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User’s Manual for the Accu-Chek® Smart Pix diabetes management system

System requirements:

. Microsoft Windows 10
. PDF reader (for PDF version 1.6/Acrobat 7 or higher)
. Screen resolution of at least 1024 x 768 pixels

Read the User's Manual carefully before the first use. A list of abbreviations used can be found in the appendix. The
installation, use and maintenance/data backup of the Accu-Chek Smart Pix software are the sole responsibility of the user.
Roche accepts no responsibility for any damage or loss resulting from non-compliance with this User’s Manual.

In addition, we advise you to refrain from installing any software on your computer which is not from a trustworthy source
and to protect your computer against unauthorised third-party access. This particularly applies to the security of any
existing Internet access. Use up-to-date software for virus protection and your firewall and install the security updates and
patches recommended by the manufacturers.

The device may only be operated via the USB port of a computer which was designed according to the International
Standard IEC 60 950 “Safety of Information Technology Equipment”.

If you have obtained the Accu-Chek Smart Pix software from a USB flash drive: The USB flash drive is the original medium
used to provide the software, but it is not a removable medium for storing data you have created yourself. Avoid potential
data loss (for example from damage to or loss of the USB flash drive) and always store all files locally on your computer or
on a network server.

Do not remove the USB flash drive containing the Accu-Chek Smart Pix software while data is being exchanged. Doing so
could cause irreparable damage to files.



PRECAUTION: Risk of inappropriate therapy change
If you feel unclear about the data in the reports, do not understand the reports or if the data does not match how
you feel, talk to your healthcare professional before making any therapy changes.

PRECAUTION: Risk of inappropriate therapy change

The displayed blood glucose Status will only be meaningful if the settings have been properly selected. We
therefore strongly recommend that you talk to your healthcare professional before you change the configuration for
blood glucose data (Hypo risk, Mean blood glucose and Variability) as well as for CGM data (hypo duration, CGM
median, CGM variability).

The number of blood glucose tests per test day must be sufficient in order to draw appropriate conclusions
regarding therapy from the statistical analysis. In addition, the tests must be conducted at meaningful points in time
spread over the course of the day. Only then does the analysis in the Status report element correctly reflect the
relevant blood glucose parameter. If, for example, blood glucose is only tested when blood glucose levels are within
the normal range (euglycaemia) or higher range (hyperglycaemia), the Hypo risk is artificially lowered.

PRECAUTION: Risk of inappropriate therapy change

The Hypo limit can only be a reliable indicator of low blood glucose (hypoglycaemia) if the limit has been properly
selected. We therefore strongly recommend that you talk to your healthcare professional before you change the
limit. This function is not a substitute for hypoglycaemia training by your healthcare professional.

Important note: You do not require an Internet connection if you wish to use the Accu-Chek Smart Pix device and
the Accu-Chek Smart Pix software. All the pages and functions are stored in the device itself or in the software,
where they can be called up. An Internet connection is only required if you wish to automatically update the
Accu-Chek Smart Pix software, send data by email or receive data via Accu-Chek Connect online.

Important note: Bear in mind that all illustrations of screen content (screenshots) used in this User's Manual only
serve as examples in terms of both their visual appearance and content. The actual appearance depends on your
individual system and software settings. The content displayed depends on the meter data or insulin pump data
that was read.
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Version note

This User’s Manual is valid for the Accu-Chek Smart Pix
software, version 3.2.5 in connection with an

. Accu-Chek Smart Pix device (model 2),
version 2.2.1 or higher, or

. Accu-Chek Smart Pix device (model 1),
version 3.05 or higher.

You can check the software versions as described below:

Open the Help menu by clicking the icon (on the right-
hand edge of the button bar). You can display the software
version by clicking About... This displays both the software
version number of the Accu-Chek Smart Pix software and the
version of the connected Accu-Chek Smart Pix device.

Latest software versions (advanced mode)

You can download the latest software versions of the
Accu-Chek Smart Pix system using the Software update...
option in the Help menu or as an automatic download
(if configured) from the Internet.

Latest software versions (basic mode)

You will receive the latest software versions of the
Accu-Chek Smart Pix system via the Software update...
button in the About Accu-Chek Smart Pix dialogue box.
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Overview of the system

Chapter 1, Overview of the system

Accu-Chek Smart Pix software:
Indications for use

The Accu-Chek Smart Pix software is an Information
Management Software Application for persons with diabetes
and/or their health care professionals. The Accu-Chek
Smart Pix software allows download of data from compatible
devices to a computer where it can be saved, displayed,
reviewed, analyzed and evaluated to support the treatment of
diabetes. It aims to support the optimization of personal
diabetes therapy through informed therapy decisions in two
ways: by monitoring disease parameters in everyday life and
by visualizing the personal therapy status.

Accu-Chek Smart Pix device reader:
Indications for use

The Accu-Chek Smart Pix device reader is a connectivity
system for compatible devices. It is intended to be used in
conjunction with a number of commercially available
systems. It provides download of data from these systems via
the hardware interface, via infrared, USB and Bluetooth® Low
Energy (optional) to the PC via USB where it can be saved
and further processed by use of associated software
applications.

13



Chapter 1, Overview of the system

@ Accu-Chek Sart PiStware

ACCU-CHEK® Smart Pix

Welcome to the Accu-Chek Smart Pix software!
Basic mode

Select a feature:

Rea e a

©2018 Roche Diabetes Care
ACCU-CHEK and ACCU-CHEK SWART PIX are frademarks of Roche. | Terms of Use

[E=mECl =

@ Accu-Chek Smart PiStware

ACCU-CHEK®
Smart Pix

Software

Advanced mode

Version 3.2.0

©2018 Roche Diabetes Care
ACCU-CHEK and ACCU-CHEK SMART PIX are trademarks of Roche. Terms of Use
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The system is made up of the following components:

Accu-Chek Smart Pix software

The Accu-Chek Smart Pix software generates the reports
and also allows you to manage the records of several users
or patients. You obtain the software in the following ways:

. With the Accu-Chek Smart Pix device (model 2). The
setup program is stored directly on the device.

. On a USB flash drive.

. Available as a downloadable file from the website
www.accu-chek.com.

Basic and advanced mode

The Accu-Chek Smart Pix software can be used in two
different modes:

. Basic mode (top image).
. Advanced mode (bottom image) with additional
functions.

The descriptions in this User's Manual apply to advanced
mode (unless stated otherwise). Using the software in basic
mode is described separately in Chapter 6.

If the software does not show the desired variant of the user
interface after launch (basic or advanced), you can switch
the variant at any time as described on page 48.
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Accu-Chek Smart Pix device

The Accu-Chek Smart Pix device' is connected to the
computer and communicates with the meters and insulin
pumps. If you obtained the software from a USB flash drive or
as a download, you can also use the Accu-Chek Smart Pix
device (model 1) to communicate via the infrared port, or use
a suitable USB cable (USB, type A to USB, micro B) to
communicate with USB devices.

Using the Accu-Chek Smart Pix software with the Accu-Chek
Smart Pix device (model 2)

. Connect the Accu-Chek Smart Pix device (model 2) to
the computer when you want to read data from a
meter or an insulin pump.

. Place the meter or insulin pump with the infrared port
facing the Accu-Chek Smart Pix device, or connect
the meter with USB port to the Accu-Chek Smart Pix
device by means of a USB cable.

. Launch the Accu-Chek Smart Pix software.
. Prepare the device for transferring data (see
chapter 7).

. Click the Read device button.

1. The Accu-Chek Smart Pix device (model 2) and the download
version of the Accu-Chek Smart Pix software are not available
in all countries.

15
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Using the Accu-Chek Smart Pix software (USB flash drive or

download)

Connect the Accu-Chek Smart Pix device (model 1) to
the computer when you want to read data from a
meter or an insulin pump.

Place the meter or insulin pump with the infrared port
facing the Accu-Chek Smart Pix device, or connect a
USB cable for transferring data first to the meter with
a USB port (USB, micro B), then directly connect the
other end to a free USB port on your computer (USB,
type A).

Launch the Accu-Chek Smart Pix software.

Prepare the device for transferring data (see
chapter 7).

Click the Read device button.
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The Accu-Chek Smart Pix software contains the following
functions:

. Create (and edit) reports.

. Archive reports with selected elements as a PDF file.

. Email reports with selected elements.

. Display and print archived reports.

. Manage and edit user or patient records.

. Importing device data as well as printing and saving
reports can be automated.

. The graphical report elements displayed have
interactive functions for customising the display.

. Open Patient View in the RocheDiabetes Care
Platform’

. Install software updates for the Accu-Chek Smart Pix
system.

All reports are displayed and all functions are used from
within the Accu-Chek Smart Pix software.

1. This functionality is not available in all countries

17
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1.1 Overview of the device

The device is made up of the following components, which
are briefly described below.

Q)

1 Device': This device enables connection to various
Accu-Chek meters and insulin pumps with infrared
or USB ports. At the same time, it contains all the files
required for installing the Accu-Chek Smart Pix
software on a computer.

2 USB plug for connecting to the computer.

3 Infrared window for communicating with similarly
equipped Accu-Chek meters and insulin pumps.

4 USB cable with USB micro B plug to connect directly
to similarly equipped Accu-Chek meters.

@ 1. Note: This device is not available in all countries.
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1.2  Overview of the status indicator signals of the system

The Accu-Chek Smart Pix system indicates various operating
states with the status indicators on top of the device. If all
status indicators are off, the Accu-Chek Smart Pix device is
not connected to a computer or the computer is not switched
on. The following status indicators may be lit up:

5 Device name:

= Glows continuously when the device is connected to
a computer and the computer is switched on. The
device is ready for operation.

= Flashes when a setting or update file is being

received.
- 6 Luminous surface:
ACCU-CHEK i = Off: the device is ready for operation but not active.
= Pulsates slowly: the device is actively searching for a
meter.

= Glows continuously: the device is reading data,
analysing it or is transferring information (for
example, the time) to the meter.

= Flashes quickly: the device is displaying an error.

Software updates for the Accu-Chek Smart Pix system can
be installed via the computer. The device name flashes while
this type of update is being installed.

19
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1.3  Software overview

The program window of the Accu-Chek Smart Pix software
shows the following elements:

Vi W BGafermeal

% o
I ¥ O BGbefore meal
i

20

7 Title bar of the program window, showing the
i program name and the buttons for minimising,
(G ||‘|“ ||‘ |\| ‘|\|I|\|'| T H" I ‘m il |w HEN maximising and closing the window.
3 8 Navigation panel for selecting the report element to
: be displayed.
9 Button bar containing the buttons for calling up
program functions.
\ 10  Display pane for showing the reports and records.
11 Interactive time axis for displaying and selecting the
time range.
T 12  Statistics, display options and key (distributed over

three tabs).

The user interface needs a screen resolution of at least
1024 x 768 pixels. On larger screens, the window size can be
maximised in any way within the screen area.
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1.4 Buttons overview

In the program window you will find the following buttons:

@ @ @® 13 Back button

Returns to the report element that was displayed last.
This button is only activated once you leave the
displayed start screen to display another report
element.

14 Read device button
Activates the data transfer from a device.

i it
° Read device |

15  Open patient list button
You can open an existing record from the patient list
or create a new record.

16  Save button
You can save the record that was just displayed but
has not yet been assigned to a patient.

17  Print button
Selected report elements are output to a printer of
your choice.

18  Email button
The default email program on the computer is
launched and selected report elements (in PDF
format) as well as the associated record (if selected)
are automatically attached to an empty email.

21
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@@@@ @ 19 Save as PDF report button

Selected report elements are saved in a PDF file.

Q readcevice | 2% [ M IR MBI °] 20  Open PDF report button
Open reports previously saved as PDF files in order to
display or print them using the PDF reader installed
on the computer (for example, Adobe Reader).

