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CAE Healthcare End-User License Agreement

END-USER LICENSE FOR CAE HEALTHCARE'S HEALTHCARE EDUCATION PRODUCTS (THE “PRODUCT(S)")
THIS IS A LEGAL AGREEMENT. PLEASE READ THIS DOCUMENT CAREFULLY.

The software you are about to access is provided to you pursuant to the purchase of the Product by the
legal entity which employs you, or which you represent (the “Licensee” or You”), from CAE Healthcare,
Inc., a corporation having a place of business in Sarasota, Florida, USA. This purchase of the Product is
subject to CAE Healthcare’s Healthcare Education Products General Terms and Conditions (the
“HEPGTC") and this End-User License agreement (“License”).

This License governs the grant of licenses for the software, in object code only, embedded in or
bundled with the Product or required to operate the Product, as the case may be (“Software”), as well as
all related Product documentation and information (“Data”) supplied by CAE Healthcare either with or
separately from the Product, which items as indicated in the HEPGTC are not sold but licensed.

Acceptance of these terms and conditions must be without modification of any of the terms, conditions
and notices contained herein.

Consequently, please be sure to read the terms of this License carefully.

If You agree to these terms, conditions and other provisions in their entirety, then click the "ACCEPT"
button below.

If You do not accept these terms, conditions and other provisions in their entirety, without modification
of any sort, then click the "DECLINE" button below and your access to the Software and Data is
prohibited.

1. Definitions and Interpretation
1.1 The preamble forms an integral part of this License.

1.2 Terms with a capital letter defined in the Preamble have the meaning indicated in the Preamble.
Whenever used in this License, the following terms have the meaning set out below:

(a) “Confidential Information" means any and all scientific and technical information which is in the
possession of, or belonging to, CAE Healthcare and relating to the Product, including without
limitation, all Data, Software, trade secrets, know-how, processes, methodologies, samples,
components, analyses, compilations, guides and other information or documents prepared by CAE
Healthcare, its subsidiaries and affiliates and/or their officers, servants, agents, representatives,
employees or advisers which contain or are otherwise generated from or reflect any CAE Healthcare
proprietary information, whether or not covered by intellectual property rights or explicitly designated
as confidential or proprietary, which is disclosed by any means in written, oral, electronic, or any other
form.

(b) “Purpose” means the use of the Software and the Data solely for the operation and maintenance of
the Product, and the use of the Product solely as an educational tool.
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2. License

2.1 In consideration of Licensee’s agreement and compliance with the terms and conditions contained
in the HEPGTC and in this License, CAE Healthcare grants to Licensee, and Licensee accepts, a personal,
non-exclusive, non-transferable license to use the Software and Data exclusively with the Product, and
with the computer on which this License appears.

2.2 Except for the License granted herein, CAE Healthcare grants no express or implied right under any
patent, copyright, mask work right, trademark, know how or other intellectual property rights. Without
limiting the foregoing, the Licensee shall not obtain any rights to CAE Healthcare’s property, or any part
thereof, by implication, estoppel or otherwise. Title to and full ownership of any trade secrets and other
intellectual property rights related to the Product and components thereof shall remain with CAE
Healthcare and, if applicable, its suppliers. For clarification, Licensee agrees that the source code for the
Software is a trade secret of CAE Healthcare and only CAE Healthcare shall have the right to alter,
maintain, enhance or otherwise modify the Software.

2.3 Without limiting the foregoing or any other terms in this License, Licensee shall, and shall ensure
that any person authorized to access the Product, which are limited to Licensee’s employees, agents,
representatives, medical staff and students (“Authorized Users”):

(a) not copy (save and except for normal back up and disaster recovery purposes provided such copy
shall include CAE Healthcare’s copyright and any other proprietary notices indicated on the Software
and Data), ghost, export or produce any derivative works from the Product, or any part thereof, not
network the Product without CAE Healthcare’s prior written approval, or make it available for
concurrent use;

(b) not sell, attempt to sell or transfer (unless in compliance with the HEPGTC), sublicense, encumber
the Software or Data;

(c) not modify the Product in any way, combine with other programs, or reverse engineer, screen
scratch, decompile or disassemble any Software nor otherwise attempt to create or derive the source
code related thereto;

(d) not deface or remove any copyright or proprietary notices;

(e) not use the Product without the Key, if provided with the Product, or attempt to develop or develop
any means or technology which would enable Licensee to bypass the use of the Key to operate the
Product;

(f) prevent anyone other than Authorized Users from accessing or using the Product;

(g) not incorporate the Product, in whole or in part, to any product or service that Licensee would make
available to a third party, on a commercial basis or not.

2.4 Notwithstanding anything else contained in this License, in no event shall Licensee use the Product
and/or Confidential Information to enable, support, or otherwise aid Licensee or a third party to
develop any product, software or service competitive with any of CAE Healthcare’s products.
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2.5 Licensee agrees to grant CAE Healthcare, its agents and representatives, at any time during
Licensee’s normal business hours and upon reasonable prior notice, the right to access to Licensee’s
premises, to ensure that the use of the Product is done at all times in compliance with the terms and
conditions of this License.

2.6 CAE Healthcare reserves the right to embed a software security mechanism within the Product to
monitor usage of the Product to verify Licensee’s compliance with this Agreement, as well as to control
access to the Software through use of: a) a hardware lock device and/or b) a license administration
software and/or c) a license authorization key (collectively, the “Key").

2.7 Some Products may provide Licensee with the option of saving and reproducing the images
created by such Products (“Work”) during their use. In this regard, Licensee hereby recognizes that the
entire rights, title and interests in and to such Work remain the exclusive property of CAE Healthcare.
Licensee shall not modify such Work in any way whatsoever and shall not remove or alter any CAE
Healthcare notices. However, Licensee is permitted to produce and reproduce such Work only for non-
commercial educational purposes.

3. Feedback

Licensee agrees to provide CAE Healthcare, from time to time, with comments, suggestions, data,
information or feedback (“Feedback”) on the Product. Licensee acknowledges and agrees that such
Feedback may be freely used by CAE Healthcare, at its sole discretion, for the design, development,
improvement, marketing and commercialization of its products and services, without any restrictions
based on confidentiality or intellectual property rights.

4. Term and Termination

4.1 This License shall become effective as of the date of Your execution of this License and shall remain
in effect until terminated as provided hereafter.

4.2 This License terminates immediately upon termination of the HEPGTC.
4.3 CAE Healthcare may terminate this License immediately, upon written notice, should Licensee:
(a) fail to comply with any of the terms and conditions of this License;

(b) terminate or suspend its business; make an assignment for the benefit of creditors, or any
proceedings are instituted by any party or against it seeking to declare it bankrupt or insolvent, or
seeking liquidation, winding-up, reorganization, arrangement, adjustment, protection, relief or
composition of its debts under any law relating to bankruptcy, insolvency, reorganization or relief of
debtors, or seeking the entry of an order for relief or the appointment of a receiver, trustee or other
similar official for it or for any substantial part of its property;

4.4 Upon termination of this License, Licensee agrees to immediately discontinue use of the
Confidential Information and the Product, and to return same to CAE Healthcare as well as any copies,
summaries or extracts thereof, with any associated CD ROM(s), DVD, keys, dongles or other devices as
may be directed by CAE Healthcare. At CAE Healthcare's request, Licensee shall promptly provide a
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written certificate signed by an officer of Licensee confirming that such items have been returned to
CAE Healthcare or destroyed as so directed by CAE Healthcare.

4.5 The following shall survive and continue in full force and effect notwithstanding any termination of
this License: the obligations of Licensee under Sections License, Non-Disclosure; as well as any other
clauses which by their nature and context are intended to survive.

5. Non-Disclosure

5.1 Licensee agrees to keep this License and all Confidential Information obtained hereunder in strict
confidence, and shall only disclose same a) to Authorized Users solely for the Purpose and provided
such access to the Product conforms, at all times, to the terms and conditions governing the use of the
Product contained herein, or b) if required to be disclosed by law, and only to the extent of such
disclosure and limited to the purpose requested, with prior notice to CAE Healthcare to permit it to
seek an appropriate remedy to prevent the disclosure, or alternatively to agree to the terms of such
disclosure.

5.2 The obligations of confidentiality, use and non-disclosure referred to in this Section shall not apply
to information which: (i) is or becomes publicly available through no fault of Licensee; (ii) was already in
the rightful possession of Licensee prior to its receipt from CAE Healthcare; (iii) is independently
developed by Licensee, provided it is not, in whole or in part, related to the Product; and (iv) is obtained
by Licensee in good faith and on a non-confidential basis and without a use restriction from a third
party who lawfully obtained and disclosed such information. However, Confidential Information does
not come within the foregoing exceptions merely because features of it may be found separately or
within a general disclosure in the public domain.

