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Device Description
CapsoView® is CapsoVision& proprietary software program used to download and view CapsoCamPlus®
images, and to generate capsule endoscopy reports.

Indication for Use
CapsoView is intended for the download of images from CapsoCam Plus capsules, generation of video files,
review of videos, annotation of images, and generation of reports.

Contraindications
CapsoView has no known contraindications.

Warnings

To prevent incorrect endoscopy reports as result of improper use of the program, please read these
operating instructions carefully before using CapsoView. These instructions are furnished electronically. Printed
instructions are available upon request. To request printed instructions, please contact your CapsoVision
representative or CapsoVision, Inc. via the contact information at the end of this document.

Intended User Profile
Physicians and other trained medical personnel.

Intended Conditions of Use
Hospitals, outpatient clinics, and physician& offices.

Operating Principle
Displaying images and video for review and diagnosis on a personal computer.

Risk

Although each risk has been addressed and mitigated as much as possible, there is a possibility that the
CapsoView software may fail to produce expected results due to software bugs, user interface design or user
error which may delay diagnosis.
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1. What is CapsoView?

1.1. System Overview

CapsoView is one of four components of the CapsoCam Plus® Capsule Endoscopy System:

CapsoCam Plus®: A single-use ingestible video capsule that acquires and stores capsule endoscopy
examination images in on-board memory while moving through the patient& gastrointestinal tract
propelled by natural peristalsis.

CapsoRetrieve®: A single-use retrieval kit provided to the capsule endoscopy patient to retrieve the
CapsoCam Plus capsule.

CapsoAccess®: A docking station provided to trained medical personnel to download examination
images from the retrieved CapsoCam Plus capsule. CapsoAccess transfers the data to a computer
running the CapsoView software.

CapsoView®: The stand-alone software application used to download and review images from the
CapsoCam Plus capsule and to generate capsule endoscopy reports.

Capso @E CapsoRetrieve CapsoAccess® Capso\/ieﬁ‘

_____

i
mmﬂ
i

Patient swallows 2 Patient retrieves the 3 Patient data is easily Physician quickly plays back
L— the vitamin-sized CapsoCam Plus® with the downloaded withthe L and reviews patient data with

CapsoCam Plus® CapsoRetrieve® tool. CapsoAccess® system. the CapsoView® application.

1.2. CapsoView Intended Use

After the patient has retrieved and returned the CapsoCam Plus capsule, CapsoView should be used in
conjunction with CapsoAccess to download the data from the capsule. Clinicians can then use CapsoView to
review the examination images and generate a report.
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2. System Requirements

Minimum Required Recommended
Intel Core i3, 4" generation (for image Intel Core i7 Quad-Core, 6™ generation
CPU reviewing and reporting only) (8+ threads for optimal downloading
Intel Core i5, 4" generation (4+ threads performance)
for downloading, reviewing and reporting)
Minimum Required Recommended
Memory
4GB 8GB
Minimum Required Recommended
Operating System PC: Windows 7 (Service Pack 1) (64-bit) PC: Windows 10 (64-bit)
Mac: OS X El Capitan Mac: macOS Sierra or macOS
High Sierra
Recommended
Display Display Resolution: 1920x1080 Panel Type: IPS (In-Plane Switching) Color Gamut:
100% sRGB with Delta-E <2 (For maximum color accuracy)
Additional PDF Reader (e.g. Adobe Reader)
Software
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3. Security and Privacy Considerations

CapsoView is a desktop application. It is the responsibility of the user to protect the confidentiality, integrity,
and availability of patient data stored on the computer. CapsoView data files may contain the following PHI
(Protected Health Information) that should be protected:

i Patient name

M Patientdés date of birth
M Patient ID number

M Patientobdés faci al i mages

Note: Email notifications do not contain PHI.

We recommend the following security practices:
1 If you are not installing CapsoView from a CD/DVD, use the provided MD5 file checksum to verify the
integrity of the CapsoView Application Installer before you attempt to install CapsoView.

f Use the operating systemdbs authentication and acc
CapsoView application to authorized personnel only.