21 Software settings button
Use this button to adjust the settings for the
Accu-Chek Smart Pix software.

22  Device settings button
Access to special functions such as the configuration
of suitable devices

23  Insulin pump button
Read data directly from an Accu-Chek Insight insulin

pump.

24  QOpen Patient View button
Upload data to the RocheDiabetes Care Platform.?

25  Help button
This is where you can find menu options for direct
access to the User’s Manual and to the software
update, and for displaying the program version.

1. Ifyou do not yet have a program for displaying PDF files on your
computer, you can, for example, download Adobe Reader from
the Adobe website (http://get.adobe.com/reader/) free of
charge.

2. This functionality is not available in all countries

You can adjust the arrangement of functions and buttons on
the button bar according to your needs (see page 60).

22
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Some passages in this User’s Manual are highlighted by
symbols. Read these passages very carefully. There are more
symbols on the type plate of the device and/or on the
packaging.

Description

Consult instructions for use. The User’s Manual for the Accu-Chek Smart Pix diabetes
management system can be opened by clicking on the Help button.

PRECAUTION

Information regarding any special care users should exercise for the safe and effective use of the
device, or to avoid damage to the device that could occur as a result of use, including misuse.

Bluetooth logo

0 BB

This product fulfils the legal requirements of the People’s Republic of China on the use of certain
substances in electronic products.

X3

The USB flash drive falls inside the scope of the European Directive 2012/19/EU (Directive on
waste electrical and electronic equipment, WEEE).

Date of manufacture

Medical device

Manufacturer

Unique Device Identifier

FEEELE

Catalogue number

o
ar

Batch code - year of manufacture

N[
m

Complies with the provisions of the applicable EU Legislation

©

This symbol draws your attention to important information.

(5]

Email:
dia.smartpix@roche.com

A printed version of the User's Manual for the Accu-Chek Smart Pix diabetes management
system can be requested by email from dia.smartpix@roche.com.
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Declaration of Conformity

Hereby, Roche declares that the radio equipment type
Accu-Chek Smart Pix device is in compliance with Directive
2014/53/EU. The full text of the EU declaration of conformity
is available at the following internet address:
http://declarations.accu-chek.com
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Chapter 2, Before you start using the system

You can use the Accu-Chek Smart Pix system (software, for
Windows systems you have the option of using a device) on
any computer which meets the necessary system
requirements. Any additional computer features required are
listed below.

The Accu-Chek Smart Pix software is supplied on the
Accu-Chek Smart Pix device and is installed on a computer
directly from it. In addition, Roche provides the Accu-Chek
Smart Pix software on a USB flash drive or as a downloada-
ble file. The software can be used on a standalone computer
as well as on a network server.

Files generated (for example, records or archived reports) are
either saved locally or on a server where they are available
for shared access. Just as with all other data, you should
protect these files from inadvertent data loss by backing
them up regularly.

A PRECAUTION

Potential data loss
If you have obtained the Accu-Chek Smart Pix soft-
ware from a USB flash drive: The USB flash drive is
the original medium used to provide the software, but
it is not a removable medium for storing data you
have created yourself. Avoid potential data loss (for
example, from damage to or loss of the USB flash
drive) and always store all files locally on your
computer or on a network server.

25
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2.1  What you require to use the system

You have...

You also require...

Accu-Chek Smart Pix device (model 2)'

-

= A computer that meets the respective system require-
ments and a printer, if you wish to print reports.

Accu-Chek Smart Pix device (model 1)

= A computer that meets the respective system
requirements and a printer, if you wish to print reports.

= The Accu-Chek Smart Pix software (USB flash drive or
download)

= Asuitable USB cable (USB, micro B to USB, type A), if you
wish to read data from meters with a USB port.

Accu-Chek Smart Pix software
(USB flash drive or download)

= A computer that meets the respective system
requirements and a printer, if you wish to print reports.

= Asuitable USB cable (USB, micro B to USB, type A), if you
wish to read data from meters with a USB port.

= An Accu-Chek Smart Pix device if you wish to read data
from meters or insulin pumps with an infrared port.

1. Note: This device is not available in all countries.
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The following requirements must be met to be able to use
special functions:

. Adobe Reader or a similar program must be installed
to be able to display and print PDF files (PDF version
1.6/Acrobat 7 or later).

. Internet access is required to be able to download
software updates, to send emails and to receive data
via Accu-Chek Connect online.

. A properly configured email program (Microsoft
Outlook, Windows Live Mail or Mozilla Thunderbird)
must be installed to be able to email reports.

27
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2.2

28

Copying software to the computer

The Accu-Chek Smart Pix software can be used locally on
your computer or on a network server. To do this, copy the
entire program folder to a suitable location on the selected
hard disk. Depending on your needs, you have the following
options:

. If you are the only person who will be using the
program, copy the program folder locally to your
computer. You will also save the created files there.

. If you want to use the program in a network and the
same software settings are to apply for every
workstation, install the program folder on the network
server. You will also save the created files there. On
the server, the program can also be used by several
network users at the same time.

. If you want to use the program in a network, but allow
individual software settings for every workstation,
copy the program folder separately to every single
workstation. The created files, however, will be saved
on the server to enable shared access to all data
despite individual settings.

Depending on your needs, make the appropriate prepara-
tions for copying the software to your computer, by choosing
from the following three options:
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Connecting the device

Insert the USB plug of the Accu-Chek Smart Pix device
(model 2) into a free USB port on your computer. You can do
this while your computer is either on or off. This connection
provides the Accu-Chek Smart Pix device with power and it
therefore does not need a battery or a power pack.

After connecting the Accu-Chek Smart Pix device and turning
on the computer as necessary, the glowing Accu-Chek
Smart Pix logo appears and indicates operational readiness.
Simultaneously, the computer recognises the Accu-Chek
Smart Pix device as removable media (similar to a USB flash
drive).

Connecting the USB flash drive

Insert the USB flash drive into the computer. The computer
recognises it as removable media.

Preparing the download version

The software is offered as a compressed data package (ZIP
archive) for download. After downloading the ZIP file (for
example, to the Downloads folder), extract this file by double-
clicking it. After extracting the files, the installation folder
Accu-Chek Smart Pix Software is created in the selected
location.

29
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2 Administrator
& Contacts
& Desktop
8 Downloads
£+ Favorites
# Links
My Documents
1 My Music
£ My Pictures
B My Videos
1 Saved Games
£ Searches
18 Computer
< Floppy Disk Drive (A)
& Local Disk (C)
&3 DVD Drive (D)
o= SMARTPIX-SW (E)
SMARTPIXSW
2items

-

= comprer » sssrocswe > < o || seerchswanrpresw e
Organize v ohan oTaer

S Name ’ Date modified

I

& Accu-Chek Smart Pix software - Setup. ol @ ==

Select path

Select the target folder for the Accu-Chek Smart Pix software:

Setup will copy the Accu-Chek Smrt Pix software to the folowing folder.
| Click™Next" to continue or "Browse” to select a different target folder.

[¥]Create a desktop icon

[Ccreate a folder in the Start menu

Atleast 0,0 MB of free disk space is required.
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Copy the program to your computer as follows:

If this has not been done automatically, open a
window on your computer which displays the contents
of the Accu-Chek Smart Pix device (as a disk), of the
USB flash drive or of the extracted installation folder.
You can do this from My Computer or Windows
Explorer.

Double-click the setup program Setup.exe and follow
the instructions on the screen.

Select the location to which you wish to copy the
Accu-Chek Smart Pix Software program folder.

- If you are usually logged on as the administrator,
open the Program files folder (or Program files
(x86), if applicable).

- If you are usually not logged on as the
administrator, select a location which you can
access even with limited access rights, for
example, the Documents folder.

- When installing the program on a network server,
ensure that all users have the necessary access
rights for the selected location.

For security reasons, the Accu-Chek Smart Pix device
is furnished with write protection. You cannot store any
data or programs on the device.



£ Accu-Chek Smart Pix software - Setup.

Select Accu-Chek device drivers

Install Accu-Chek device drivers?

The Accu-Chek device drivers are required for the Accu-Chek Smart Fix software
‘to be able to transfer data from devices connected via 2 USE port.

You must be logged on as an administrator to instal the device drivers

[ 1Install Accu-Chek device drivers

o

[E=mEeR
()15 LoD C) » rogm Pl 8) » AcerCoesmanPiotare » =4[ Sear e CretSmar Pt
Organize +  Includeinlbrary ~  Sharewith = Bum  New folder E=- 0 @
It Favorites Neme Date modified Type E
B Links .
Manuals 160720131525 Filefolder
CHT 160720131525 Filfolder
My sic - 070220141508 File folder
ST imageformats 160720131525 Filfolder
B My Videos PDF Reports 07.02201415:09 File folder
2 Soved Games @ pugne 10720131525 Flefolder 3
- i::;::: e 051220131601 File folder
! Updste 160720131852 Filefolder

& Floppy Disk Drive (&)
& Local Disk (C)
BOLS50822722072¢s

| 5d3af70e442c0445857dd91c328

Perflogs
| Program Files
Program Files (6)

l 21 items

Smart Pix Software

Accu-Chek Smart Pix Software.exe
| AcsP_securitybt

0807.201316:53
080720131706
280520131232
250120121600
2501201216:00
250120121600
2501201216:00

01.201216:00
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Select the option to install the corresponding drivers if
you have obtained the software from a USB flash drive
or download and wish to read data from meters with a
USB port. This driver installation is not required for the
Accu-Chek Smart Pix device (model 2) because the
drivers are pre-installed on the device.

Administrator access rights are required for installing
the USB driver software.

Upon completion of the installation, shortcuts are
automatically created in the Windows start menu and/
or on the desktop (depending on the options you
selected).

If you are using the application on several computers

in the network, make sure that the location for saving
the shared files is identical on every computer.
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3 Launching and configuring the software

3.1 Launching

the software

=i==s To launch the Accu-Chek Smart Pix software, double-click

Organi Include in library +

1 My Music

£] My Pictures
8 My Videos
1 Saved Games
£ searches

8 Computer

&3 Floppy Disk Drive (A)

&, Local Disk (C)
b01559822c7a2972¢eb
5d3af70e442c0445857dd91c328
Perflogs
Program Files
Program Files (x86)

_Manuals

21 items

Accu-Chek Smart Pix Software

Ou [/« LocalDisk (C) » Program Files 686) » Accu-Chek Smart Pix Software »

Sharewith v Burn  Newfolder

PDF Reports
plugins

[——

‘ imageformats

[ 49| Search Accu-Chek

Date modified

160720131525

2805201312:32
250120121600
250120121600
250120121600
250120121600

01.201216:00

®

File folder

File folder

Application
Text Document

ae_ 9|

Application exens. ™
v

@ ccu-Chek Smart i Sofare

©2018 Roche Diabetes Care

ACCU-CHEK and ACCU-CHEK SMART PIX are tra

"% E e

ACCU-CHEK®
Smart Pix

Software.

Advanced mode

Version 3.2.0

demarks of Roche. Terms of Use

either the program file Accu-Chek Smart Pix Software.exe or
an existing shortcut (see chapter 2.2).

The program launches with a program window which is still
empty.

. If you only wish to use the program to edit a record
already saved or to display saved reports it is not
necessary to connect the Accu-Chek Smart Pix
device.

. If you wish to use the program to read new data,
connect the Accu-Chek Smart Pix device or a suitable
meter (for example, the Accu-Chek Mobile blood
glucose meter directly via USB) now.

If a suitable device is already connected, you can use the
Read device button to read the data directly from the device.
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3.2 Configuring the software

@ Accu-Chek Smart P Sotware

[ ][5

Save options
Path for records. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.1.0_Advanced_rc2/Diaries
Path for PDF reports Ci/Program Files (86)/Accu-Chik Smart Pix Software V3.1.0_Advanced_rc2IPDF Reports.