5.3 Licensee agrees to be responsible for enforcing the terms of this Section Non-Disclosure and to take
such action, legal or otherwise, to the extent necessary to cause anyone having access to the
Confidential Information to comply with the terms and conditions set forth herein (including all actions
that Licensee would take to protect its own trade secrets and confidential information but with not less
than reasonable care). Licensee shall be responsible and indemnify, defend and hold harmless CAE
Healthcare for any default caused by any such persons.

6. Irreparable Harm

6.1 Licensee acknowledges that the Software and Data constitute a special, irreplaceable asset of great
value to CAE Healthcare, and that a breach, in any way, of any of Licensee’s obligations under Sections
License, and Non-Disclosure hereof would cause serious and irreparable harm to CAE Healthcare which
may not be adequately compensated for in damages. If the Licensee breaches any of such provisions,
Licensee consents to an injunction being issued against it restraining it from any further breach of such
provision, without derogation from any other remedy which CAE Healthcare may have in the event of
such a breach.

7. Warranty, Limitation of Liability

7.1 THE SOLE WARRANTIES PROVIDED BY CAE HEALTHCARE ARE LIMITED TO THE WARRANTIES
PROVIDED IN THE HEPGTC. ANY WARRANTIES PROVIDED ARE PERSONAL AND NOT TRANSFERABLE.
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7.2 CAE HEALTHCARE'S LIABILITY SHALL IN NO CIRCUMSTANCES EXCEED THE LIMITATION OF LIABILITY
INDICATED IN THE HEPGTC. LIABILITY, IF ANY, SHALL BE SOLELY FOR DIRECT DAMAGES, NOT TO
EXCEED ON A CUMULATIVE BASIS THE AMOUNT PAID BY LICENSEE FOR THE PRODUCT.

8. Governing Law

8.1 This Agreement shall be governed by, subject to, and interpreted according to the laws of the State
of Florida, U. S. A., without regard to its conflict of law rules. In all cases, the Parties expressly exclude
and waive the application of the United Nations Convention on Commercial Agreements for the
International Sale of Goods (1980) (Vienna Sales Convention) as amended.

8.2 The exclusive forum for the resolution of any and all disputes arising out of or in connection with
this Agreement shall be a court of appropriate jurisdiction located in the State of Florida, U.S.A. Each
Party hereby waives any right that it might otherwise have to object to such venue or seek dismissal of
the action on the basis of forum non-conveniens. EACH PARTY HERETO IRREVOCABLY WAIVES, TO THE
FULLEST EXTENT PERMITTED BY APPLICABLE LAW, ANY AND ALL RIGHT TO TRIAL BY JURY IN ANY
LEGAL PROCEEDING ARISING OUT OF OR RELATING TO THIS AGREEMENT.

8.3 Notwithstanding the foregoing, if a party seeks injunctive proceedings to preserve confidentiality
obligations or intellectual property rights, then it is entitled to seek relief before the competent court/
body of any jurisdiction.

9. Miscellaneous

9.1 United States Government Customer: If Licensee is the United States Government (“U.S.
Government”) or a unit or agency of the U.S. Government, the Software and Data are deemed to be
“commercial computer software” and “commercial computer software documentation’, respectively,
pursuant to DFAR Section 227.7202 and FAR Section 12.212 b) as applicable. Any use, modification,
reproduction, release, performance, display, or disclosure of the Software and/or Data by the U. S.
Government, or any of its units or agencies shall be governed solely by the terms of this License and the
HEPGTC. Any technical data provided by CAE Healthcare with the Product that is not covered by the
above provisions is deemed to be "technical data-commercial items" pursuant to DFAR Section
252.227.7015(a).

9.2 Amendment. This License may only be amended by the duly authorized representatives of CAE
Healthcare.

9.3 No Waiver: The failure of CAE Healthcare to enforce at any time any of the provisions of this License,
or to require at any time the performance by Licensee of any of the provisions hereof, shall not be
construed to be a waiver of such provisions, nor in any way affect the validity of this License or any part
thereof, or the right of CAE Healthcare thereafter to enforce any such provision.

9.4 No third-party beneficiaries. Nothing in this Agreement shall be construed as creating or giving rise
to any rights for any third parties or any persons other than the parties to this Agreement.

9.5 Notices: Notices or communications pertaining to this Agreement must be given in writing and
delivered to the addressee as indicated in the HEPGTC.
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9.6 Preamble/Headings. The preamble forms an integral part of this Agreement. The division of this
Agreement into Clauses, Articles, sections, subsections and other subdivisions and the insertion of
headings are for convenience of reference only and will not affect the construction or interpretation of
this Agreement.

9.7 Severability. If any one or more of the provisions of this License shall be held to be invalid, illegal or
unenforceable, the validity, legality or enforceability of the remaining provisions of this Agreement
shall not in any way be affected or impaired thereby.

9.8 Assignment and Succession. Licensee may not assign or delegate this Agreement in whole or in
part, expressly or by operation of law, without CAE Healthcare's prior written consent. CAE Healthcare
may assign this Agreement, in whole or in part, and/or its rights and obligations, in CAE Healthcare’s
sole discretion, to any party. This Agreement shall be binding upon and enure to the benefit of the
parties hereto and their permitted successors and assigns. Any assignment of this Agreement, or any
license granted herein, in violation of the provisions of this Section shall be void.

9.9 Entire Agreement. This License constitutes the complete agreement of the parties with respect to
the subject matter referred to herein, and supersede any other agreements, written or oral, concerning
the subject matter hereof.

9.10 Language. The parties declare that they have requested and hereby confirm their express wish
that this License, and related agreements and documents be drawn up in the English language and
that any notification, letter or any other communication from a party to the other pertaining thereto
shall be solely in the English language.

PROPRIETARY NOTICE: This document, including the information contained herein is confidential and/or
proprietary to CAE Healthcare Inc., and shall not be reproduced or disclosed in whole or in part, or used for any
purpose whatsoever unless authorized in writing by CAE Healthcare Inc. Information on copyright and
trademarks.

Vi
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SYSTEM SPECIFICATIONS

Hardware

Equipment

Dimensions

Weight

Electrical

Storage Temperature

Storage Humidity

Operating Temperature

Operating Humidity

Two 22" flat LCD monitors
Haptics device
Scope holder

Dual foot pedal

40.5" W x 35" D x 72" H (Adjustable)

103cm W x 89cm D x 183cm H (Adjustable)

245 1b (111 kg)

100-120 V, 50-60 Hz, 10A

200-240V, 50-60 Hz, 5A

-40°Cto +65°C (-40°F to +149°F)

20% to 80% without condensation

10°Cto 32°C (50°F to 90°F)

20% to 80% without condensation

vii
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CAUTIONS AND WARNINGS

Please read and understand these cautions and warnings before you begin using the simulator.

Operations

+ Do not operate your equipment with any covers removed.

+ Do not use your equipment in a wet environment. Protect equipment for
liquid intrusion.

+ Do not put any object on top of the bottom platform. Movement of the lift
mechanism can cause crush hazard, resulting in possible bodily injuries
and damaged equipment.

+ Do not jam the motor lift mechanism onto an object. This is a misuse and
subjects the motor to burn out. It can also result in possible bodily injuries
and damaged equipment.

Ergonomics

« Tip-over hazard: Do not move your equipment without fully lowering the
lift mechanism. Failure to do so can result in possible bodily injury and
damaged equipment.

« Improper or prolonged keyboard use may results in injury.

« Viewing a monitor screen for extended period of time may result in eye
strain.

viii
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CAE Healthcare Introduction

INTRODUCTION

Welcome to the CAE Healthcare EndoVR Simulator user guide. This guide provides instructions on how
to use the EndoVR simulator.

The EndoVR simulator provides a safe, virtual environment for learners to practice endoscopic
techniques and skills. Learners can range from medical students to licensed medical professionals.

The EndoVR Simulator

Preprogrammed tasks and courses with didactic content, real-time simulation haptics and post-
simulation evaluation metrics help create the comprehensive training experience for learners. Through
the combination of these tools, learners begin to recognize anatomical structures and landmarks,
intervention approaches and complication management. Learning within a virtual patient
environment offers both students and faculty the opportunity to practice safely.
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EQUIPMENT OVERVIEW

The standard equipment for the EndoVR simulator includes all the necessary equipment for basic use of
the simulator. The items listed in the table below are shipped with the simulator.

Standard Equipment

EndoVR Device

Monitor Pole and Monitor Arms

Monitors

Computer

EndoVR Device

The EndoVR device comes as a single entity. The haptic device (including external anatomy plates),
keyboard, mouse and lifting mechanism are all part of the EndoVR device. The device is secured to a
four-wheel platform for convenient mobility when storing the simulator.

| The keyboard and

The haptic device——— mouse

The lifting
mechanism

©

The EndoVR Device
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Monitor Pole and Monitor Arms

The monitor pole is shipped separately from the EndoVR device and requires some assembly before the
simulator can be used. Two plates (one front and one back) connect to the EndoVR device to create the
monitor pole. The monitor arms are attached to the monitor pole front plate.