1 Ensure that all patient data are stored in the location (no matter it is on the local drive of the user
computer or in a networked share folder) that is accessible only to authorized personnel.

1 Ensure that you keep the firewall and anti-malware software up-to-date on the computer where
CapsoView is installed and on the computer where the data is stored.

1 Use encryption to protect your stored patient data.
9 Backup and archive patient data according to applicable regulations.

9 If you are using the PIN-based electronic signature features in CapsoView, make sure that you do not
share your assigned PIN with anyone else.

1 (If applicable) If you are using CapsoCloud accounts for the electronic signature feature in CapsoView,
make sure that you have an active CapsoCloud user account with strong password that is not shared
with anyone else.
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4. How to Install CapsoView?

4.1. Windows OS

Step 1

(Y| = | SW-2533) CapsoView 3 OUS Software with Installer ... - m] *
E
Home Share View o
< - 4 <« Caps.. » SW-2533) CapsoView 3 O... v O  SearchS.. p
~ d capsoview_installer_mac_rev3223 international.dmg
3 Quick acc

d capsoview_installer_mac_rev3223 international.dmg_checksum.tet
o Creative { = capsoview_installer_win_rev3223_interational.exe
d capsoview_installer_win_rev3223_international.exe_checksum.bd

% OneDrive 5 CapsoView 3.5 Installation Code.rtf

[ This PC

Confirm that you have all necessary files. The
CapsoView installation package contains an
Application Installer (*.exe), MD5 File
Checksum and Installation Code.

Step 3

ic capsoview_installer_mac.dmg 4/19/2016 5:45 PM dmg Archive 118147 KB

= capsoview_insta o ~—cation 20,814 KB
pen

%) Run as administrator

Troubleshoot compatibility

7-Zip 3
Edit with Notepad-++

Scan with Microsoft Security Essentials...

TortoiseSVYN 3

# BE

Restore previous versions
Send te 3
Cut

Copy

Create shortcut
Delete

Rename

Properties

Right-click the installer (*.exe).
Select Run as administrator. If you do not have
administrative privileges, contact your IT Help
Desk.

> CapsoView 353223 Installer Setup X

Setup - CapsoView 3.5.3223 -
CapsoView*

Please make sure that you are running as administrator.
Otherwise the CapsoAccess driver won't be installed.

If CapsoView program is currently open, please close it

before proceeding with the installation.

We recommend disabling your antivirus software before
installing CapsoView.

Click Next.

IFU-2475 Rev: K 5/2021

Confirm that the CapsoAccess device is
NOT connected to your computer.

'53 User Account Control @

Do you want to allow the following program to make

“changes to this computer?

- Program name:  CapsoView_installer.exe
» Verified publisher: CapsoVision, Inc.

(%) Show details Yes

Change when these notifications appear

Select Yes to run the
installation.

= CapsoView 353223 Installer Setup x

Setup - CapsoView 3.5.3223 -
CapsoView*

Welcome to the CapsoView 3.5 setup wizard. Click
"Next" to begin the CapsoView 3.5 installation process.
The CapsoAccess USB driver and K-Lite video codec will
automatically install after the CapsoView software
installation has completed.

Click Next.
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Step 7

== CapsoView 3.5,3223 Instaler Setup *

Plaase input the activation code: [ ]

< Back Cancel | |

Enter the Installation Code. Click Next.

Step 9

> CapsaView 253223 Installer Setup *

Instaling CapsoView 3.5.3223 -

CapsoView=
|| 4%
Instaling component CapsoView 3.5.3223 Instalation
= Back Instal Cancel

The installation will begin automatically.

Step 11

Capsule Data Access System USB Driver Installer

Welcome to the CapsoAccess
System USB Driver Setup Wizard!

P «  This wizard will install the drivers necessary for your
CapsoAccess System to function with your computer.
Please make sure that you tum on the CapsoAccess
7 - system and connect it to the USB port of this computer
€ before you proceed to the next step. For troubleshooting.
—— - please refer to the CapsoAccess Instructions for Use.

CapsoAccess®

To continue, click Next
Back Cancel
The CapsoAccess USB Driver Installer

will launch in a separate window.
Click Next to install it.