File name of PDF reports | L= Date of birth_Patient ID_

ate paf

Deactivate advanced features Data protection
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Automatic save X Settings.
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: p— e
P e
P e

Cancel

You can customise several areas of the Accu-Chek Smart Pix
software to tailor it to your needs. These settings are
independent of those which may have been applied to the
Accu-Chek Smart Pix device (model 1).

Click the Software settings <] button to open the
corresponding dialogue box. Depending on the current
situation, you will find different setup areas in this dialogue
box, which are visible from the tabs below the top edge of the
window:

. If no record is currently open, you will find the setup
areas General settings and Settings for new patients.

. If a record is open, you will find the setup area General
settings and a second setup area whose name
corresponds to the open record.

For all the settings described on the following pages, the
following applies:

Click the OK button to save the modified settings and close
the dialogue box, or click the Cancel button to discard the
modified settings and close the dialogue box without saving
the changes.



@ Settings
General sefings || Sefings fornew patints
Language
Engisn
Display options
Graphica epresentatin | Combined graph

Logbook format Weal-related

Personal settings

Inputfield for personalising the printed and saved reports

1

Save options

Time and date format
Dateformat | 31.12.2011
Timeformat | 24

Non-work day | Saturday/Sunday

Automatic features
Automaticimport
Automatic print
Automatic save

Automatic update

Path for records. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/Diaries

Path for PDF reports Ci/Program Files (86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PDF Reports

File name of PDF reports | Lastname_Firstname_Date of birth_Patient D_Cur

Deactivate addiional features

ate.pof

Data protection

X Settings.
X Settings.
X Settings.

X Settings.

Cancel
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General settings

In the General settings area you will find configuration
options for the user interface.

. Language: Here you can select the language to be
used for the user interface and the reports. If the
Accu-Chek Smart Pix software supports the language
set on the computer, the language will be set
automatically.

. Time and date format: Here you can specify the date
format, time format and non-work days.

. Display options: Here you can set the desired options
for displaying reports.

. Personal settings: Here you can enter personal data
for printouts and saved files.

. Automatic features: Here you can set automatic
program functions supporting the use of the system in
a healthcare professional’s practice or another
medical institution. You can configure device data to
be automatically read, saved or printed. Updates for
the Accu-Chek Smart Pix system can also be
downloaded automatically from the Internet.

. Save options: Here you can select the location for
saving records, as well as naming conventions and the
location for saving PDF reports.
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Selecting a language

e weron e . Click the currently set language to open the selection

Bulgarian  Bunrapcn

G¢ Chinese (simpified) / RIfAeP3E I|St
Chinese (iracitonal) /EHER

Croatian! Hvatskd

uan e - . Click the language you want to select.

Danish / Dansk

Time and date format

Timeformat | 24 -
Dutch / Nederiands

English Non-work day | Saturday/Sunday ~
English (US)

Estonian / Eesti
Finnish / Suomi

French (Canada) / Frangais (Canada) TS
French / Frangais

Automatic import X Setings
German /Deutsch

Crock/ End Automatic print X Setings
Hebrew/nmaw Automatic save X Setings
Hungarian / Magyar Automatic update X Setings
Halian / aliano

Japanese |75

Korean  $H30 it Pix Software V3.2.0_AtvancedDiaries

Latvian/ Latiski

Lithuanian/ Listoviy Tt Pix Software V3.2.0_AdvancediPDF Reports

Norwegian / Norsk latient ID_Current
Persian /%
Polish/Polski
Portuguese (Brazi) / Portugués (Brasil)
Portuguese  Portugués
Romanian /Romana
D! pussian /Pycat Data protection

Serbian Spski Cancel

Slovak/ Sloventina

Slovenian / Sloven3éina
Spanish / Espafiol
Swedish / Svenska
Thai/ amxitng
Turkish / Tarkge
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@ Settings

General settings || Settings for new patients

Language ime and date format
English Dateformat | 31122011
Timeformat | 24
Display options

Graphical representation | Combined graph R wsdar)| SaturdaySunday

e esirtstea
personatsttngs pomrmemT
Inputfield for personalising the printed and saved reports. Automatic import X Setings.
= o X setings
Automatic save X Settings.
P X setings
Sov optons
Path for records. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/Diaries
Path for PDF reports. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PDF Reports
il name o PDF epors | Lastnare sso T EeTa
Ceamansaa rrrern
==
 sengs =lo ==
pom—p—
Longuage e
Engien S e (B .
T (B .
#f€play options
Graphical representation | Combined graph lon-work day | Saturday/Sunday A
e esirtstea
persomm oS pomrmemT
Inputfield for personalising the printed and saved reports. Automatic import X Setings.
= o X setings
Automatic save X Settings.
P X setings
Sov optons
Path for records. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/Diaries
Path for PDF reports. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PDF Reports
rrEEn|ER
Ceamansaa rrrern
==
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Time and date format

Select the time and date format for displaying time
and date information or for use in the calendar.

Select the non-work days. These will then be
highlighted in the reports.

Display options (graphical representation and logbook
format)

Select the desired view for blood glucose, carbo-
hydrates and basal rates, either Combined graph or
Graphs one below the other. This selection applies for
the report elements Trend, Standard day and Standard
week.

Select the view for the logbook, either meal-related or
24 hour allocation.
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@ Settings
Generalsetings || Sefings
Language
Engisn
Display options

Graphical representation

Logbook format

Personal settings

Inputfield for personalising the printed and saved reports

fornew patients
Time and date format
~]  Dateformat [31.122011
Time format | 241
Non-work day | SaturdaySunday

Combined graph -

Weal-related -

Automatic features

Automatic import

[ Diabetes Gertel

Automatic print

Path for records.

Path for PDF reports

File name of PDF reports

Deactivate addiional features

Automatic save

Automatic update

C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/Diaries
Ci/Program Files (86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PDF Reports

Last name_First name_Date of birth_Patient ID_Current date

par

Data protection

X Settings.
X Settings.
X Settings.

X Settings.

Cancel

Personal settings

Enter up to three rows of personal data (for example,
name and address of the medical institution). This text
will then appear on all saved or printed reports. The
number of characters per row must not exceed 50.



@ Settings
General sefings || Sefings fornew patints
Language Time and date format
Engisn v ostetormat [ 3112200

Timeformat | 24
Display options

Non-work day | Saturday/Sunday

Graphical representation | Combined graph -

Logbook format Weal-related ~

Personal settings Automatic features

Inputfild for personalising the printed and saved reports Automaticimport

Automatic print

Automatic save

Automatic update

Save options
Path for records. Ci/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_R

Path for PDF reports Ci/Program Files (86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PDF Reports

File name of PDF reports | Lastname_First name_Date of birth_Patient ID_Current date paf

Deactivate addiional features Data protection

X Settings.
X Settings.
X Settings.
X Settings.

Cancel
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Automatic features

Automatic features help you simplify the following tasks:

. Automatically import device data and (if applicable)
add it to an existing record.

. Automatically print device data.

. Automatically save device data.

. Automatically download and install software updates.

The term “record” encompasses all the data read from
devices (with manual additions, if applicable) and assigned
to a certain person. Data read from the device will always be
saved (either to a new or an existing record) unless you
select No in the corresponding confirmation question when
importing data from the device. If, in such a case, you do not
manually save the imported data later, it will only be
displayed temporarily and will be deleted with the next
import.

When importing data from a device for the first time, a new
record can be created or the device can be assigned to an
existing record. The data from further imports from the same
device(s) is added to the existing data of that person, either
automatically or after a confirmation prompt.

39



Chapter 3, Launching and configuring the software

If you have enabled one or more of the automatic features
(except Automatic update), the program will no longer close
when you close the program window. You will be notified
when the program launches as well as when the program
window closes that the program will continue running in the

B 00 s background to continue providing the automatic features.

Accu-Chek Smart Pix Software

To completely close the program or to restore it to the
foreground, right-click the Accu-Chek Smart Pix icon in the
information area (right-hand side of the Windows taskbar)
and select Open or Quit.
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@ Settings [E=SECR =)
General settings || Seings for new patients,
Language Time and date format
English - Dateformat | 31.122011 ~
Time format | 241 ~
Display options
Graphical representation | Combined graph ~ Non-work day | Saturday/Sunday hd
Logbook format Wealrelated -
Personal settings Automatic features
Input ield for personalising the printed and saved reports. Automaticimport X sefings.
Automatic print X settings.
Automatic save X Settings.
Automatic update X settings.
Save options
Path for records C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advangfd/Diaries
Path for PDF reports C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Ac ced/PDF Reports.
File name of PDF reports | Last name_First name_Date of birth_PatientID_Gurent date ot
Deacliate addifonal features
& Automatic import =3
Cancel
Automatic import:
After reading the device data is assigned to the
corresponding record. At the first read-outa
device must be assigned manually to a patient
For all following read-outs, you just need to
confirm the patient
The automatic features remain active even
afer closing the program
Activate automatic import
Always assign data to patient automatically
oK \ Cancel
@ Settings [E=SECR =)
General settings || Seings for new patients,
Language Time and date¥grmat
English - Dateformat | 3\j22011 ~

Timeformat | 24

Display options

Graphical representation | Combined graph - Non-work day | Saturdayunday

Logbook format Weal-related ~

Personal settings Automatic features

Input field for personalising the printed and saved reports. AulomaicImport ¥ Settings.
Automatic print X Settings
Automatic save X Settings
Automatic update X Settings

Save options

Path for records. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/Diaries

Path for PDF reports Ci/Program Files (86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PDF Reports

File name of PDF reports | Las

Deactivate addiional features Data protection

oK Cancel
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Automatic import

This feature ensures that data available in the Accu-Chek
Smart Pix system is adopted directly and saved as a record.

. Click the Settings button next to Automatic import.

. In the following dialogue box, click the Activate
automatic import checkbox. A check mark will appear.

. Click the Always assign data to patient automatically
checkbox if this assignment should be done based on
the device serial number without you having to
confirm.

. Click the OK button to save the entries.

The Settings button will now be displayed with a check mark
+ indicating that the corresponding feature has been
activated. Features that have not been activated are
displayed with a ¥ on their button.

The records will be saved in the folder you selected in
Save options (see page 46).

PRECAUTION

Risk of wrong assignment of data

Do net use the Always assign data to patient
automatically function if you are using the same
devices repeatedly for different patients. If a device is
passed on without an assignment to the
corresponding new patient record having been done
manually, a wrong assignment of data may occur
on import.
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Blood glucose (0)

c6M O

Selectall

Overview

Long-term view

Trend (detailed view)

Trend (trend view)

Standard day
(detailed view)

Standard day (vend
view)

Standard week
(detailed view

Standard week (rend
view)

Metabolic control

Deselectall

& Setngs =)
pom—p—
Longuage Time and date format
Engien <) atetomat (3112207 -
Timetomat (24 -
oty optons
Graphical representation = Combined graph - Non-work day | Saturday/Sunday A
Logbookformat eairaaed -
persona setings Automatic teatures
Inputfield for personalising the printed and saved reports. Automatic import X Setings.
= o X setings
Automatic save X Settings.
P X setings
Sov optons
Path for records. C:/Program Files (x86)J/Accu-Chek Smart Pix Software V3.2.0_Advanced/Diagls
Path for PDF reports. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PJfF Reports
Pl name of POF eports [ LasLname_Frstname_Date of P aentD_Gurrent dle o
Deachts adtonalfeaires Data protefhon
Cancel
@ Automatic print =

Automatic print:

Selectthe report elements to be printed and the.

| printer to which the reports are to be output

After being activated, the "Automatic print
feature remains active for as long s the Accu-
Chek Smart Pix symbol is displayed in the
notification area

To deactivate the "Automatic print”feature, right-
click the Accu-Chek Smart Pix symbol and
select Quit

Activate automatic print
Printer: | B710n 033125 -

Orientation: | Portrait v

oK Cancel
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Automatic print

To use this feature, you need to select a printer available on
the computer, as well as the reports to be printed.

. Click the Settings button next to Automatic print.