Monitors

Two flatscreen monitors are provided with the purchase of an EndoVR simulator. The mounting plates
to mount the monitors to the monitor arms are located on the back of the monitors.

Computer

The computer for the EndoVR simulator is shipped inside the EndoVR device. To access the computer,
press on the access door located on the side of the simulator.

The Computer Access Door
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Additional Equipment

For modules, which are sold separately, users must purchase additional equipment to fully utilize the
curriculum and simulation procedures.

Bronchoscopy Equipment

Scope Head

Scope Tube

EBUS-TBNA Accessory Tool

Lower Gl Equipment

Scope Head

Scope Tube

Accessory Tool

Foot Pedals

Upper Gl Equipment

Scope Head

Scope Tube

Accessory Tool

Before Using the Simulator

Proper operation of the EndoVR simulation requires correct configuration. Before setting up the
system, keep in mind these basic guidelines:

+ Read and understand the Cautions and Warnings in the beginning of this
User Guide.
+ Do not power on any components until instructed in the text.

« Do not install any Windows updates or anti-virus software when
connecting to the network.

-
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USING THE SIMULATOR

The EndoVR simulator integrates replica gastrointestinal and bronchoscopic scope heads, accessories
and pedals with an interactive software to provide learners with a comprehensive and quantitative
training experience. Administrators and trainers are responsible for setting up the user accounts,
managing the learners’ curriculum and reviewing learners’ results to identify areas for improvement.

NOTE: For optimal use, no other software programs should be open while the simulator software is
running.

NOTE: To use the printing functions in the software, a network connection must be established. For
further assistance, contact your system administrator.

Powering On the Simulator

Before starting the software, ensure that the simulator is powered on. In the case that the simulator is
not powered on, follow the instructions below.

To power on the simulator:

a. Ensure the top of the master power button, located on the back of the
simulator, is pressed in.

The top of the
master power
switch

The Master Power Switch
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b. Press the top part of the orange power switch located on the back right
side of the simulator.

The top of the
orange power
switch

The Power Switch llluminated

The switch illuminates when the simulator is powered on.

Adjusting the Height

It is important to ensure the simulator is at the appropriate height for the learner to effectively perform
the procedures. The EndoVR simulator has arrows that allow the learner to adjust the height as needed.

To adjust the height of the simulator:

a. Press the up or down illuminated green arrow buttons located on the front
of the lifting mechanism.

b. Hold the up or down arrow button for a few seconds to activate the lift
mechanism. The device begins moving up or down.

The Lifting Mechanism

c. Release the button when the desired height is achieved.
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Starting the Software

Once the EndoVR simulator is powered on, the software launches automatically and the Login screen
appears.

A

CA E Healthcare

VR

psername
The Username i
field I
Password
The Password field [
The Login button J_@

Copyright © CAE Healthcare Inc, 2012, All Rights Reserved.

The Login Screen

To log in to the software:

1. Enter the assigned username in the Username field. To log in as a guest,
enter guest.

NOTE: Any tasks performed while using the guest login will only be
recorded in the guest account.

2. Enter the assigned password in the Password field. To log in as a guest,
enter guest.

3. Click Login.
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The EndoVR Home screen appears.

The Home Screen

From the Home screen, users can select and start a simulation exercise, view personal data and print
usage summaries and reports. Users are also able to modify language preferences and access the user
guide from the Home screen.

Interface Overview

The EndoVR user interface contains a dashboard of icons that represent the tools available to users.

B X o) =

My Tasks My Profile

The Icon Dashboard

When an icon is selected, the icon will appear blue and the associated content will appear in the main
screen on the interface. The left panel contains is a list of options for users.
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The My Tasks icon is selected by default and referred to as the Home screen when users first login to

the software.

The My Tasks
icon

The My Profile

icon

The Usage
icon

The Reports
icon

The Available
Tasks panel

The Home Screen

My Tasks

The main
screen

From the My Tasks screen, users can choose a simulation, review didactic content, run a simulation and

review results.

The My Tasks
icon

Case 2

Training Objectives [EELEUTETSE Demos Case History Pre-Procedures Parameters Result Post-Procedures.

TRAINING OBJECTIVES

Start Simulation |

aluable pi
iques 1o treat
ent tolerance o

te an endoscope thiough the upper gastrointestinal tract induding intubation of both esaphageal sphincters and the pylorus in the simulated
.

hriques for pasitioning the endoscope within the 3-D model to preperly inspect the mucosa. which indudes retroflesing the scope tp to
inspect all areas of the stomach.
3. Learn the basic management of bleeding ulcers.

The My Tasks Screen
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My Profile

From the My Profile screen, users can review their personal data including username, registration and
contact information and privileges.

The My Profile— ==

icon

Usage

From the Usage screen, review and print their usage summaries for completed simulations.

Administiator

No

Assigned Courses & Tasks

User ID: Date of Birth
JenmaRaluser 251977

First Naimr Last Namec Experience:
Jenna Ralaser Chief Resident
Email Phane: Dominant Hand
jennaraluser@me.com 555-555-5553 Right

Data Recorded:

Ves

Assigned Geoups Group Courses & Tasks

Residonts Residents

The My Profile Screen

The Usage PR PR
icon ke SR PR A EASER G AR
The user Jenna Raluser has pecformed the following actions on this system:
Date
B2
Activity Count Duration
Logged In 2 010308
Automatically bogged out o
Viewed Usage Surmmary 1 00:00:00
Mumber of Task Intevactions: 12
Skill/Procedure
UGI Bleeding - Case 1 Count Duration Pass/Fail
Simubstor Used 1 00:00:37 PO/
Simulator Fallures o
"
1 00:00:02
Viewnd Case History 4 000309
Viewed Pre- procedares 0 000000
Vieweod Post-procedunes o 000000
Vieweed Resalts 1 000007
:

The Usage Screen

10
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Reports

From the Reports screen, users can review and print reports for completed simulations.

The Reports
icon

PRINT PREVIEW

UGl Bloeding - Case 2 ; Sennaftahuser - B/8/2012 4:25 Ph

METRICS EVALUATION FORM

TME Your Results
Total procedure time: 000837 <
Exoeecled designated procedure fime No &
phageal intubation: 000018 v
intubstion: 000218 7
000539 &
00000 _ &

TECHNIQUE Yeur Results
T Ty AL S Etd TR Yeu o
Active blseding at case comphetian: No Mo o

The Reports Screen

1
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Selecting a Simulation

Each module in the software contains a specially-developed curriculum to test learners on their ability
to perform acute endoscopic procedures. Based on the courses and tasks assigned to the learner by the
administrator, the training experience is customized to help the learner meet the necessary
educational objectives.

NOTE: Learners only have access to the curriculum assigned to them by the administrator.

To select a simulation:

1. Ensure the My Tasks icon is selected and the Home screen is displayed.

The Home Screen

NOTE: When selected, the icon on the dashboard is highlighted blue.

b & o) =

My Tasks My Profile

The Icon Dashboard

12
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2. From the Available Tasks panel on the left side of the screen, click the
desired module.

The desired
module

The Home Screen

A list of available courses appears.

3. Click the desired course.

The desired
course

The My Tasks Screen

A list of available tasks appears.

13
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The desired

4, Click the desired task.

TRAINING OBJECTIVES

Upper Gastrointe:
gastiointestinal pro it provides valuable practic
asophagus and pylorus, and administering the proper techniques to treat hemme
performed under moderate conscious sedation to increase patient tolerance of the endoscope

ot enviror

task

Goals:

. including int
I tract, The procedure is

12 3:51:30 PM @ Joona Rabuser + [e

Start Simulation

Post-Procedures

Bleeding (UGI-Bleeding) module covers the technical skilis needed for performing a diagnostic and therapeutic upper
i he endoscope to the d g the
typically

1. To navigate an endascope through the upper tractincluding intut f both esop! d the pylors in
environment

will be reviewed,

2. Validate techniques for positioning the endoscope within the 3-D model to properly inspect the mucosa, which ineludes retroflexing the seope tip to
inspect all areas of the stamach.

3. Leam the basic management of bleeding ulcers.

4, Lear the difference between active bleeding, visible vessels and adherent dots.

5. Proficient in the use of epinephrine injection, cautery, and dip application in the management of bleeding,

6. Understand the risk and causes of complications in the procedure,

7. Become acquainted with some of the uses and side effects of common pharmacological agents inherent to performing this procedure.

8 will be tracked during the procedure. Items ranging from improper needle use and working channel damage 1o lfe threatening

Print

—The main
screen

The My Tasks Screen

The didactic content appears in the main screen of the software.