IFU-2475 Rev: K 5/2021

Step 8

=7 CapsoView 3.6.3682 Installer Setup x

Capsali e

To continue with the installation, you must agree to the CapsoView End
User License Agreement.,

End-User License Agreement 2
This End-User License Agreement ("EULA") is a legal document
between you (the “Customer”, “You") and CapsoVision, Inc. w
(] Check this box to agree to the terms of the CapsoView End User License Agreement.

A copy of this Agreement will be saved on your system and can be accessed via the
5 i Fi vl AL PP | P SRR N Arar

< Back Next > Cancel

CapsoView End User License Agreement screen

will appear. Please read the entire agreement
and Check the box to agree. Click Next.

Step 10

% Setup - K-Lite Codec Pack -
Installing =1
Please wait whie Setup installs the K-Lite Codec Pack on your computer. ¥ i ")
Extracting fies...

C:\Program Fies (x86) K-Lite Codec Pack\Tools\SetACL _x36.exe

A codec pack will be installed
automatically.

Step 12

Capsule Data Access System USB Driver Installer

Capsule Data Access System USB
Driver installation completed.

The drivers were successfully installed on this computer.

¥ You can now connect your device to this computer. If your device
—— came with instructions, please read them first.

CapsoAccess®

Driver Name Status
\/ CapsoVision CapsoVisio... Ready to use

==

Click Finish when the CapsoAccess USB
Driver installation is complete.
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Step 13 Step 14

= CapsaNien 1.5.3223 Installe Setup x

Completing the CapsoView 3.5,3223 Wizard v
CapsaView=

CapsoView 3.5 will automatically launch once you click
"Finish".
Do you want to enable email notification for electronic

signature and download confirmation?

Select Yes to enable email
Return to CapsoView installation window. Click notifications (recommended).
Finish when the installation is complete. You can change your selection later.

Step 15

(@)
CapsoVision

Windows also supports command line
installation for deploying CapsoView to
multiple computers. Please contact
CapsoVision technical support for more
details if you like to pursue this

. =
CapsoView.”

©2019 CapsoVision Corporation. All Rights reserved method.
CapsoView will launch automatically.
4.2. Mac OS
Step 2
..I -I
capsoview_installer_ mac_rev3223 international.dmg _r
ame ~  Date Modified Size capsoview_]nsta”e r_mac
» CapsoView 3.5 Installation Code.rtf Oct 23, 2018 at 6:53 AM 509 bytes

oiel=o | <

B capsoview_installer_...23 international.dmg Sep 21, 2018 at 1:03 PM
capsoview_installer_...al.dmg_checksum.txt  Sep 24, 2018 at 5:42 PM 387 bytes

Confirm that you have all necessary files. The
CapsoView installation package contains an Double-click the installer.
Application Installer (*.dmg), MD5 File
Checksum and Installation Code.
Page 9 of 39
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Step 3 Step 4

e e CapsoView 3.6.3223 Installer Setup
L) CapsoView 3.5.3223 Instalier Setup
oy
fiew
Setup - CapsoView 3.5.3223 \ CapsoView*
CapsoView*

Welcome to the CapsoView 3.5 setup wizard. Click T ——

“Next" to begin the CapsoView 3.5 installation

process.

Back Next

Enter the Installation Code. Click

Click Next.
Next.

Step 5 Step 6

ioe
Capso - Installing CapsoView 3 = capsoview_installer_mac wants to make changes, Capsovhﬂ'
| § Enter your passwerd 1 alow tis
User Name: | adrmin
To continue with the installation, you must agree to the CapsoView End 1 R
User License Agreement.
End-User License Agreement 3 Show Detals cancol | (ECHE
This End-User License Agreement ("EULA") is a legal document Be—————————il

between you (the “Customer”, “You"”) and CapsoVision, Inc.
] Check this box to agree to the terms of the CapsoView End User License Agreement.