. In the following dialogue box, click the Activate
automatic print checkbox. A check mark will appear.

. Select the desired Printer and the paper Orientation
(Portrait, Landscape or Automatic).

. Select the report elements you wish to print. Click
once to select a report element (it will be highlighted
in colour); click the same report element again to
undo your selection.

. Click the Blood glucose and CGM tabs in succession
to separately select the report elements to be printed
for each of these areas.

. Click the OK button to save the entries.

The Settings button will now be displayed with a check mark
+ indicating that the corresponding feature has been
activated. Features that have not been activated are
displayed with a % on their button.



 Settings =)o =
General setings || Sefings for new patients
Language Time and date format
English v Dateformat | 31122011 -
Time format | 24n -
Display options
Graphical representation | Combined graph <] Nomworkday | SaturgaySunday >
Logbookformat Wealelated ~
Personal setings Automatic features
Inputfield for personalising the printed and saved reports. AulomaicImport X Seftings.
Automatic print X Sefings.
Automatic save X Sefings.
Automatic update X Sefings.
Save options
Pah fo records CiProgram Files (x86YAccu-Chek Smart Pix Software V3.2.0_AdvancedIDiarie
Palhfor PDF reports | CiProgram Files (186)/Accu-Chek Smart Pix Software V3.2.0_AdvancedPDRfReports
File name of PDF reports [ Last name_First name_Dae of birth_PafientID_Current date.pdf
Deacliate addifonal features Data proteciffin
Cancel
& Automaticsve =
Blood glucose (0) || COM (O
Automatic save
Selectall || Deselectal
Afer reading the device, data s automatically
~| | saved as a PDF report Select the report
clements to be saved
Afte being actvated, the “Automatic save
feature remains aciie for 3 long as the
[ ] Accu-Chek Smart Pix symbol is displayed in
Ovenview Longermview  Trend (detailed view) he noffication area

Standard day
(detailed view)

Trend (trend view)

Standard day (rend

Standard week Standard week (trend
(detailedview) view)

Metabolic control

To deactivate the “Automatic save" feature,
fight.click the Accu-Chek Smart Pix symbol
and select Quit

Activate automatic saving of PDF reports

Orientation: | Automatic v

oK Cancel
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Automatic save

This feature automatically saves reports as PDF files and is
independent of the save feature for records, which is
activated using automatic import.

. Click the Settings button next to Automatic save.

. In the dialogue box that follows, click the Activate
automatic saving of PDF reports checkbox. A check
mark will appear.

. Select the desired Orientation of the pages.

. Select the report elements you want to save as a PDF
file. Click once to select a report element (it will be
highlighted in colour); click the same report element
again to undo your selection.

. Click the Blood glucose and CGM tabs in succession
to separately select the report elements to be saved
for each of these areas.

. Click the OK button to save the entries.

The Settings button will now be displayed with a check mark
+ indicating that the corresponding feature has been
activated. Features that have not been activated are
displayed with a % on their button.

The PDF files will be saved in the folder with the file
name you selected under Save options (see page 46).
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@ Settings
General sefings || Sefings fornew patints
Language
Engisn
Display options
Graphica epresentatin | Combined graph

Logbook format Weal-related

Personal settings

Time and date format
- Dateformat | 31.12.2011
Timeformat | 24

- Non-work day | Saturday/Sunday

Automatic features

Inputfild for personalising the printed and saved reports Automaticimport

et

Save options

Path for records. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/Diaries

Path for PDF reports Ci/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PDF Reborts

File name of PDF reports | Lastr

Deactivate addiional features

Automatic print
Automatic save

Automatic update

ate of birth_Patient ID_Current date.pdf

X Settings.
X Settings.
X Settings.

X Settings.

Cancel

& Automatic update
Automatic update:

Each time the program is launched, it checks for updates for the

Accu-Chek Smart Pix software, the Accu-Chek Smart Pix device,

and the corresponding reference manuals on the Roche server,

in the selected language. The latestversions are downloaded
automatically. This feature requires an Intemet connection

[] Activate automatic update

0K Cancel

Automatic update

When this function is activated, the Accu-Chek Smart Pix
software automatically checks whether updates are available
for the Accu-Chek Smart Pix system (software, User’s
Manual) every time the program launches. Newer versions
are automatically downloaded and installed.

. Click the Settings button next to Automatic update.

. In the dialogue box that follows, click the Activate
automatic update checkbox. A check mark will
appear.

. Click the OK button to save the entries.

The Settings button will now be displayed with a check mark
+ indicating that the corresponding feature has been
activated. Features that have not been activated are
displayed with a 3 on their button.

Records and software settings are retained when an
update takes place.
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As soon as a new version is available on the update server, the
respective components are updated as described below:

. The Accu-Chek Smart Pix software is updated the
next time the program launches (after requesting
confirmation).

. A connected Accu-Chek Smart Pix device is updated
the next time the program launches (after requesting
confirmation).

. Newer versions of the User's Manual in the currently
set language are saved in the program folder in the
_Manuals folder and can be called up using the
button and the Help menu option.
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@ Settings
General sefings || Sefings fornew patints
Language
Engisn
Display options
Graphica epresentatin | Combined graph

Logbook format Weal-related

Personal settings

Inputfield for personalising the printed and saved reports

Diabetes Center

[E=R (IR =)

Time and date format

- Dateformat | 31.12.2011 -
Timeformat | 24h -

- Non-work day | Saturday/Sunday -
Automatic features
Automaticimport X settings.
Automatic print X settings.
Automatic save X settings.

Path for records.

Path for PDF reports

ile name of PDF reports | Lastr

Deactivate addiional features

@ puthoreconts

C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/Diaries
Ci/Program Files (86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PDF Reports

stname_Date of birth_Patient ID_Current date.pdf

Automatic update

Data protection

@01 » ramitr » Wy Socamerts » Oy

oK Cancel

@ Path for POF reports

< Tor)[ e =
/

& LocalDik ()
b0155862207

fscafieis2

Perlogs

« AccuChek Smart PixSoftware V30 Advanced » B Reports <42 ][ Seorch POFReparts
New folder =. @
* Name ° Date modified Type Size
No items match your sarch.

[oearoie ]
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Save options

Here you select the folders where the newly created records
and archived reports will be saved. The automatic features
(described as of page 39) also use these folders for saving
data.

. Select the location you want to use for saving the
records.

. Select the location you want to use for saving the
archived reports (PDF files).

If you have installed the program on several individual
computers in a network, ensure that the settings
configured here are identical for all computers. This is
necessary to enable shared access to all records and
archived reports.



@ Settings
General sefings || Sefings fornew patints
Language Time and date format
Engisn v ostetormat [ 3112200

Timeformat | 24

Display options
Graphical representation = Combined graph - Non-work day | Saturday/Sunday
Logbook format Weal-related ~

Personal settings Automatic features

Inputfield for personalising the printed and saved reports. Aulomaticimport

Cented Automatic print

Automatic save

Atomane opeT

C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/Diaries

Ci/Program Files (86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PDF Reports

Path for PDF reports

File name of PDF reports | Lastname_First name_Date of birth_Patient ID_Current date paf

Deactivate addiional features Data protection

X Settings.
X Settings.

X Settings.

X Settings.

Cancel

y <

 POF report ile names

the file names out of modules and specify the order

Curenttime Add = Lastname
<< Remove | | Firstname
Date of birth

PatientID

Current date

Up

Preview: | Lastname_First name_Date of birth_Patient ID_Current date.paf

In order to get meaningful file names ofthe PDF reports generated by the automatic save function, you can define

Down

Cancel
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In addition, you can configure the naming conventions here
that will be used for future reports that are archived (as PDF
files). You can combine several components in this file name
to help you identify and sort the files later.

The File name of PDF reports dialogue box displays two
columns with possible components for the file name. The left
column contains the components not currently used; the
right column contains the components currently in use. The
row below these columns shows a preview of the resulting
name. You can change the composition of the name as
follows:

. From the left column, select a component you want to
use, and click Add. The component will move to the right
column.

. From the right column, select a component you no

longer want to use, and click Remove. The component
will move to the left column.

. From the right column, select a component you want to
move to another position within the name. Click the Up
or Down buttons to move this component up or down
in the list.

. Click the OK button to save the entries.
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Activate additional features

£ Settings elfa s
Language Automatic features
English - Automatic print X Seftings...
Automatic save X Seftings

Always assign data to patient automatically.

Data protection

Cancel
 sengs =lo ==
pom—p—
Longuage e
Engien S e (B .
T (B .
oty optons
Graphical representation = Combined graph - Non-work day | Saturday/Sunday A
e esirtstea .
personatsttngs pomrmemT
Inputfield for personalising the printed and saved reports. Automatic import X Setings.
o X setings
Automatic save X Settings.
P X setings
Sov optons
Path for records. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/Diaries
Path for PDF reports. C:/Program Files (x86)/Accu-Chek Smart Pix Software V3.2.0_Advanced/PDF Reports
e [rzsies oot torsTas
Ceamansaa rrrern
==

Switching between basic mode and advanced mode
(Windows version only)

You can switch between these modes on the General Settings
tab of the Settings dialogue box:

. Click the Activate additional features button to switch
from basic to advanced mode.

. Click the Deactivate additional features button to
switch from advanced to basic mode.

Switching between modes is not possible if a record
is open.



@ Settings

Setiings for new patients

Time setup
Time intervals | Upload intervals
Timerange | 4 weeks

“Time blocks change.

BG tests

BG and CM status.
I BG-hyporisk

BG—variabilly

BG & COM — target range

CGM -~ hypo duration

CGM - CGM variability

Reset sefings

Maximum basal rate
soum
Carbohydrate unit
9
BG unit

mmollL

The LBGI is used to calculate the hypo fisk. This value represents the frequency and thersfore
the risk of blood glucose results being too low (see reference in the User's Manual). The aim
is to have the lowestvalues possible. The thresholds are preset

In addition, the number of hypos per week can be defined as an indication

of ahigh hypo risk.

0

high

moderate

low

1hypoin [ 2

Cancel
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Settings for new patients

In the Settings for new patients window you will find
configuration options for displaying reports. These settings
are always used when you create a new record.

. Time intervals: This setting defines the time intervals used
to summarise test results in the long-term view of the
Status report element.

. Time range: The Time range setting defines the

number of days or weeks whose test results will be
displayed and analysed in the reports together.

. Time blocks: In some report elements, test results are
assigned to defined time blocks. These time blocks
divide the day into eight (or four) periods typical for
the patient, referring to meal or sleep times.

. BG tests: A statistical analysis of Hypo risk, Variability
and Mean blood glucose can only be displayed if a
minimum number of test results per day exists. Select
the minimum number of results from which to start
displaying such statements in the Status report
element.
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. Maximum basal rate: You can customise the graphical
display of basal rates to high, medium and low
average rates.

. Carbohydrate unit: Select the desired Carbohydrate
unit to be used for input and display.

. BG unit: Select the BG unit (mg/dL or mmol/L) to use
for setting the thresholds for blood glucose.

. BG and CGM status: The statements and statistics in

& Settings [E=R (IR =)
S ] e o o | the BG status or CGM status area of the Overview report
o — . element display the deviation of the test results from the
N ) | e target values. Here you can define these target values

g -

== that will also be used in other report elements.

BG tests
mmollL

. Set the calculation and display parameters. Hypo risk,
Mean blood glucose and Variability serve as para-
meters for blood glucose values; Hypo duration,

The LBG is used to calculate the hypo isk This value represents the frequency and therefo
the risk of blood glucose results being too low (see reference in the User's Manual). The aim
is to have the lowestvalues possible. The thresholds are preset

BG—variabilly

o . "~ CGM median and CGM variability for CGM results.
o P The related settings are made on the separate tabs or
. on the combined BG & CGM - target range tab.

In addition, the number of hypos per week can be defined as an indication
of ahigh hypo risk.