14
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Reviewing the Didactic Content

Before beginning a simulation, users should review the didactic content for the selected procedure. The
didactic content contains information users need to know before and after performing a specific
procedure.

The didactic content for tasks may include Training Objectives, Didactics, Instructions, Case History,
Diagnostic Images, Pre-Procedures, Parameters and Post-Procedures. The Results screen is only
accessible after a task is completed. The content included in each module varies depending on the
procedure.

CAE Healtheare : 2 3:51:30 PM @ Jenna Raluser = [en] =

Start Simulation

Case 2

Training Objoctives Instructions | Demos Case History Pre-Procedures Parameters Restlt Post-Procedures

TRAINING OBJECTIVES

Upper Gastrointestinal Bleeding (UGI-Bleeding) module covers the technical skills needed for performing a d jc and therap upper
gastrointestinal procedure in a simulated emdronment. It provides valuable practice in navigating the endoscope to the duodenum, including intubating the
esophagus and pyloms, and administering the proper techniques to treat hemmaorrhage in the upper g, inte tract, The f 2| is typically

performed under moderate consdous sedation to increase patient tolerance of the endoscope.
Goals:

1. To navigate an endoscope through the upper inal tract including intubation of both h | sphincters and the pylorus in the simulated
environment.
Validate techniques for positioning the endoscope within the 3-D madel te properly inspect the mucosa, which includes retroflexing the scope tip to

b

inspect all areas of the stomach.

Learn the basic management of bleeding ulcers.

Learn the difference between active bleeding. visible vessels and adherent dots

Proficient in the use of epinephrine injection, cautery, and dip application in the management of blesding,

Understand the risk and causes of complications in the procedure.

. Become acquainted with some of the uses and side effects of common pharmacological agents inherent to performing this procedure.

. Praper technigue will be tracked during the procedure. ltems ranging fram improper needle use and working channel damage to life threatening
complications will be reviewed,

LR

Didactic Content Screen for Upper Gl Module

NOTE: Parameters can only be changed for specific tasks when the user parameters are unlocked by an
administrator.

15
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Training Objectives

To access the Training Objectives screen, click the Training Objectives tab. When selected, the tab
appears blue and the Training Objectives screen appears.

Case 2 Start Simulation
The Instructions Demos Case History Pre-Procedures l Parameters [ Results Past-Procedures
. e
Training
. n TRAINING OBJECTIVES
Objectives
tab
Upper Gastrointestinal Bleeding (UGI-Bleeding) module covers the technical siills needed for pe ing a diagnostic and therapeutic upper
i inal procedure in a simulated envi . It provides valuable practice in navigating the end. pe to the duod , including intubating the

esophagus and pylorus, and administering the proper techniques to treat hemmorthage in the upper gastrointestinal tract, The procedure is typically
performed under moderate conscious sedation to increase patient tolerance of the endoscope.

Goals:

1. To navigate an endoscope through the upper gastrointestinal tract including intubation of both esophageal sphincters and the pylorus in the simulated
environment.

b

. Validate techniques for positioning the endoscope within the 3-D model to properly inspect the mucosa, which incledes retroflexing the scope tip to
inspect all areas of the stomach,

. Laarn the basic management of bleeding ulcers.

. Learn the difference between active bleeding, visible vessels and adherent dots.

Proficient in the use of epinephrine injection, cautery, and clip application in the management of bleeding.

. Understand the risk and causes of complications in the procedure.

Become acquainted with some of the uses and side effects of commaon pharmacological agents inherent to performing this procedure.

. Proper technique will be tracked during the procedure. Items ranging from improper needle use and working channel damage to life threatening
complications will be reviewead.

0~ A B

__ Print

The Training Objectives Screen

The Training Objectives screen outlines the training goals and objectives users meet upon successful
completion of the procedure.

16
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Instructions

To access the Instructions screen, click the Instructions tab. When selected, the tab appears blue and

the Instructions screen appears.

The

Case 2 Start Simulation

Training Obje(tmm Demos Case History Pre-Procedures Parameters Results Post-Procedures

Instructions
tab

USER INSTRUCTIONS

Overview
« Attach the small oral anatomy plate to the front of the mannequin with the chin to the left.
= Do not insert the endescope until the simulation is fully loaded.

» After inserting the endoscope, use the endoscopic view to locate your target region.
« Perform therapy by selecting the appropriate tool from the teol menu.

Heedle

» Ensure the needle is fully retracted into the sheath by moving the slider all the way forward.

« Insert the slider tool into the working channel until the tool emerges into the endoscopic view.

« Position the scope near the ulcer.

» Extend the needle by sliding the finger holes of the slider back toward the thumb hole,

« Select the amount of epinephrine to inject by dicking on the volume button on the interface screen.

«» Bast results will result when the needle goes in perpendicular to the desired site, but any angle within a 120 degree cone perpendicular to the surface is
acceptable.

« The needle should be inserted into the submucosal layer (insertion depth 2-2.5mm) for best results.

» After all injections are complete. the needle should be retracted into the sheath by sliding the finger holes of the slider forward and away from the
thumb holes.

» Remove the needie from the working chanmel.

Wire Grasper

« Ensure the wire grasper is fully dosed by maoving the shider all the way forward.
= [nsert the shder tood into the working channel until the tool emerges into the endoscopic view.
» Position the scope
» Extend the prongs of the grasper by sliding the finger holes back toward the thumb hole.

R e e PR e S L e e e e Sy sl e e

Print

The Instructions screen provides an overview of the procedure and directions for navigating through

The Instructions Screen

and performing the procedure.

17
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Demos

To access the Demos screen, click the Demos tab. When selected, the tab appears blue and the Demos
screen appears.

Case 2 Start Simulation
Training Objectives. Instructions m Case History Pre-Procedures Parameters Results Post-Procedures
The Demos .
ta b Upper Gastrointestinal Bleeding (UGI-Bleeding)
X ]
LUse the control bar to start and pause the video.
Print

The Demos Screen

The Demos screen provides users with a tutorial on how to perform the selected procedure.

18
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Didactics

To access the Didactics screen, click the Didactics tab. When selected, the tab appears blue and the
Didactics screen appears.

Case 1

The
Didactics
tab

The—
Procedure

Overview
link

Post-Procedures

Start Simulation |

The

The Didactics Screen

Anatomy
Atlas link

The Didactics screen contains two outlines of content for the user to navigate: Procedure Overview
and Anatomy Atlas (or Pathology Atlas).

19
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Procedure Overview

The Procedure Overview screen contains an outline of procedural information, videos and instructions
created by endoscopy specialists and physicians.

Case 1 Start Simulation

Training Objectives Didactics Case History Pre-Procedures Results Post-Procedures

Anatomy Atlas

ERCP; INTRODUCTION * | Overview =
PROCEDURE OVERVIEW
Definition
The
S Endoscopkc ratrograde cholangiop graphy (ERCP) is a procedure to study and treat bilaryand  —— The scrol|
Proced ure pancreatic diseases, using an endoscope with a side-viewing lens at the distal end of the tube. The
. endoscopist must navigate the endoscope to the second portion of the duodenum, where the bar
over"lew outflow tracts of the hepatobiliary and pancreatic ducts reside. A cannula is inserted through the
outline papilla at which time a radiopaque medium may be injected into the duct. Use of fluoroscopy aids in

tracking the cannula or guidewire in the ducts and, at the time of contrast injection, illuminates the
outline of the ducts.

ERCP compuizes three key components:

Enicl refers to the i . the duad , which is a thin, flexible tube with a tiny video
camera and light, both of which are on the side of the tip instead of at the tip itself, and the image is
transferred to a manitor. The handle controls the up/down, left/right, elevator, suction, and air/water
functions.

Retrograde refers to the direction in which the lens faces. This allows the endoscopist to cannulate the
major and minor papillac with a cannula, guidewire, or sphincterotoma, Onee the cannula is inserted,
contrast can be injected into the ducts.

Chelangiopancreatography is the process of taking real-time and/or still X-rays. “Cholangiography™
refers to the bile duct svstem. while “pancreatoaraphy” refers to the pancreas and its ducts.

Print

The Procedure Overview Screen

Learners can select the content to review by clicking on the outline hyperlinks or scrolling down the
Procedure Overview screen.

20



]

CAE Healthcare Using the Simulator

Anatomy Atlas

The Anatomy Atlas screen contains images of specific parts of the anatomy for the learner to review
prior to beginning a procedure.