A copy of this Agreement will be saved on your system and can be accessed via the
Fanem\liau Ahmit mani sftar inetallatinn

< Back Next Cancel

CapsoView End User License Agreement Enter username and password. Click
screen will appear. Please read the entire OK. If you do not have administrative
agreement and Check the box to agree. Click privileges, contact your IT Help Desk.
Next. '

Step 7 Step 8

LESK ] Capsoview 3.5.3223 Installer Setp o0 e CapsoView 3.5.3223 Installer Setup
. . -
Installing CapsoView 3.5.3223 CapsoV/iew= Gompleting the CapsaView 3.5.3223 Wizard Capsol i
— CapsaView 3.5 will autamatically launch once you
click "Finish".

Installing component CapsoView 3.5.3223 Installation

Show Details

The installation will begin
automatically. Click Finish.
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Step 9 Step 10

©
CapsoVision

Do you want to enable email notification for electronic

signature and download confirmation?

CapsoView.

©2019 CapsoVision Corporation. All Rights reserved

Select Yes to enable email CapsoView will launch automatically.

notifications (recommended).
You can change your selection later.
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5. How to Uninstall CapsoView?
If you are installing a new version of the CapsoView software, the old version will be uninstalled automatically.
You may also uninstall the old CapsoView software manually by following the instructions below.

5.1. Windows OS

Step 1. Run the &ninstaller.exeé program under &:\Program Files\CapsoVision Inc\CapsoView 36 or
&:\Program Files (x86)\CapsoVision Inc\CapsoView 36 i f you have installed
versions.

o el M“M“wuw
/ \\\ : S:‘“"t“'q’dl device dr
i| : _'1: Ml st ‘
II| ]J:h [J:‘N> -II = SafeSmart Device Manager
|I . - Il
:I II
| s
|| use 12 DC ||
| = ™ |
. O e |
[ |
th; ") | Jd_‘ = My stff £ web
Connect the CapsoAccess to your Launch Device Manager.
computer and turn it on.
Step 4 Step 5
Confirm Device Uninstall Iﬁ

CapsoVision Capsule Data Access System 2

Waming: You are about to uninstall this device from your system.

[¥]:Delete the driver software for this device ;

:“- [ ok || Cancel |
Right-click CapsoVision Capsule Data Access Check the box. Click OK.
System 2 under Universal Serial Bus controllers.
Click Uninstall

Step 6: Search your computer for AUninstall K-Liteo . R u Wningtel &-Lite Codec Pack program.
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5.2.

@ Finder

Mac OS

Step 1

File Edit View Window Help
Back

Forward

B Recents

[ Documents
5 Desktop

© Downloads
£t Home

3 Computer
@) AirDrop

@ Network

& iCloud Drive
7 Appli
K utilities

Recent Folders

Go to Folder...

Select Startup Disk on Desktop {81

Connect to Server...

o
%

T8F
€80
8D
sl
©8H
Ry {of
0#R
08K
Rl

T 8A
i 1Y)

g {e]
#8K

the Uninstall application in
Go > Applications.

ece [ Applications
= | s Boalig-ls-lal o
Favorites Name i size
[R———— s .
@ Airdrop » [ Licenses Folder
B Recents » [ model Folder
& 2 network.xml XML Document
& iCloud Drive atcont Document
A\ Applications » [ ReferenceLibrary Today at 1:41 PM Folder
{5 Desktop ReportTitle..ft-cropjpg  Sep 12, 2018 a1 8:07 AM JPEG image
= ReportTitle..t-cropjpg  Sep 12, 2018 at 8:07 AM JPEG image
[$ Documents 4 f_beforeE_Eymi Sep 12, 2018 at 8:02 AM Visual..ocument
© Downloads A system.config Today at 1:41 PM Visual...ocument
5 » [ Transiations Folder
DU & Uninstaller Today at 1:41 PM 29.1MB _ Appiication
@ Remote Disc Uninstaller.dat Today at 1:41 PM 254K8  Document
(] NO NAME s 4 Uninstaller.ini Tod 41PM 3KB  Visual..ocument
i . 3 Cness Sep 6, 2018 at 5:26 PM 7.9MB  Application
Doskimege 2 g copaces Sep 6, 2018 a1 5:26 PM 19.9M8  Appiicatior
Shared @ Dashboard Jun 6, 2018 at 3:10 PM 568KB  Application
@ AL @ Dictionary Jun 6, 2018 at 3:10 PM 3MB  Appiication
& ovD Player Jun 6, 2018 at 3:10 PM 239MB  Appication