Reset sefings Cancel
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General settings || Setings for new patients

Setup

Time ntervals | Upload interals [
Quarterly intervals

Monthly intervals

Time range

Time blocks | weekl intervals

BG tests
2

BG and CM status

I BG-hypo risk
BG—variabilly
BG & COM — target range
CGM -~ hypo duration

CGM - CGM variability

Reset sefings

[E=SECR =)
Maximum basal rate
un ~
arate unit
B6 unit
- mmollL ~

The LBGI is used to calculate the hypo isk. This value represents the frequency and thersfore
the risk of blood glucose results being too low (see reference in the User's Manual). The aim
is to have the lowestvalues possible. The thresholds are preset

® .
y
5

In addition, the number of hypos per week can be defined as an indication
of ahigh hypo risk.

Cancel
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Time intervals

With the Time intervals setting, you define the time intervals
used to summarise test results in the long-term view of the
Status report element. You can choose between:

. Upload intervals (reading out device data using the
Accu-Chek Smart Pix software, for example, as part of
regular visits to the doctor).

' Quarterly intervals
. Monthly intervals
" Weekly intervals
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is to have thefowest values possible. The thresholds are preset
BG—variabilly

BG & COM — target range .

CGM -~ hypo duration

high

moderate
CGM - CGM variability

Reset sefings

@ Settings [E=SECR =)

rsetings || Settings for new patients

Time setup Maximumgal rate

Time intervals | Upload intervals - soum ~

Timerange | 4weeks 1 camonyaratefnt

Time blocks change -

unit

2 mmollL ~

BG and CGM status

I T The LBGI is sedto calculate the hypo rsk. This value represents the frequency and therefore

the risk of o glucoss results being too low (see reference in the User's Manual) The aim

Cancel

£ Time blocks ==l

Night

iE:30 |5
Before breakfast [E0[2)

08:00 |3
After breakfast

11:00 |5
Before lunch

12305
After lunch

17:00 |3
Before dinner

1830[%
After dinner

21303
Bedtime

. 00:00 |3
Night

oK. Cancel
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Time setup

Select the default 7ime range you want a report to analyse
and display. You can change this setting at any time in
reports as they are being displayed to examine them in more
detail or with respect to more long-term developments. All
displayed charts, values and statistics refer to the selected
time range.

By setting Time blocks, you divide a 24-hour day into eight
blocks which are determined by important regular events (for
example, main meals). For each time block, you can specify
the start time while the end time is automatically the start
time of the next time block.

The time blocks set here are used in reports to structure
them visually and chronologically.

. Click the change... button to open the dialogue box
for setting the time blocks.

. You can set the time in hours and then minutes using
the arrow buttons, or enter the time directly as a
number.

. Click the OK button to save the settings.

In some report elements (for example, Standard day and
Distribution), these eight time blocks are summarised as four
large time blocks (before-meal block plus after-meal block).
These large blocks are designated as Breakfast, Lunch,
Dinner and Night.



@ Settings [E=SECR =)
General setings || Setings for new patients,
Time setup Maximum basal rate
Time intervals | Upload intervals - 50U ~

EIEe R sl 4 wosks e Carbohydrate unit

“Time blocks change.

S~ 0sed to calculate the hypo isk. This value represents the frequency and therefore
the sk of blood glucose results being too low (see reference in e User's Hanual). The aim
i510 have the lowest values possible. The tresholds are preset

BG—variabilly

BG & COM — target range . high
CGM -~ hypo duration
moderate
CGM - CGM variability 11
low
0

In addition, the number of hypos per week can be defined as an indication
of ahigh hypo risk.

Reset sefings Cancel
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BG tests

To gain meaningful results from statistical analyses, tests
need to be conducted with a certain regularity (distributed
over the course of the day) and recurrence. Select the
minimum number of tests necessary to display a statistical
analysis. If the actual number of tests is below this value, the
Status report will not display any information on the Hypo
risk, Variability and Mean blood glucose. This also applies if
there are fewer than 28 test results for the selected time
range or if the test results are not distributed evenly enough
over the course of the day.

Examples:

. 2 tests performed per day, time range 1 week: no
analysis possible as there are fewer than 28 test
results in total.

. 2 tests performed per day, time range 2 weeks, 14
tests were performed in the mornings and 14 in the
afternoons: analysis possible as there are sufficient
test results which are distributed evenly throughout
the day.

. 2 tests performed per day, time range 2 weeks, 20 out
of 28 tests were carried out in the mornings: no
analysis possible as the test results are not distributed
evenly throughout the day.

@ Click the  button to display additional information.
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& Settings.

General settings || Setings for new patients
1oum

Time setup 25Um

Time intervals | Upload intervals

[E=SECR =)

N

Timerange | 4wesks o~
Time blocks change .
BG tests BG unit

2 = mmoiL

BG and CM status

is to have the lowestvalues possible. The thresholds are preset

BG—variabilly
BG & COM — target range . high
25
CGM -~ hypo duration
moderate
CGM - CGM variability 11
low
0

In addition, the number of hypos per week can be defined as an indication
of ahigh hypo risk.

Reset sefings

I BG—hypo risk. The LBGI is used to calculate the hypo risk. This value represents the frequency and therefore
the risk of blood glucose results being too low (see reference in the User's Manual). The aim

Cancel

Maximum basal rate

& Settings.
General settings || Setings for new patients

Time setup Maximum basal rate

Time intervals | Upload intervals - EL

Time range | 4 weeks Carbohydrate unit

Time bocks change
e
o

B tests B

2

BG and CM status

[E=SECR =)

is to have the lowest values possible. The Thre
BG—variabilly

BG & COM — target range . high
25

CGM -~ hypo duration
moderate

CGM - CGM variability 11
low

In addition, the number of hypos per week can be defined as an indication
of ahigh hypo risk.

Reset sefings

therefore

I BG—hypo risk. The LBGI is used o e the hypo risk. This value represents the frequ a
the risk of blood glucose res o low (see reference S Hanual). The aim
Threset

Cancel
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As the sizes of the individual basal rates can vary, it is
possible to adjust the scale of the insulin dose in the basal
rate chart to the desired range of values. Choose the
Maximum basal rate to be displayed.

Carbohydrate unit

Select the Carbohydrate unit to be used for displaying the
corresponding amounts in various report elements.
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BG unit

& s S~ Select the BG unit to use for setting the thresholds for blood
General settings || Setings for new patients glucose

Time setup Maximum basal rate

Time intervals | Upload intervals - soum

Timerange | 4 weeks

Carbohydrate unit

Time blocks change .
BG tests BG unit
2 = .

mgidL

BG and CM status

e the hypo risk. This value represents the frequg G thersfore
ol

BG-hypo risk The LBGI is usedto i
the risk of blood glucose res w (see reference = Hanual). The aim

is to have the lowest values possible. The Thre Threset
BG—variabilly
BG & COM — target range . high
25
CGM -~ hypo duration
moderate
CGM - CGM variability 11
low
0

BG and CGM status

In addition, the number of hypos per week can be defined as an indication
of ahigh hypo risk.

¢ The statements in the BG status or CGM status report

element relate to the target values of the following
parameters:

Py o . BG - hypo risk
Generalsefings || Setings for new patients |

Time setup Maximum basal rate

' BG - variability
SR — . . BG & CGM - target range
g ) " CGM - hypo duration
. CGM - CGM variability

Timerange | 4 weeks

“Time blocks change.

BG tests BG unit

mmollL

2

56— hypo risk The LBGI is used to calculate the hypo isk. This value represents the frequency and therefore
the risk of blood glucose results being too low (see reference in the User's Manual). The aim
is to have the lowestvalues possible. The thresholds are preset

2o Each of these parameters is examined and then the analysis
e . of the results is displayed graphically in three colours. The
cou-caunaraoy " colours have the following meaning:

0

. Green means that the values fall within the target

of ahigh hypo risk.

° 1o (2] range.

. Yellow means that the values fall outside the target
range.

Reset sefings Cancel

. Red means that the values fall significantly outside
the target range.
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_— =] Here you enter the thresholds by means of which the
R s v onw s | parameters mentioned previously are to be analysed. This is

) | (o . displayed by means of coloured dots next to the respective
input and display fields. Where applicable, the entire

o — available setup area is also displayed (for example,

0 ... 400 mg/dL, if the information is in mg/dL or
T ———— 0 ... 22.2 mmol/L if the information is in mmol/L).

the risk of blood glucose results being too low (see reference in the User's Manual). The aim
is to have the lowestvalues possible. The thresholds are preset
BG—variabilly

®e . " . The LBGI is used to calculate the Hypo risk. This value
represents the recurrence and the resulting risk of

blood glucose values being too low (see bibliography

- _ _ on page 186). Values should be as low as possible.

. The thresholds are preset.

CGM -~ hypo duration

CGM - CGM variability 11

0

. In addition, the number of incidences of low blood
glucose per week can be defined as an indicator of
& seis S| a high hypo risk.

General settings || Setings for new patients

. If you are using CGM data, you can configure the

Reset sefings Cancel

= thresholds in the corresponding CGM - hypo duration
- = area.
BG tests. Cart

BG—variabilly

() "

CGM—hypo duration moderate

CGM - CGM variability ;
low.

Reset sefings Cancel
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 Settings [E=SECR =)
General setings || Sefings for new patients
Time setup Waximum basal rate
Time intervals | Upload intervals - s0un ~
Timerange | 4weeks ~ [,
Time blocks change . -
BG tests BG unit
2 - mmollL -

BG and CM status

BG—hypo risk. ‘The variabiliyis calculated from the standard deviation (SD) or variance of analysed results
‘The thresholds for the variabilty can be efined as either relative SD (related to the mean

blood glucose) or absolute SD.
BG—variabilly

© Relative Absolute
BG & COM — target range

CGM -~ hypo duration .
50 | %meanBG 42| mmoi

CGM - CGM variability

5] %mensc o] o
o S—
sz Cancel
& Setngs =lo ==
D R <o o e
ey Masimum basa e
Time tevats [Upoad tevals 9 (sewm .
T (B SR E—
— onge . =
BG tests. Cart
2 = e .
Ty
BG—hypo risk ‘The CGM variability s calculated from the interquartie range (IQR). The IQR corresponds to
ISRt A Al e el
R
BG —variability
[ESRS—— ° o

CGM—hypo duration 42 | mmoin

moderate
I CGM - CGM variabillty
28 | mmoiL

low

0 mmoiL

Reset sefings Cancel
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The Variability is calculated from the standard
deviation (SD) or variance of the analysed results. The
thresholds for the Variability can be defined as either
relative SD (based on the mean blood glucose) or as
absolute SD.

If you are using CGM data, you can configure the
thresholds in the corresponding CGM variability area.
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& Settings.
General settings || Setings for new patients

Time setup
Time intervals | Upload intervals - soum
Timerange | 4 weeks -

“Time blocks change.
BG tests
2 -
BG and CM status
BG-hyporisk

BG—variabilly

[ e con-sagetrmse
— ()

CGM - CGM variability

Reset sefings

250 mmollL

139 | mmoli

89 |mmoiL

39 | mmoiL

28 | mmoiL

0 mmoiL
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®

The BG & CGM - target range refers to both blood
glucose results and CGM results. For blood glucose
results, the arithmetic mean of all test results (mean
blood glucose) is considered. For CGM results, the
central value of all CGM results (CGM median) is
considered. Setting these thresholds determines
which values fall within the target range (green),
above or below the target range (yellow), below the
hypo limit and above the limit for the upper red range
(red) when displaying the status. These values are
also used to display the target range and the hypo
limit in the glucose reports.

PRECAUTION

Risk of inappropriate therapy change

The Hypo limit can only be a reliable indicator of low
blood glucose (hypoglycaemia) if the limit has been
properly selected. We therefore strongly recommend
that you talk to your healthcare professional before
you change the limit. This function is not a substitute
for hypoglycaemia training by your healthcare
professional.