Start Simulation

| Training Objectives Didactics Case History Pre-Procedures Results 1 Post-Procedures

Procedure Overview Anatomy Atlas

* | Normal anatomy

The i
Anatomy :
Atlas
outline

——The scroll
bar

Image provided by:
Anthory N. Kalloo, MD.
Director, Gastrointestinal Endoscopy
Clinical Director, Division of G
Johas Hoplins Hospital

Assodate Professor of Medidine
lnhna Hankine | Inissesity Sohanl af Madicine

g¥

Print__|

The Anatomy Atlas Screen

Learners can select the content to review by clicking on the outline hyperlinks or scrolling down the
Anatomy Atlas screen.
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Pathology Atlas

The Pathology Atlas screen contains images of pathologies for the learner to review prior to beginning
a procedure.

Case 1 Start Simulation

Training Objectives Didactics Case History Pre-Procedures Results Post-Proceduras

Procedure Overview Pathology Atlad

| INTRODUCTION TO COLONOSCOPY

PATHOLOGY ATLAS | Normal Mucosa
The
. ——'It;he scroll
Atlas )
outline

Print |

The Pathology Atlas Screen

Learners can select the content to review by clicking on the outline hyperlinks or scrolling down the
Pathology Atlas screen.
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Diagnostic Images

To access the Diagnostic Images screen, click the Diagnostic Images tab.
NOTE: In some modules, the Diagnostic Images tab replaces the Didactics tab.

When selected, the tab appears blue and the Diagnostic Images screen appears.

Case 1 Start Simulation |

The
Dlagnostlc Training Objectives Case History w Pre-Procedures Results Post-Procedures

Images tab

The image
links

Print

The Diagnostic Images Screen

The Diagnostic Images screen contains helpful images for learners to review prior to beginning the
procedure. Click on an image link to view a diagnostic image.

23
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Case History

To access the Case History screen, click the Case History tab. When selected, the tab appears blue and
the Case History screen appears.

Case 2

Start Simulation

.
Training Objectives Instructions | Demaos m Pre-Procedures Parameters Results Paost-Procedures
The Case

. CASE HISTORY
History tab .

|

MrW is a 55 year old male admitted to the ER after two episodes of coffee-ground vomiting. He has an unremarkable medical history and takes no
medication on a regular basis. However he has been taking NSAID for the past two weeks to treat a back ache. He has noted epigastric burning for the past
week. He is feeling dizzy. Vital signs are normal except for slight tachycardia (105 bpm). Please perform an EGD on this patient

Print

The Case History Screen

The Case History screen provides users with background information about the patient including
symptoms, medical history and documentation of previous conditions and procedures.
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Pre-Procedures

To access the Pre-Procedures screen, click the Pre-Procedures tab. When selected, the tab appears
blue and the Pre-Procedures screen appears.

Case 2 Start Simulation

Training Objectives Instructions Damos Case History m Parameters Results Post-Procedures
The Pre :

PRE-PROCEDURE

Procedures
tab

The following steps have been performed to properly prepare the patient the patient for an EGD procedure,

= Informed consent has been obtained for bath the procedure and conscious sedation.

» Patient was advised and confirmed which daily medications are to be taken the morming of the procedure.

« Patient confirmed that they did not eat or drink, except sips of water for medications, within eight (8) howrs of the procedure.

= Vital signs have been obtained and are within normal limits (unless otherwise specified)

» Vital signs monitoring induding pulse oximetry is in progress.

« An intravenous fine has been established.

» Supplemental cxygen is being administered via nasal cannula at a rate of 2 ters/minute.

» The patient has assumed the left lateral position.

» Moderate conscious sedation has been initiated using a combination of a narcotic and a b iazepine or propofol (50mcg/kg/min conti rate
infusion). These medications are not induded in the metrics evaluation.

« The endoscope was thoroughly deaned. inspected and is in a good working order. The tip well lubricated.

= A bite black has been positionad into the patient’s mouth.

« An anesthetic spray has been thoroughly applied to the back of the patient’s thraat,

= Laboratories for coagulopathies are normal.

The patient is now prepped for the procedure.

Print

The Pre-Procedures Screen

The Pre-Procedures screen provides steps the user needs to complete prior to beginning the
procedure.
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Post-Procedures

To access the Post-Procedures screen, click the Post-Procedures tab. When selected, the tab appears
blue and the Post-Procedures screen appears.

Case 2 Start Simulation |
Training Objectives Instructions Demos | Case History Pra-Procedures Paramaters Results _Th e POSt-

Procedures
tab

POST-PROCEDURE

Follow your institution’s guidelines for;

« Post procedure observation and monitoring of the patient.

= Infection control measures.

« Proper deaning or disposal of equipment.

+ Proper labeling and documentation of patholegical spedmens.

Patient precautions:

« The patient is to remain NPC until the gag reflex has returned, then dlear liquids are recommended for 24 hours,

+ The patient is not allowed to drive a motorized vehicle or operate heavy machinery for up to 24 hours after the procedure. A guardian, family member,
of friend must drive the patient home.

» The patient and guardian should be aware of signs and symptoms of infection, perforation, bleeding, vocal cord injury. and other complications as
instructed by the endoscopist and the institution.

« A sore throat may last for 3 to 4 days after the procedure. Throat lozenges and gargling with warm salt water may help soothe the pain

Past procedure orders and follow-up:

« Discuss examination findings with patient and next of kin.

» Discuss common postoperative complications and supply a document of discharge orders and protocols to the patient and/or guardian.
« Schedule follow up appointments as needed.

« Newly prescribed medications and/or resumption of previous prescriptions should be noted on the discharge orders.

Print

The Post-Procedures Screen

The Post-Procedures screen provides actions users should perform after the procedure is complete.
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Changing User Parameters

Every task available on the simulator contains parameters for determining if the learner performed a
procedure successfully. For some procedures, the administrator can provide users with the ability to
change certain parameters such as timeouts, bleeding, and virtual aids. However, some modules do not

contain any adjustable user parameters.

From the Parameters screen, learners can change the parameters prior to beginning a simulation. After

the simulation is complete, the parameters return to their default values.
NOTE: Only unlocked user parameters can be adjusted by the user.

To change user parameters:

1. Select a task and click the Parameters tab.

The Parameters screen appears.

User Parameters
TIMEQUT CONFIGURATION

Procedure o

min tenp: Mot Permitted

Parameter
slider

laced

- | chips
Revert Changes

The Parameters Screen

2. Use the slider to adjust the parameter to the desired value.

The
Parameter
value field

27
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The adjusted parameter appears yellow and the changes are recognized until the user
navigates to a different task or completes the simulation. Users can also cancel the
parameter changes by clicking the Revert Changes button.

«—1— The Start
Simulation
button

User Parameters
TIMEQUT CONFIGURATION

Procedure completion timeout

The Revert
s J Changes
oo — button

The Parameters Screen with Adjusted Parameter

NOTE: Parameters with a value field can also be adjusted by replacing the desired
value in the value field. The new value must be within the parameters value range.

28
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Running a Simulation

Prior to running a simulation, prepare for the simulation by completing the following steps:

1. Select the desired task.
2. Review the associated didactic content.

3. Complete any parameter adjustments, if applicable.
After the preparation steps are complete, start the simulation.

To start a simulation:

1. Click the Start Simulation button from any screen within the selected
task.

«—1—The Start
Simulation
button

User Parameters
TIMEQUT CONFIGURATION

Procedure completion timecut

The Parameters Screen

29



g 4

Using the Simulator CAE Healthcare

The simulation launches and the simulation start screen appears.

M Colonoscopy: Basic Polypectomy

Simulation
ABBISTANT -
Pressure Map

The Simulation Start Screen

IMPORTANT: Some modules contain different content related to the simulation, which may
display on both the left and right monitors.

When a task from the upper Gl bleeding module is selected, the simulation
start screen appears on the left monitor.

TIME: DM 10:06

s
‘scope orientation :b‘

1. Situate the central "spoke” between the labeled spokes of
the up/down and right/left wheels between the 12 and 1 o'clock

position on an upright scope handle, as shown.

2. Orient the gap in the scope onentation clip away from the nose,
as shown.

Insert scope tube to begin procedure.

The Left Monitor Start Screen

30
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The vitals and external view appear on the right monitor.

Time: 19:54 min
BP: 112/72
HR: 105

RR: 18

Sp02: 95%

The Right Monitor Start Screen

NOTE: Be sure to observe the content on both monitors while performing
procedures.
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Selecting a Scope

The corresponding scopes and scope tubes are provided for purchased modules. Different scopes are
used for different procedures.

Bronchoscope

The bronchoscope is used in the Bronchoscopy modules including Pediatric Difficult Airway,
Endobronchial Sampling and Transbronchial Needle Aspiration (TBNA).

The Freeze button

The Screen
Capture button

An unassigned
function button

An unassigned
function button
L The Suction
button

The thumb lever —_|
or thumbwheel

The Bronchoscope Diagram

Stand to the left of the simulator when inserting the bronchoscope.