Scroll down to locate the Uninstaller

IFU-2475
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Step 2

ene 1 Applications
=v| s BFomo mvel b O Q
P Name ~  Date Modified Size Kind
@ airdrop © App Store Sep 6, 2018 at 5:26 PM 1.6M8  Application
& Recents & Automator Jun 6, 2018 at 3:10 PM 85MB  Application
T Calculator 5.7MB  Application
< iCloud Drive 2 Calendar 20.8 MB__ Application
A Applications CapsoView3 Today at Folder
3 Chess Sep 6, 2018 at 5:26 PM 7.9M8B  Application
{5 Desitop B Contacts Sep 6, 2018 a 5:26 PM 19.9M8  Application
M Documents @ Dashboard Jun 6, 2018 at 310 PM 568KB  Application
© Downioads ! Dictionary Jun 6, 2018 at 3:10 PM 3MB  Application
& VD Player Jun 6, 2018 at 3:10 PM 239MB  Application
Deviees LS FaceTime Sep 6, 2018 3t 5:26 PM B3MB  Application
(@ Remote Disc 8 Font Book Jun 6, 2018 at 3:10 PM 12.9MB  Application
Google Chrome Dec 11, 2018 at 8:43 PM 401.7MB  Application
] No NAME a -4 i s = o
& iBooks Sep 6, 2018 at 5:26 PM 50.1MB  Application
) pisk image = & image Capture Jun 8, 2018 at 3:10 PM 23MB  Application
W iTerm Apt 018 at 3:56 PM 17.8MB  Application
Saac: @ iTunes Today at 1:00 PM 256.4MB  Application
@ A @ Launchpad Jun 6, 2018 at 310 PM 1.3MB  Application
L ESK ) Maintain CapsoView 3.5.3223 Installer
" -
Uninstalling CapsoView 3.5.3223 y
CapsoView*
—
Show Detsils
<Back Uninstall

Double-click the Uninstaller and the

software will be automatically
removed.
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6. Setting Up CapsoView

6.1. Basic Configuration
For basic configuration, click the Settingsﬁ icon in the top menu and navigate to the desired tab.

Language Tab: CapsoView is available in over 20 Font Tab: Select your preferred font size. Note that
languages. Select your preferred Ianguage fromthe this will change the font size of text in the user
dropdown. The new language setting will not take interface, but it will not change the font size of your
effect until you restart CapsoView. reports (see Report Font Size).

Preference Tab i Mouse Wheel Scrolling: When Preference Tab i Download Options: If you
reviewing a video, your mouse wheel can be used to  frequently review videos right after the data from the
scroll to a subsequent or previous frame. Adjust capsule has been downloaded, check the boxes for
these settings if you prefer a scroll-down motion of Automatically open video after download and

the mouse wheel to rewind the video (i.e. step Automatically generate video when capsule is
backward) instead of playing it forward (i.e. step downloaded.

forward).

3 F PREFERENCE PREFERENCE

~Mouse wheel scrolling setting
O Scroll mouse wheel up to step the video back
@ Scroll mouse wheel up to step the video forward

~Download Option

ally generate video when capsule Is downloaded Automatically generate video when capsule is downloaded

B Automatically open video after download Automatically open video after download

Download path: C:/capso_video (D)

Download path: C:/capso_video B

Note: The location where your videos will be stored is displayed at the bottom of the Preference Tab. If you
would like to change the location, see Advanced Configuration.

6.2. Advanced Configuration (Administrative Privileges Required)

To access the options listed below, right-click the CapsoView icon " and select Run as Administrator
(contact your IT Help Desk if you do not have administrative privileges). Click the Settings # icon in the Main
Menu.

System Tab: This tab allows you to select your preferred file paths (i.e. folder on your computer) for data
download, video clip export and for storing your report templates. The default path for open will bring you to the

specified location when you click the Open Video & icon. The link button ﬂ will sync the open and export file
paths to the selected path for download.
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