The CGM - hypo duration is calculated from the
proportion of CGM results which lie below the hypo
limit.

The CGM variability is calculated from the interquartile
range (IQR). The IQR corresponds to the middle width
of the range between the 25th and 75th percentile,
within which 50 % of all values lie.

Click the Reset settings button to restore the BG and
CGM status area to the default settings.



& smith Gen’rz\ setiings.

Time intervals | Monthly intervals. -

Timerange | 2 weeks

“Time blocks change.

BG tests

2 -

BG and CM status

BG—variabilly

| E— )

Maximum basal rate
soum
Carbohydrate unit
9
BG unit

mmollL

BG—hypo risk The mean blood glucose is calculated from the arithmetic mean of all blood glucose
values. The status displayed is determined by the set thresholds. These values are also
used when displaying the target range and hypo limitin the glucose reports

Targetrange

Reset sefings

Hypo lmit

250 mmollL

139 | mmoli

89 |mmoiL

39 | mmoiL

39 | mmoiL

0 mmoiL

Cancel
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Customised settings for the patient record currently
displayed

This window, whose name depends on the currently opened
record, contains setup options for customising the report.
The setup options are identical to the Settings for new

patients.

Use the setup area if you want to change the settings for the
patient record that is currently displayed. The changes made
here are only applied to the currently opened record and
saved with it.
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@ Clear meter memory Cti-AlteF2

@ Setdateandtime  CirleAlsF3
Cti-shitF2

ACCU-CHEK®
Smart Pix

Software

Advanced mode

Version 3.2.0

& Adjust menu

Navigation panel Button bar

Add element to button bar: select the element under "Device settings” and press the arrow pointing left. Remave
element from button bar: select the element under “Button bar " and press the arrow pointing right.

Button bar

© 2018
rocue || [l save

Device settings

:0 Clear meter memory

~

é Print > E@ Set date and fime
Email A&y cConfigure meter
By e

P2 PoFreports

Cancel
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Adjusting menu and button bar

You can adjust the button bar at the top of the program
window according to your needs. Use this function, for

example, to move rarely used buttons to the Device settings

menu or move frequently used special functions to the
button bar.

. Click the Device settings [] button.

. Select the Adjust menu... option to open the dialogue

box for adjusting the button bar.

. Select an entry which you either rarely or never need
in the left column Button bar, then click on the arrow

pointing right P to move this entry to the Device
settings menu.

. Select an entry you want to place in the Button bar in

the right column Device settings, then click on the
arrow pointing left 4 to move this entry there.



& Adjust menu ==

Navigation panel Button bar

‘Add element to button bar: select the element under "Device settings” and press the arrow painting left, Remove
element from button bar: select the clement under Button bar*and press the arron pointing right.

Button bar Device settings

B s E Clear meter memory
& et > [ comoure meter
Email <

B sae

P2 FOF repors

:@ Setdate and time

A v
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To move an entry up or down in the list:

. Select the entry you want to move in the relevant
column. Then click the up 4 or down ¥ arrow to
move this entry to the desired position.

. Click Save to apply the new settings.
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4

Using the software

Chapter 4, Using the software

The Accu-Chek Smart Pix software provides you with the
following options:

. Display reports with graphical, tabular and statistical
elements.

. Maximise graphical report elements depending on the
available screen area and examine them in detail.

. Interactively toggle individual elements in the charts
and/or adjust them.

. Archive reports with selected elements as a PDF file.

. Print reports with selected elements.

. Email reports with selected elements.

. Display data read from a device as a record in the
Accu-Chek Smart Pix software, to edit and save it.

. Create records for multiple patients or users and
assign the devices in use.

. Read, send or save records and automate reports.

. Display archived (saved) reports in a PDF reader and
print them.

. Perform software updates.

. Connect and upload data to the RocheDiabetes Care
Platform.

@ For information on importing data and managing
records in basic mode, see chapter 6.

1. This functionality is not available in all countries
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4.1 Reading data manually

Device data has been read

Device data has been read
Accu-Chek Compact Plus ~ Serial number: 00605527
This device has not been assigned to a patient yet. Select “Assign device” to assign the device to a patient,

select “New patient’to create a new patient file, select “No” to view the data without saving it or select
“Cancel to cancel.

Assign device | | New patient || No, display only Cancel
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ACCU-CHEK*®
Smart Pix
Software
Advanced mode
Version 3.2.0
[ Accu-Chek Smart Pix Software - Read device ==

If you configured the Accu-Chek Smart Pix software so that
no automatic features will run, you need to trigger the
reading of data manually.

. Prepare the device (meter, diabetes manager or
insulin pump) for transferring data. See chapter 7 or
the User's Manual of the corresponding device for
detailed information about this preparation.

. Click the Read device button.

If data is imported from a device for the first time:

. The Assign device button allows you to add the data to
an existing patient record.

. The New patient button allows you to create a new
record and assign the device to it.

. Using the No, display only button, you can view the
report on the spot and decide later if you would like to
save, assign or discard the data.



3 Accu-Chek Smart Pix Software - Read device
‘ Device data has been read

Device data has been read

Accu-Chek Compact Plus ~ Serial number: 00605527

Should the device data be assigned to this patient
Smith, Annie

10.05.1958

SA19580510

Yes Other patient | | No, display only

Cancel

@ Read device

1

- Device is fast by 0:53 hours

=

Synchranise the device time with the computer ime?

Yes

lgnore
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If data has already been imported from the device and
assigned to a record:

®

The Yes button allows you to confirm that the data is
to be added to the existing record of the preselected
patient.

The Other patient button allows you to assign the
device to another existing patient.

Using the No, display only button, you can view the
report on the spot and decide later if you would like to
save, assign or discard the data.

When reading the data, the time set in the device is
compared to the time set in the computer. You will be
notified if these times do not match. You can adjust the
time set in the device directly from the Accu-Chek
Smart Pix software if your device supports this function.
For the data to be analysed correctly (for example,
based on certain weekdays or time blocks), the date
and time settings must be correct.
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@ e ChekcSar i Software

e - 4w
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1522 U1 day (51%)
503y
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The data is now imported from the Accu-Chek Smart Pix
device and prepared for a report according to the defaults.

If you had not decided at the time of import where to save or
assign the data, you can do so now. To save the displayed
record permanently, click the Save [®] button. Which
dialogue box will be displayed next depends on whether the
respective device has already been assigned to a patient or
record. For information about creating and managing
records, see page 69 onwards.

Note that unsaved data is only available until you close
the program or the record, or import new data.
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If patients are using more than one device (for example, one
at the workplace and one at home) and you want to read the
data from all the devices for the same report, repeat the steps
described beforehand for each device.

A joint analysis of several devices can only be
performed if the imported data is saved. Reports that
are not saved can only represent the data from one
device.

@ To be able to analyse the combined data from several
devices, it's important that all devices used must have
correct date and time settings. Only then will the
reports provide correct information for
recommending a potential course of treatment.
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4.2
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Reading data automatically

0% Accu-Chek Smart Pix Software - Read device
| Device data has been read

Device data has been read

Accu-Chek Compact Plus ~ Serial number: 00605527

This device has not been assigned to a patient yet. Select “Assign device” to assign the device to a patient,
select “New patient” fo create a new patient file, select “No” to view the data without saving it, or select

“Cancel” to cancel

Assign device | | New patient || No, display only

Cancel

0% Accu-Chek Smart Pix Software - Read device
‘ Device data has been read

Device data has been read

Accu-Chek Compact Plus  Serial number: 00605527

Should the device data be assigned to this patient
Smith, Annie

10.05.1958

SA19580510

Yes Other patient | | No, display only

Cancel

If you configured the Accu-Chek Smart Pix software so that
an Automatic import will be performed, it is not necessary for
the program to run in the foreground. You can minimise or
close the program window. As soon as the program running
in the background recognises that new data has been
transferred to the Accu-Chek Smart Pix device, you will be
notified and guided through further steps. If you have
activated the Always assign data to patient automatically
function, a notification will only be shown if the device has
not yet been assigned to a patient record.

As soon as new data is recognised, the following options can
be taken as subsequent steps (as with reading data
manually):

. If you have not yet created a personalised record for
the currently imported data, you can create a new
record for it and assign the device to it.

. If you have already created a personalised record but
not yet assigned the device to it, you can assign it now.

. If you have already created the record and assigned
the device to it, you will only need to confirm that the
data is to be added to the record.

. You also have the option to view the data temporarily
without saving it to a record.
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4.3 Managing records

Creating a new patient record

8ot Eee You can create a new record at any time (irrespective of
existing data), even during an import.

To create a new record:

AcCCU-CHEK®
— Smart Pix —_— If there is no import running, click the Open patient list
— ] B button.

= P e o . In the Patient list window, click New patient...
James Jacky mmol 27.11.2015 highilow patterns O r
: : B . When the import dialogue box is displayed, click the

New patient button.

:cz Searen [| Newpatent.. | JEoipatientrecords... || Delete patient | | Importrecord.
i\ In the Ediit patient records dialogue box displaying now, you

T T = need to enter at least the patient’s name. Further identification
" Device data has been read information such as first name, date of birth or an existing

RO SO patient ID are also possible and/or necessary if several

Accu-Chek Compact Plus ~ Serial number: 00605527 pauents Wlth the same name eXlSt

This device has not been assigned to a patient yet Select*Assign devicelto assign the device to a patient,
select“New patient”to create a new patient file, Select“No to view the dath without saving it or select
“Cancel" to cancel.

You can also add the following additional information to the

Lesn celle )| newomers /U, aspey| e patient record as extra search or sort criteria:
I * . Email address (also for accessing records via
2% Edit patient records =R EeR) K
— ‘ Accu-Chek Connect online)
Dateofbirh | _____ Example: 31.12.1962 . Diabetes type
e o . Therapy type
WERLTRED Diet Insulin therapy
o o “
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24 Edit patient records
Lastname* | Smith
Firstname | Annie

Date ofbirth | 10.05.1958 Example: 31121962

Patintip [ sa195a0510

Email

Diabetes type | Other -

Therapy tipe
Dy Diet Insuiin therapy

Exercise Not specifie
Oral medication Injection, exceptinsulin
Other
File name (£1012851-1630-4¢30-9196-302007236423} dia

Accuchek 5

Connect

Devices
Device + Serial number Lastreading of device data < oK

[E=SEER =)

To create the new record:

. Enter the name and any further information you
require. You can use any of the information entered
here to search for the record at a later stage.

. Click the OK button to create the record and close the
dialogue box, or:

. Click the Cancel button to discard the entries you
made and close the dialogue box without saving the
changes.

If you created the new patient record during an import, the
imported information (meter and data) is automatically
assigned to this new record. From now on, when performing
an automatic import, the connection to the meter will only
need to be confirmed, provided that the Always assign data
to patient automatically function is not enabled. The data is
saved to the selected record.



3% Accu-Chek Smart Pix Software - Read device =
‘ Device data has been read

Device data has been read
Accu-Chek Compact Plus — Serial number: 00605527
This device has not been assigned to a patient yet Select*Assign device” to assign the device to a patient,

select“New patient” to create a new patient file, select “No™ to view the data without saving it or select
“Cancel" to cancel.

< [ Assian device | | nglvpatient || Mo, displayonly || Cancel

% Patient it \ S

Patient list

Lastname * Frstname

Searcn Newpatent..| | Editpatientrecords.

(3% Accu-Chek Smart Pix Software - Read device =
‘ Device data has been read

Device data has been read
Accu-Chek Compact Plus ~ Serial number: 00605527

Should the device data be assigned to this patient
Smith, Annie

10.05.1958

SA19580510

Yes Other patient | | No, display only Cancel
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Assigning an existing record
If you have imported data that is to be assigned to a person
with an already existing record (for example, for a new

meter), proceed as described here:

. Click the [=] button.

. Click the Assign device button in the dialogue box
displayed.