The Bronchoscopy Orientation

32
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Endoscope

The endoscope is used for the Lower Gl and Upper Gl modules, including Introduction to Colonoscopy,
Colonoscopy: Biopsy, Colonoscopy: Basic Polypectomy, Introduction to Flexible Sigmoidoscopy,
Flexible Sigmoidoscopy: Supplementary Cases, Introduction to ERCP, Introduction to EGD and UGI

Bleeding.

[

oo

Suction
Air/Water

Up/Down Lock
ot
-

Right/Leit Lock

The Endoscope Diagram

Stand directly in front of the simulator when inserting the endoscope unless otherwise informed when
reviewing the didactic content prior to beginning the module.

The Endoscope Hand Positioning
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To select a scope:

1. From the scope holder located on the back of the monitor, select the
desired scope.
2. Ensure the selected scope is connected.

NOTE: The desired scope should be connected to the simulator by the
administrator during the simulator setup. However, if a different scope is
required for the selected module, the learner must change the scope.

Changing a Scope

When the chosen task requires a different scope from the scope that is currently connected, learners
can disconnect the current scope and connect the new scope.

NOTE: Do not disconnect scope during a running simulation.

To disconnect a scope:

a. Twist the two fasteners on the scope connector counterclockwise.

The Scope Connector and the Scope Port

34



e

CAE Healthcare Using the Simulator

b. Pull the connector away from the scope port.

The scope is disconnected.
To connect a scope:

a. Choose the desired scope from the scope holder located on the back of the
simulator.

b. Align the prongs in the connector with the scope port located on the back
left side of the simulator.

—— The scope port

The Back of the Simulator

c. Press the connector into the scope port and twist the two fasteners
clockwise.

The Scope Connector and the Scope Port

The scope is connected to the simulator.
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Using the Scope

After selecting and connecting the appropriate scope, the scope is ready to be used.
To use the scope on the simulator:

1. Turn the anatomy plate to the correct anatomical part for the procedure, if
applicable.

2. Stand to the left or directly in front of the EndoVR device (depending on
the appropriate orientation for the chosen procedure).

3. Select the desired task, review the didactic content and click Start
Simulation to begin the simulation.

The Simulation Start screen appears on the monitor(s).

WARNING: DO NOT insert the scope tube until the insertion message appears on the
simulation screen.

4. When the Please Insert Scope to Begin Procedure message appears on
the Simulation Screen, carefully insert the scope tube into the simulator.

H Colonoscopy: Basic Polypectomy
£l Simulation

ABSISTANT /
Presaurs Map -

The Please
Insert Scope
to Begin
Procedure
message

The Simulation Start Screen

5. Navigate the scope insertion by observing the insertion on the monitor
and using the appropriate controls on the scope.

For more information on selecting the proper scope, accessory and changing the anatomy plate for the
module, see Appendix A - Module Descriptions on page 57.
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Selecting an Accessory Tool

Some tasks in the modules require the use of an accessory such as a snare or needle to assist the learner
during a procedure.

The EBUS-TBNA accessory tool is a single hardware component that is used with the bronchoscope to
simulate several different tools and functions during EBUS-TBNA module tasks in the software.

>
R

Ll
’ 4

s

b,

The EBUS-TBNA Accessory Tool

The Upper Gl/Lower Gl accessory tool is a single hardware component that is used with the endoscope
to simulate several different tools and functions during Upper Gl and Lower Gl module tasks in the

software.

(L R
MM

\ S

The Upper Gl/Lower Accessory Tool

37



]

Using the Simulator CAE Heatthcare

Connecting an Accessory Tool to the Simulator

To connect an accessory tool to the simulator:

1. Locate the accessory tool port on the back of the simulator.

—The accessory tool
port

The Back of the Simulator

2. Press the accessory tool connector into the accessory tool port.

The Accessory Port

The accessory tool is connected.

NOTE: The Upper Gl/Lower Gl accessory tool does not require any further
action to connect to the simulator.
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Connecting the EBUS-TBNA Accessory Tool to the Bronchoscope

After the EBUS-TBNA accessory tool is connected to the simulator, connect the tool to the

bronchoscope prior to use.

To connect the EBUS-TBNA accessory tool to the bronchoscope:

1. Ensure the needle is fully retracted by pulling up the hub until it clicks and tighten

the needle depth lock to secure the hub in place.

The hub

The needle depth

lock

The catheter

adjustment screw

The slide lock

The EBUS-TBNA Accessory Tool Connected to the Working Channel Port

2. Ensure the catheter is fully retracted and tighten the catheter adjustment screw to

secure the catheter in place.

3. Connect the wide end of the EBUS-TBNA tool to the working channel port on the

bronchoscope and secure the tool with the slide lock.

F

The working channel

port

The EBUS-TBNA Accessory Tool Connected to the Working Channel Port
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Using the EBUS-TBNA Accessory Tool

After the desired task is selected, the simulation is started and the accessory tool is connected, the
EBUS-TBNA accessory tool is ready to be used.

To use the EBUS-TBNA accessory tool:

1. From the Instruments menu, located on the left monitor in the EBUS-TBNA
modaule, select the appropriate tool designation in the software.

The
Instruments
menu

The Left Monitor Simulation Screen

2. On the EBUS-TBNA accessory tool, ensure the needle is fully retracted by
pulling up the hub until it clicks.

A pop-up window appears on the Simulation screen.
. Click OK.
. Set the catheter adjustment screw to the appropriate depth.

. Set the needle depth lock to an appropriate depth for needle penetration.

[©) NNV, B SN O

. Using the EBUS-TBNA accessory tool, insert the needle into the node while
simultaneously observing the depth of the needle on the simulation screen.

7. Click Jiggle to jiggle the stylet, if desired.

NOTE: When a menu item is selected, the green circle next the to item
appears bright green and the menu item text appears blue.

8. From the Stylet, menu, select Remove.
9. From the Syringe menu, select Attach.
10. From the Syringe menu, select Suction On.
11. Agitate the needle within the node to obtain the sample.

12. From the Syringe menu, select Suction Off or Remove Syringe.
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13. Retract needle fully by pulling up on the hub until it clicks into place.
14. Lock the hub in place with the needle depth lock.

15. Remove the accessory tool from the working channel and repeat the
process as required.

Using the Upper Gl and Lower Gl Accessory Tool

After the desired task is selected, the simulation started and the accessory tool is connected, the Upper
Gl and Lower Gl accessory tool is ready to be used.

To use the Upper Gl and Lower Gl accessory tool:

1. Ensure the finger loops of the handle are pressed together.

The tool must be in the retracted (closed) position prior to using the tool.

The Accessory Tool in the Retracted Position

2. From the Tools menu, located on the left monitor during the UGI Bleeding module,
select the appropriate tool designation in the software. When the menu item is
selected, the menu item graphic and the menu item text appears blue.

TIME: D0:10:00

The
selected
tool

scope orientation clip ‘

1. Situate the central "spoke” between the labeled spokes of
the up/down and right,/left wheels between the 12 and 1 o'clock
position on an upright scope handle, as shown.

2. Orient the gap in the scope orientation clip away from the nose,
as shown.

Insert scope tube to begin procedure.

The Left Monitor Simulation Screen
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NOTE: The location of the tool selection options on the screen and the
appearance of the available tools will vary depending on the selected
module.

3. Insert the plastic filament from the accessory tool into the working channel
of the scope.

The Insertion of the Accessory Tool Filament

4. Pull the single finger loop away to deploy the selected tool.

This position is known as the deployed (open) position.

The Accessory Tool in the Deployed Position

NOTE: If an accessory tool is unavailable, learners may use the virtual substitutes in the software. Click
the Close < button or use the left arrow key on the keyboard to retract the tool. Click the Open >
button on the simulation screen or use the right arrow key on the keyboard to insert the tool. Always
retract the tool before insertion.
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Using the Pedals

The Simulation Start screen appears.
The pedals provide energy for electro-cautery instruments and are only available for use in certain
modules.
To use the pedals:
1. Remove the pedals from the storage tray located underneath the
simulator.

2. Place the pedals directly in front of the simulator.

The Simulation Pedals

3. Select the desired procedure, review the didactic content and click Start
Simulation to start the simulation.

4. Press down on the foot pedal gradually to power the selected instrument
during the simulation.

NOTE: During the ERCP Module, the left pedal allows learners to access the
fluroscopic view of the simulation.

Ending a Simulation

The EndoVR simulator has multiple ways in which a simulation can end.

In some cases, the learner makes a procedural error and is unable to correct the error within the allotted
time for the simulation. Certain task parameters affect what types of injuries or errors are acceptable
and correctable within a simulation. If a learner performs a fatal error, the simulation will end before the
time expires.

In other cases, the learner completes the procedure before the allotted time has expired and the
simulation ends.

