundary between
the distal ring and
the metal part.

The bottom of the
distal cover touches
the edge of the
distal end of the
endoscope.

Related Manual steps

TJF-Q190V Operation
manual
“Attaching the single
use distal cover”
in Section 3.5, “At-
taching accessories
to the endoscope”

MAJ-2315 Instructions
Section 11.4,
“Attaching the distal
cover”

10

% Remarks

The following confirmation is “Fail” because it may not detect improper attachment of the

distal cover.

» The distal cover on the distal end of the endoscope does not slip and come off when the
distal cover is gently pulled and twisted.
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Comprehension check (continued)

Final Assessment

O Trainee is able to perform this training procedure independently

O Trainee requires additional training

Comments

11
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