. Make sure you have the correct record selected.

. Click the Assign button.

The device has now been assigned to this record. For future
imports, this connection will only need to be confirmed,
provided that the Always assign data to patient automatically
function is not enabled. The data is saved to the selected
record.

Confirming the device assignment

If the assignment has already been completed, it will be
displayed when saving future imports, provided that the
Always assign data to patient automatically function is not
enabled.

. Click the Yes button to add the data to the record
displayed.

The data is saved to the selected record.

. Click the Other patient button to re-assign the device.

. Click the Cancel button to close the dialogue box
without saving the data.
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% Patent it = o
Patient list
Lastrame* Firstname Patent D Dece name
Doe e
oce Jomn mmo - ChcAct
sam sach
James Jackymmol izt ngnlowspatems
smin annie 0051958 | Saiese0si0
smin Susan sz Becsi
Smin Susan mmol 3112109 8ol ActsChl Pertorma insignt
Searen [| New patient | | Edit patient records.

@) Accu-Chek Connect
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0% Accu-Chek Smart Pix Software - Read device
‘ Device data has been read

Device data has been read

Accu-Chek Compact Plus  Serial number: 00605527

This device has not been assigned to a patient yet. Select *Assign device” to assign the device to a patient,
select “New patient to create a new patient file, select “No” to view the data without saving it, or select
“Cancel to cancel.

Assign device | | New patient || No, display only Cancel

Importing records

To add a DIA file which was received by email or restored
from a data backup to your patient list:

. Click the Import record... button in the Patient list
window.

. In the dialogue box that follows (if there is more than
one file), select the desired DIA file and click Open.

Now the same dialogue box will be displayed as the one
displayed when reading data from an unknown meter. You
can now assign the contents of the file for import to a new or
an existing record.

When a DIA file is imported to an existing record, only
new entries are added. This is the same as for reading
meter data.
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Further report and record management features

% patient st

SlelEs
Patient list
Lastrame* Frstnams oat ot Patentio Devcenams
oo 250z 1907
Do 250z 1907 pr—
sam z71nzots
sames sackymmol 2015 montow patems
s toostes  sataseosto
smin susan szt so.csl
i sirziees  Bo.csl AcauChex Proma nsigh
search | | Newpatient. | Edit palientrecords.. | Delete patient Importrecord.
= patentt s
Patient list
st Fstname Patentio
ooo 5
000 5 e
J20 -
James Jactym 212015 ightow patems
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s Susan o strziees  socs [ ——
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Opening a record

You can open saved records at any time. An opened record
gives you access to all its reports and a tabular
representation of its data (Diary).

. Click the Open patient list [} button.
. Click the record you want to select.
. Click the Select button.

To quickly find a certain record, you can also enter known

parts of the patient ID into the search window at the bottom
left. Only records matching these entries will be displayed.
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Smith, Susan
31.12.1999 / BG-CSlI

(]

Closing the record and report

To close an open record (and/or the currently displayed
report):

Click the &Y icon next to the record ID or meter information.

Note that unsaved data is only available until you close
the program or the record, or import new data.



% patient st

Patient list
Lastrame* Firstname Detice nam
Doe o
oce Jomn - ChcAct
same: sacky 27112015
James sackymmol 27112015 nighlowpatems
nin e 10051956
mb susan 31121089
Smin ool 3112109 8ol
saren [

@) Accu-Chek Connect

24 Edit patient records
Lastname* | Smith
Firstname | Annie

Date ofbirth | 10.05.1958

Example: 31121962

Patintip [ sa195a0510

Email

Diabetes type | Other -

Therapy type
Dy typ -

Exercise

Oral medication

File name

1012851163

Accuchek 5

Connect
Devices

Device + Serial number

Insulin therapy
Not specifie -

Injection, exceptinsulin
Other

b-4¢30-9196-302007236423} dia

Lastreading of device data oK

Cancel

Chapter 4, Using the software

Editing patient records

You can edit the master data of a patient record at a later
time.

. Click the Open patient list [} button.

. Click the record you want to select.

. In the Patient list window, click Edit patient records. ..

. Make the desired changes.

. Click the OK button to save the changes and close the
dialogue box, or:

. Click the Cancel button to discard the entries you
made and close the dialogue box without saving the
changes.

You cannot use this feature to edit the test results contained
in this record and their associated information. For more
information about editing this information, see page 167
onwards.
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Deleting a record

o = You can delete a record at any time.

Patient list

Lastame * Firstname

The selected record will be deleted upon
confirmation. Be sure that you no longer need the
selected record. Regular data backups also help to
avoid inadvertent data loss.

James Jacky mmol 27112015 nighlow patiems

,,,,, 1005 1958

smin susan 31121999 |BGCSI

oF . Click the Open patient list [} button.
%‘ : . Click the record you want to select.
. In the Patient list window, click Delete patient.

The selected record has now been deleted.

Archiving a record

You can archive records (*.DIA) by copying the complete
Diaries folder containing the saved records during your
regular data backups.

See page 72 for information about reading a record archived
in this way.

76



Chapter 4, Using the software

Activating the interface to Accu-Chek Connect online

Patients who collect their data using Accu-Chek Connect
online, for example, using the Accu-Chek Connect app or by
uploading the device data, can make the data directly
available for analysis by the Accu-Chek Smart Pix software.

In order to use this function, you need a user account for
Accu-Chek Connect online. If you do not have such a user
account, you can create one as follows:

. Open the following Internet address in a browser:
www.accu-chekconnect.com//ui/guest/registration/
register.jsf

. If necessary, select the corresponding country and
language.

. Follow the instructions on the screen to register.

Once the registration is complete, you have a user account
with a User name and Password.
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Automatic data import from Accu-Chek Connect oniine
Patient records can be imported automatically from Accu-Chek Connect

online. To 6o so, create a user account at Accu-Chek Connect online (https1/
‘www.accu-chekconnect com) and enter your login data. You can then select
he patients for whom records should be automatically mported, from the

patient list

[ Activate interface for automatic data import
Login data for Accu-Chek Connect online
User name

Password

Cancel

. Click the Accu-Chek Connect button in the Patient list
window.
. In the dialogue box that follows, select the checkbox

to activate the automatic data import via this interface.
. Enter your User name and Password.

You can now invite all users in the patient list to enable their
data for analysis. The data of all the patients who confirmed
this invitation is also available in the Accu-Chek Smart Pix
software through automatic synchronisation with Accu-Chek
Connect online.

The status of a patient record regarding import via the
interface to Accu-Chek Connect online can be seen by a
corresponding icon in the list.

. @ Inactive (or not yet invited). Click this icon to
send an invitation to the email address saved in the
record. The icon then changes its appearance to:

. ® |nvited but not yet enabled. Once the patient has
accepted the invitation and has enabled data in
Accu-Chek Connect online, the icon changes its
appearance to:

. ® Active (invited and enabled).
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Adjusting the patient list display

You can toggle the contents displayed in the patient list as
you wish and you can also rename the column headings and
change the column order.

. Right-click any column heading.

. From the context menu, select the contents you want
to display in the patient list. The selected contents are
marked with a check mark. Remove the check mark
for contents you want to hide. ID1 (Last name) will
always be displayed and cannot be hidden.

. If you want to change the column headings (for
example, Last name, First name), select Edit patient
IDs from the context menu.

. If you categorically do not wish to use a particular

w| Use patient|D 1 | Lastname

+| Use patientID 2 | Firstname
v| Use patientID 3 | Date of birth
+ Use patientID 4 | PatientID

OK

Cancel

individual ID, deselect the checkbox to the left of it.
The respective ID will be hidden from the patient list
and the Patient dialogue box. ID1 (Last name) will
always be displayed and cannot be disabled.
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Click a column heading and drag it to a different
position to change the display sequence of the
columns.

Click any column heading to sort the records by this
column.

Click the column heading according to which the
patient list is to be sorted. Click the = button next to
the selected column heading to toggle the sorting order
between ascending and descending. You can, for
example, sort according to the date when data was last
read from the device and then all records changed on
the current date can be found at the beginning (or end)
of the list.

If there are several records with the same information
(for example, the current date) for the selected sort
criteria (for example, date when data was last read
from the device), the resulting group will be sorted by
last name too.
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When you have read device data or opened a record, you can
save the displayed report as a PDF file.

Click the button.

Select the Save current view option if you want to save

only the report element currently displayed as a PDF
file.

Select the Save... option if you want to save multiple
report elements as a PDF file. The selection window
appears.
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. Enter the desired file name in the corresponding input
field. You can also keep the default file name (see
Save options in chapter 3). The file is given the name
entered here along with the suffix “.pdf”.

. From the displayed reports (displayed on two tabs)
and report elements, select the ones you want to save
in the file. Selected report elements are highlighted in
colour.

- To select an individual report element, click the
corresponding report icon. To select all the report
elements, click the Select all button.

- To deselect a highlighted report element, click the
report icon again. To deselect all highlighted report
elements, click the Deselect all button.

. When you have selected all the desired report
elements, click the Save button.

The PDF file is created and saved to the folder selected in
General settings. If you decide not to save the file, click the
Cancel button instead.



4.6

Printing reports
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When you have read device data or opened a record, you can
print the displayed report using the Accu-Chek Smart Pix
software’s print feature.

. If you are printing a currently displayed report
(regardless of whether it is new or created from a
currently opened record), you will be given the
selection options described below.

. If you have opened an archived report saved as a
PDF file (see page 88), it is displayed and printed
using the respective functions of the PDF program
installed on your computer. This is not part of the
Accu-Chek Smart Pix software.
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To print a report:

Click the [Ty button.

Select the Print current view option if you want to print
only the report element currently displayed.

Select the Print... option if you want to print multiple
report elements. The selection window appears.

Select the desired Printer and the paper Orientation
(Portrait, Landscape or Automatic).

From the displayed reports (displayed on two tabs)
and report elements, select the ones you want to print.
Selected report elements are highlighted in blue.

- To select an individual report element, click the
corresponding report icon. To select all the report
elements, click the Select all button.

- To deselect a highlighted report element, click the
report icon again. To deselect all highlighted report
elements, click the Deselect all button.

When you have selected all the desired report
elements, click the OK button.

The selected report elements are now output to the selected
printer. If you decide not to print the file, click the Cancel
button instead.



4.7

Emailing reports
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When you have read device data or opened a record, you can
directly email the displayed report.

A suitable email program must be installed and
configured on your computer to be able to use this
function.

This feature will automatically create a PDF file of the
selected report elements, open your email program and
create a new email with the PDF file as an attachment. In
addition, you can attach the record (*.DIA) used as the basis
for this report. See page 72 for information about reading
such a record received by email.

Independently of this, you can send reports previously

exported as PDF files as email attachments (you do not need
the Accu-Chek Smart Pix software for this).
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To email a report:

. Click the button.

. Select the Send current view option if you want to send
only the report element currently displayed.

. Select the Email... option if you want to send multiple
report elements. The selection window appears.

. Select the corresponding checkbox if you want to
send the complete record (*.DIA) as well.

. From the displayed reports (displayed on two tabs)
and report elements, select the ones you wish to send.
Selected report elements are highlighted in blue.

- To select an individual report element, click the
corresponding report icon. To select all the report
elements, click the Select all button.

- To deselect a highlighted report element, click the
report icon again. To deselect all highlighted report
elements, click the Deselect all button.

. When you have selected all the desired report

elements, click the OK button.
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The selected report elements are now saved to a temporary
PDF file (which will be deleted after the email is sent). If you
decide not to send the report elements, click the Cance/
button instead.

Your computer’s default email program is then launched and
an empty email is opened. The email subject line is already

filled in (but you can change the text if necessary). The PDF
file just created and the record (if selected) are enclosed as
an attachment.

. Enter the email address of the recipient.
. Write a text referring to the report attached.
. Send the email.
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4.8 Displaying archived reports (PDF files)
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All the reports you have previously exported (archived) as a
PDF file using the [J button can be opened in the Accu-Chek
Smart Pix software at any time.