Learners also have the option to stop a simulation at any time during the procedure.
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To end a simulation manually, from the simulation screen, click the Continue button.

H Colonoscopy: Basic Polypectomy

Simulation
ASSISTANT -

The
Continue
button

The Simulation Screen
NOTE: Some modules do not contain a Continue button.

To end the simulation manually in modules without a Continue button, click the End Simulation
button.

TIME: D0:10:00

A
scope orientation :w‘

1. Situate the central "spoke” between the labeled spokes of
the up/down and right/left wheels between the 12 and 1 o'clock

position on an upright scope handle, as shown.
2. Orient the gap in the scope orientation clip away from the nose,
as shown.

Insert scope tube to begin procedure.

The End
Simulation
button

The Simulation Screen
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Viewing Results

Once the simulation is complete, the Results screen appears. If the learner meets all of the parameters
for the simulation, the Successful Completion message displays.

Training Objectives

Intra to EGD - Case 1 : MennaRaluser : 8/8/2012 343 MM

The o :
METRICS EVALUATION FORM
Successful
. TIME METRICS Results
completlon Tatal procedure time: OCH0346
Upper esophagesl sphincter intubated: No
message ¢ Upper esophageal sphincler was intubsied 00000
Pylons intubated: Ma
Time Pylonus was intubated 000000
COMPLICATIONS Results
Perforation location: Vallocula
Intubated trachea: No
Laryngeal edema ocourmed: No
Owversedation ocourmed: No
Supraventsicdar tachycardia ocourred from astropine: Mo
Wascvagal reaction: [
Results
tubated without patient swaliowing: No
temgits to intibate esophagus: 1
FPring
The Results Screen

If the learner did not meet all of the parameters for the simulation, the Unsuccessful Completion
message displays.

...... o Case History | Pre-Procedures

UGI Bloading - Case 2 © lennaflaluser : B/8/2012 356 PM 3 My Results
The B2 42 PM
Unsuccessful METRICS EVALUATION FORM
. TIME Your Results
Com P|Et|0n Total procedure time: ac:uo 31} o
J
message =
o
W
.
X
No v
1 .’(
1 x
Vo 7
5 '
5 o
2 !

The Results Screen

For information on printing reports, see Printing Data from the Simulator on page 50.
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Viewing Personal Data

To view personal data, click the My Profile icon.

The My
Profile

icon My Tasks My Profile

The Icon Dashboard

The Personal Data screen appears.

JennaRaluser &/51977

First Name: 51 Nam: Experienc
Jenna Raluser Chief Resident
Email Phane: Dominant Handt
jennaraluser@me.com §35-555-5553 Right

Adrministia tot Data Recorded:

Mo Yes

Assigned Courses & Tasks Assigred Groups

Residents

The Personal Data Screen

Viewing Usage Summaries

To view usage summaries, click the Usage icon.

B 1 A

My Profile

The Icon Dashboard
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The Usage Summary screen appears.

PRINT FREVIEW:

USAGE SUMMARY FOR JENNA RALUSER JENNARALUSER)

The user Jenna Raluser has perfarmed the follawing actions on this system:

Date
8782012
Activity Count Duration
Logged In 2 010308
Disconnected (]
Austomatically bagged out 0
Wiewed Help o O0:00:00
Viewed Usage Surmmary 1 000000
MNumber of Task Interactions 12
Skill/Procedure
UGI Bleeding - Case 1 Count Duration Pass/Fail
Sirmulator Used 1 000037 PO/F1
Simulator Failures (]
Simulator Disconnected o

Viewed Objectives 2 000202

Viewed Instructions o 00000
Viewed Dernos 1 00:00:02
Viewnd Case History 4 000308
Viewed Pre-procedures 0 000400

o o000
Fetraiaruend 3 Pasame ers. o 000000
Viewnd Resuhts 1 000007

The Usage Summary Screen
Viewing Reports
Learners can view customized reports from the Reports screen.
To view reports:

1. Click the Reports icon.

' S o) m

My Profila icon

The Icon Dashboard
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The Reports screen appears.

PRINT PREVIEW:

The Reports Screen

2. From the Tasks options, select the desired tasks to include in the report or
select All Tasks.

The Tasks
options

PRINT PREVIEW:

The Reports Screen
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The Reports options appear.

3. From the Reports options, select the desired reports to include in the
report or select All Reports.

The
Reports
options
PRINT PREVIEW:
The Reports Screen
The report appears in the Print Preview panel.
PRINT PREVIEW:
METRICS EVALUATION FORM .
—~The Print
TIME Your Results Acceptable Results .
Total procedure time 000837 00:30:00 j Preview
01 v panel
el
2
OO !Z‘{.‘ v"
TECHNIQUE Your Results
Administerad necessary and appropsiate therapy Yes Yes v
Active bleeding at case complation No No = -
The Reports Screen

The report is now available for printing.
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Printing Data from the Simulator

Learners can print the data from the Results screen after completing a task. The print feature is also
available on the Personal Data, Usage Summaries and Reports screens.

The Reports screen is the only screen that requires the learner to select the data to include in the report
and generate a print preview prior to printing.

For more information about selecting data to generate a Print Preview, see Viewing Reports on page 47.

Printing Data to a Network Printer

A network connection is required for printing to a network printer. Contact your administrator for
further assistance.

To print data to a network printer:

1. From the selected screen, click the Print button located near the bottom
right corner of the screen.

Nernaftaluser : B/8/2012 343 MM

Intra to EGD - Case 1

METRICS EVALUATION FORM

Results
000346
2
000000
:
DO0000
COMPLICATIONS Results
Vallecula
No
No
No
0
Results
No
1 .
The Print
button

The Results Screen
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NOTE: The Print button on the Personal Data screen is located near the top
right corner of the screen.

JennaRaluse w ——The Print
Personal Data

User [ Password Date of Birth: bUtton
JennaRaluser o &/51977

First Mame: Last Name: Experience:

Jenna Raluser Chief Resident

Email: Phone: Dominant Hand:

jennaraluser@me.com 555-555-5553 Right

Administral o, Data Recorded:

Ne Yes

Assignad Courses & Tasks Group Courses & Tasks

Residy

The Personal Data Screen

The print window appears.

' General | Options |

Select Printer

[ Printer 1
@ PDF Complete

« s i ] b
Status: Ready [T Prirt tofile | Preferences
Location:
Comment: Find Printer...
Page Range

@ Al MNumber of copies: 1 e

Selection Curent Page I
") Pages: i Collate ;
; ; . 1! 1) 252: 3 3|

Enter either a single page number or a single B 7 gl I

page range. For example, 5-12

The Print button [ Pt | [ Cancel iy

The Print Window

2. Select the desired network printer.

3. Click Print.

The document prints to the network printer.
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Printing Data to a PDF File

If network connection is not available or no network printers are available, users can print data to a PDF
file and save the file to an external device to print on a computer with a network printer connection.

To print the data to a PDF file:

1. From the selected screen, click the Print button located near the bottom
right corner of the screen.

Training Objectives

Intra to EGD - Case 1 : MennaRaluser : 8/8/2012 343 MM * | My Results
A/R/2012 343:50 PM

METRICS EVALUATION FORM

TIME METRICS Results
Total procedure time: 000346
Upper esophagesl sphincter intubated Mo

Time Upper esophageal sphincter was intubsted: 000000
Plons intubated No

Time Pydorus was intubated: 000000
COMPLICATIONS Results

Parforation location: Vallocula
Intubated trachea: o
Laryngeal sdema coumed Mo
Cnvursedation ocoumed: o
Supeaventzicuar tachycardia ocouved from stropine: Na
Vasovagal reaction: [

ESOPHAGEAL INTUBATION Results

u of attemepts to intibate esophagus: 1 The Print

s o button
The Results Screen

The print window appears.

General IOD'[igngi
Select Printer
¥ PDF Complete
1 [ il ] ¥
Status: Ready [T Prirt tafile | Preferences
Location:
Comment: PDF Documert Creator
|
Fage Range
@ Al Number of copies: 1 e
Selection Current Page I
") Pages: i Collate
Enter either a single page number or a single
page range. For example, 5-12
The Print button [ Prirt J [ Cancel Apply
The Print Window
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2. Select the PDF Complete program.

3. Click Print.
The PDF window appears.

PDF Complete Document Creation Options =
Drives ] ::l Diocuments _'_i = ¥ B~
= Name = Date modified Type About ]Permissions] Identity ] Opﬁm\ze] Other ]
- B
e . Integration Services Script Component 09/08/201210:32 ...  File folder
Recent Places
. Integration Services Script Task 09/08/201210:32 ..  File folder
SQL Server Management Studio 09/08/201210:32 ...  File folder
v . ; ; Complete
Deskiop Visual Studio 2008 09/08/201210:31 ...  File folder Ed .t.
ecial ton
Libraries
LY
Computer
A
@
Network
< I | 3
File name [Mainl| Data_Modues EBUS PostProcedurchd| ssve | it
Save astype: IFDF Documert :J il [¥ View POF after creation

The PDF Complete Document Creation Options Window

4, Select the desired folder where the file will be saved.

NOTE: If the location is on an external device, use the USB port located on
the back of the simulator to connect the external device to the simulator.

5. Enter the desired file name in the File name field.

6. Click Save.

The PDF Complete window appears.

ahrotos, and mar
may Create up
compin
&ach page.
you.

W

&PDFCOMPLETE

Wizicome! Now you £an create portable POF documants to share latters, spreadshaets, drawings,
Ve hops You ih POF Con i

Ection, You
ur

o
logo 3t the top of

Thank You

The Done

——

The PDF Complete Window

7. Click Done.

button
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The PDF Complete Special Edition window appears with the completed
PDF.

POST-PROCEDURE

Follow your institution’s guidelines for:

» Post procedure observation and monitoring of the patient.

+ Infection control measures.

« Proper cleaning or disposal of equipment.

« Proper labeling and documentation of patholegical specimens.

Patient precautions:

The PDF Complete Window

Modifying Language Preferences

Learners can change the language settings for their personal account using the language preferences
menu in the top right corner of the screen.

To modify the language preferences:

1. Click the Language Preferences menu.

A language drop-down menu appears.

The
Language
Preferences
menu

Select an item in the list...

The Home Screen
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2. Select the preferred language from the drop-down menu.

A checkmark appears next to the selected language and the language is
applied to the software.

NOTE: Since the EndoVR software is currently only available in English, no other options are available to
set as the default language.

Adjusting the Volume

Learners can adjust the volume of the simulator sounds by using the hotkeys on the simulator
keyboard.

To increase the volume, press the Ctrl key and the Up arrow on the simulator keyboard simultaneously
until the desired volume is achieved.

To decrease, press the Ctrl key and the Down arrow on the simulator keyboard simultaneously until the
desired volume is achieved.

Hiding the Available Tasks Panel

Learners can hide the Available Tasks panel to view the didactic content in full screen mode.
To hide the Available Tasks panel:

1. From the icon dashboard, click the My Tasks icon.

2. From the Available Tasks panel, select the desired task.

The Hide
Available [ e L
Tasks icon
The main
screen

Goals:

1. To navigate an endoscope through the upper gastrointestinal ract indluding intubation of both esophageal sphincters and the pylorus in the simulated

-ommon pharmacologieal agents inherent to performing this procedure
g the procedure, Items ranging from improper neeclle use and werking channel damage to i threatening

The Available
Tasks panel

The Home Screen

The didactic content appears in the main screen.
3. Click the Hide Available Tasks arrow.

The didactic content expands to the width of the full main screen.
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Exiting the Software

Learners should log out of the software once they are completed with their training session.
To exit the software:

1. Click on the username in the top right corner of the screen.

The logout drop-down menu appears.

The Logout
drop-down
menu

Select an item in the list...

The Home Screen with Logout Drop-Down Menu

2. Select Logout from the drop-down menu.

The login screen appears.

CAE Healthcare
Username
Password
‘Copyright © CAE Healthcare Inc, 2012. All Rights Reserved.
The Login Screen

The user account is logged out and the simulator is ready for the next user.
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APPENDIX A - MODULE DESCRIPTIONS

The EndoVR simulator contains several modules for learners to practice performing endoscopic and

bronchoscopic procedures using different techniques and tools. Modules are bundled in three
packages: Bronchoscopy, Lower Gl and Upper Gl.

The following table outlines the various modules offered for the EndoVR simulator.

Package

Bronchoscopy

Lower Gl

Module Description

EBUS-TBNA Complete an Endobronchial Ultrasound with Trans-
bronchial Needle Aspiration.

Intro to BAL Complete common tasks performed during a

bronchoalveolar lavage.

Intro to Bronch

Complete common tasks performed during a
bronchoscopic procedure.

Ped Diff Airways

Perform bronchoscopic procedure tasks involving a
pediatric difficult airways.

Bronch Sampling

Complete common tasks performed during a
bronchial sampling

Bronch TBNA Complete common tasks performed during a
transbronchial needle aspiration.
Biopsy Complete common tasks involved in a lower

gastrointestinal biopsy.

Intro to Colonoscopy

Complete common tasks involved in a colonoscopy.

Intro to Flex Sig

Complete common tasks involved in viewing the
pathologies using a flexible sigmoidoscopy.

Polypectomy Complete common tasks involved in a lower
gastrointestinal polypectomy.

Bleeding Complete common tasks involved in treating upper
gastrointestinal bleeding.

Intro to EGD Complete common tasks involved in an
esophagogastroduodenoscopy.

Intro to ERCP Complete common tasks involved in an endoscopic

retrograde cholangiopancreatography.
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Module Instruments and Required Equipment

In each of the modules, different instruments, medication and equipment are used to complete the

selected task.

Bronchoscopy

The Bronchoscopy modules present the learners with different scenarios and cases to complete using

the bronchoscope and related tools

Module Available Medications Required
Instruments Equipment
EBUS-TBNA + Needle Topicals: « EBUS-TBNA
. Stylet  catine accessory tool
. Syringe . ‘ » Bronchoscope
+ Lidocaine
IV Medications:
» Fentanyl
« Meperidine
» Midazolam
+ Naloxone
Intro to BAL + Needle . Saline » Bronchoscope
« Lidocaine » Foot pedal
« BAL
Intro to Bronch + Needle « Saline « Bronchoscope
» Suction « Lidocaine » Foot pedal
Ped Diff Airways + Jaw Thrust « Saline + Bronchoscope
« Suction + Lidocaine « ET tube
« Ketamine « Foot pedal
+ Halothane
Bronch Sampling « Brush « Saline + Bronchoscope
+ Needle « Lidocaine « Foot pedal
» Forceps « EPI
+ Suction
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Module Available Medications Required
Instruments Equipment

Bronch TBNA + Needle « Saline + Bronchoscope

+ Suction « Lidocaine + Foot pedal

« CT scan « EPI

Lower Gl

The Lower Gl modules present the learners with different scenarios and cases related to the lower Gl
tract. Learners use an endoscope and related tools to complete the procedures.

Module Available Medications Required
Instruments Equipment
Biopsy » Needle Topicals: » Upper/Lower Gl
. Forceps accessory tool
P « Saline
. Syringe » Endoscope
« Lidocaine
" Suction IV Medications:
« Air/Water
« Fentanyl
« Meperidine
« Midazolam
+ Naloxone
Intro to » Suction IV Medications: » Endoscope
Colonoscopy .
Air/Water . Sedation
Intro to Flexible + Suction None » Endoscope
Sigmoidoscopy . Air/Water
Polypectomy + Needle IV Medications: » Upper/Lower Gl
 Forceps accessory tool
« Sedation
. Syringe » Endoscope
« Counter Sedative
» Suction
« Air/Water
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Upper GI

The Upper Gl modules present the learners with different scenarios and cases related to the upper Gl
tract. Learners use an endoscope and related tools to complete the procedures.

Module Available Medications Required
Instruments Equipment
UGI Bleeding » Wire Grasper IV Medications: » Upper/Lower Gl
T . accessory tool
= L - Fentanyl - Endoscope
. BICAP Probe : P
« Flumazenil
» Injection Needles e
- Irrigation « Midazolam
« Suction
+ Naloxone
« Air/Water
Intro to EGD + Cytology brush IV Medications: » Upper/Lower Gl
. Forceps accessory tool
P « Sedation
. Suction + Endoscope
« Counter Sedative
2 AL/ « Atropine Sulfate
Intro to ERCP » Suction IV Medications: » Upper/Lower Gl
. Air/Water accessory tool

- Sedation
« Single lumen « Endoscope
- Counter Sedative

cannula » Foot pedal
» Thin tapered - g
cannula - Atropine Sulfate

» Sphincterotome
+ Spiked forceps

« Hydrophilic
guidewire

« Instill contrast
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For more information about CAE Healthcare products, contact your regional sales manager
or the CAE Healthcare distributor in your country, or visit caehealthcare.com.
Tel +1 941-377-5562 or 866-233-6384

For customer service, please contact CAE Healthcare.
United States

Monday - Friday from 7:00 a.m. to 6:00 p.m. ET
Phone 1-866-462-7920

Email: customerservice@caehealthcare.com

Canada

Monday - Friday from 8:00 a.m. to 5:00 p.m. ET
Phone 1-877-223-6273

Email: can.service@caehealthcare.com

International

Monday - Friday from 7:00 a.m. to 6:00 p.m. ET
Phone + 1-514-341-6780

Email: international.service@caehealthcare.com

©2012 CAE Healthcare
Part #165K400000
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