The exported PDF files are displayed using the PDF
reader (for example, Adobe Reader) installed on your
computer, not in the Accu-Chek Smart Pix software.
This is why you can also forward these PDF files to
someone not working with the Accu-Chek Smart Pix
software for information purposes.

. Click the [ button to open an archived PDF file.

. Select the file you want to use from the dialogue box
now displaying.
. Click the Open button.

The PDF reader will now launch and display the selected PDF
file. All the display and print options available here depend
on the installed program.



4.9 Using report elements in other applications

@ Accu-Chek Smart Px Software =
S & &b o @ o

2uenss S« I |

2 Ju2015-10 2075 Jnzmis o ar o ™ n b

8 | m 86 staus

Trana

Rcosytetocpooana
e 4
Conyimage o cpooara

Hean biood glucose sDoTEw
range

Targetrange: 3.9-8.9 mmolL.

[A—— B oy »

SSLEN
1l J;UH H\\\H,\Tr n

w30

Statisics Distribution nsulin

“ ° Number of tests 90 ‘
More. > Tests perday 64
= R |

et 2640 nmot || e Zssuie
[ fi o A
Hypo limit 39 mmoll 1 vt % 1522 U/ day (51%)
Hypoglycaemia 2 Hypoglycaemia 2% 6.0 /day
it o o anice o

Chapter 4, Using the software

If you want to use charts or texts from the reports in other
applications (for example, in a text program or a table), you
can do so by copying them to the clipboard.

Right-click any free area in the report element
displayed.

Select Copy text to clipboard if you want to use the
displayed information as unformatted text in another
application.

Select Copy image to clipboard if you want to use the
report element currently displayed as an image in
another application.

Go to the desired application and insert the contents
of the clipboard using the CTRL + V keyboard
shortcut or the Paste menu option.

89



Chapter 4, Using the software

4.10 Special functions

20

The Accu-Chek Smart Pix software allows you to select the
following special functions:

Performing updates for the Accu-Chek Smart Pix
device

Manually triggering the search for updates to the
Accu-Chek Smart Pix software and Accu-Chek
Smart Pix device

Setting date and time of the majority of supported
blood glucose meters

Configuring the Accu-Chek Guide meter, the
Accu-Chek Instant meter and the Accu-Chek Active
meter

Using additional functions which may be available in
the future as a loadable plugin (add-on module)

Connect and upload data to the RocheDiabetes Care
Platform.

1. This functionality is not available in all countries



@ A Chek Smart i Software

Qren r
& sotware wpaate._crssnney |
0 roout Ctrlen

ACCU-CHEK®
Smart Pix

Software

Advanced mode

Version 3.2.0

©2018 Roche Diabetes Care
ACCU-CHEK and ACCU-CHEK SMART PIX are trademarks of Roche. Terms of Us:

®

. Searching for software updates... @

Search for software updates?
The search keeps running in the background.

Select the location from which to install the software update:
® Update server (Internet)

USB flash drive

CcD

Chapter 4, Using the software

Searching for software updates for the Accu-Chek
Smart Pix device and the Accu-Chek Smart Pix
software

If you have not configured the software to automatically
search for available updates every time the program
launches, you can trigger the search manually with this
function. This is useful, for example, if the computer is not
regularly connected to the Internet.

. Click the Help [?) button.
- Select the Software update... option.

- If you want to search for updates on the Roche
server, ensure that the computer is connected to
the Internet.

- If you want to install updates from a USB flash
drive, insert the USB flash drive into the computer.

- If you want to install updates from a CD, insert the
CD into the drive.

. Select the desired source and click Yes to launch the
search for current software version from the selected
location.
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The search is performed in the background and you can use
the Accu-Chek Smart Pix software without any restrictions. If
a newer version is found, it is downloaded.

The respective components are updated as described below:

. The Accu-Chek Smart Pix software is updated the
next time the program launches (after requesting
confirmation).

. A connected Accu-Chek Smart Pix device is updated
the next time the program launches (after requesting
confirmation).

. The latest version of the User's Manual is saved
locally.
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Setting the date and time in the meter

For the majority of supported meters, you can set the date
and time directly from the Accu-Chek Smart Pix software.
You can correct this manually at any time or when you are
notified during the reading of data that there is a mismatch
between the time on the meter and the time on the
computer.

Correcting the date and time manually

Click the Device settings [} button.
Select the Set date and time option.

Prepare the meter for communication as shown in the
dialogue box that follows.

If the meter allows you to set the time and date, you
can accept the date and time displayed in the
following dialogue box or adjust it as you wish. You
will be notified if your meter does not support this
function.

Click the OK button to send the settings to the meter.
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Correcting the date and time semi-automatically

When you are reading data from a meter, the Accu-Chek
Smart Pix software automatically compares the time and date
settings of the meter with those of the computer. If the device
date and time cannot be set directly, you will be notified of
the difference between the meter and the computer if there
is one. In this case, make the correction directly in the meter.

. If the meter allows you to set the time and date, you
can accept the date and time displayed in the
associated dialogue box or adjust it as you wish.

. Click the OK button to send the settings to the meter.
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Additional special functions

The Device settings menu contains the following additional
functions:

. Clear meter memory: Delete the memory of a
connected meter.

. Configure meter (Accu-Chek Guide meter and
Accu-Chek Instant meter): Connect one of these
devices to set the target range to be used in that
device; you can also set reminders and activate
pattern detection (only for the Accu-Chek Guide
meter).
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. Configure meter (Accu-Chek Active meter): Connect
the device to activate reminders for creating a 3-day
profile. The blood glucose results determined in this
context are shown in a separate report element in the
Accu-Chek Smart Pix software.

The 3-day profile helps you create the most meaningful
blood glucose results possible. For three days in a row, seven
tests are performed per day at specified times. Select the
start date and the times of meals. Click Save to save the
settings on the device or click Disable to turn off structured
testing on the meter.

Blood glucose data obtained as part of this structured testing
method is displayed with a grey frame [ to facilitate
recognition on the time scale. In the Logbooks diary view,
this data is highlighted with a magnifying glass icon &.
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Report elements

The Accu-Chek Smart Pix software creates single-page or
multi-page reports for defined time ranges (for example, the
last 2 or 4 weeks); the time range can be selected as needed.
A report can contain any of the following report elements:

(1]
(2]
(3]
(4]
(5]
(6]
(7]
(8]
(9]
(10]
(11]

Status

Trend

Standard day

Standard week
Metabolic control
Statistics

Device settings

Basal rate - Bolus (and basal rates)
Lists from insulin pumps
3-day profile (BG)
Logbooks

The illustration on the left shows examples of reports, either
available as a printout or exported as a PDF file.

For information on creating and displaying records in
basic mode, see chapter 6.
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3-day profile

more...

(o

Add clement to

lement from Navigation pane!
Navigation panel
Overview

Trend

Standard day

Standard week
Wetabolic control
Statistics

Device settings

Basal rate - bolus

Lists from insulin pumps

Logbooks

select the lemer
Select the clement under

Ject the element unde

3-day profile

Cancel

Selecting and assigning preferred report elements

You can set up the Navigation panel of the software so that
the preferred report elements are directly displayed in the
desired sequence while rarely used report elements are
hidden in the sub-menu (more...).

. In the Navigation panel, click More... and then
Adjust menu....

Select an entry in the left column Navigation panel,
which you either rarely or never need, then click the

arrow pointing right P to move this entry to the
more... column.,

Select an entry in the right column more. .., which you
want to have displayed, then click the arrow pointing

left 4 to move this entry to the Navigation panel
column.

To move an entry up or down in the list:

Select the entry you want to move in the column, then
click the up s or down W arrow to move this entry
to the desired position.

. Click Save to apply the new settings.

Independently of the settings made here, only report
elements for which data is actually available are displayed in
the navigation bar. The report element at the top is always
displayed automatically after a data import.
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Analysed data

The Accu-Chek Smart Pix software checks the read data to
create the reports. The following data is not included in the
statistics:

. Test results outside the selected time range

. Test results saved without date and time

. Tests with control solution

. Invalid/deleted tests

. Tests outside the measuring range (marked as HI/LO)

Note the following when using the Accu-Chek Smart Pix
software with several meters and patients:

PRECAUTION

Risk of wrong assignment of data

To ensure that the report that belongs to a particular
meter is displayed, compare the serial number on the
meter with the data displayed in the top right-hand
corner of every report, for example, patient name or
device name and serial number.

@ If you want to analyse the data of several devices
together, the devices must be synchronised, i.e. all
devices involved should have the same date and time
settings. Otherwise the sequence of stored events
may be misinterpreted.
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Report styles

Some report elements can be displayed in different styles,
which you can toggle directly when displaying the respective
report element. You can find such toggle buttons in the
following report elements:

& Accu-Chek Smart Pix Software

(+) Read device - . | 5} o F e
? 2

2 wesks - 44

3. Jul 2015-16. Jul 2015 Jan 2015

Feb Mar
AR

Apr Way

Oveniew
1

Toggle button

Report element

Toggle between...

Overview (Blood glucose

Status, Long-term view

i E
and CGM)
) it = Trend (Blood glucose and Detailed view, Trend view
CGMV)
= Standard day (Blood
glucose)
= Standard week (Blood
glucose and CGM)
= | ex ¢ = Statistics (Blood glucose General statistics, Meal-related statistics, Distribution
and CGM)
T o = Basal rate - bolus (Insulin Basal rate, Basal rates (Chart)
pump)
E o = = Lists from insulin pumps Bolus list, Basal insulin, Pump events
= % = Logbooks Diary, Logbook (only blood glucose), Daily statistics
v sc | == = Standard day (CGM) Trend view in AGP format, CGM curves combined, CGM
curves individually
2 v = Standard day (CGM), Meal detail, CGM curves aligned by lowest result
magnified view
o, = Standard day (CGM) Zooming in from the entire day to a meal detail and back
again
PV o | B8 = 3-day profile (Blood Trend (3 days), Standard day (3 days), Logbook (only blood

glucose)

glucose, 3 days)
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Blood glucose 10.3 mmol/L
Standard deviation 3.6 mmaol/L

Tests per day 6.4

+| X Blood glucose
¥ [O BG before meal
v W BG after meal

> Hypoglycaemia Il
) Hypo symptoms
—  Hypo limit

Target range

Tin
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Keys and additional information on reports

At the bottom of the program window, you will find a general
information and settings area which contains adjusted
statistics, display options and keys, depending on the report
element displayed. Click the corresponding tab on the left
edge to display the associated area:

The 9, tab contains statistical information on the
selected time range.

The = tab allows for toggling optional information in
the report element currently displayed.

The i tab contains explanations of the meaning of
the icons displayed.

In the information that follows, you will find detailed
explanations of the various elements.
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5.2

Detailed view

Overview of icons in reports

r Mean blood glucose
» Blood glucose value without any additional information. Values below the hypo limit are shown in
red; values above the target range are shown in blue.
] Blood glucose value before and/or after meal. Values below the hypo limit are shown in red; values
above the target range are shown in blue.
AV Value outside the measuring range (indicated on the meter as Hl or LO).

Blood glucose value (or CGM result) above 400 mg/dL or 22.2 mmol/L.

Blood glucose value (any icon within the red circle) accompanied by hypo symptoms.

Blood glucose value (any icon within the black circle) with a customised event (marked with an
asterisk * in the blood glucose meter).

Insulin amount for insulin 1 ||, 2 | or 3 I, respectively. Insulin amounts are plotted in the chart top
down.

Carbohydrate amounts; displayed at the bottom in some report elements. The carbohydrate amount
is indicated by the height of a single block (or a bar consisting of several blocks). Example:

E 3 blocks of 10 g each =30 g

Hypo limit

Target range

Trend view

Mean blood glucose and/or CGM median

Standard deviation

Highest value and/or lowest value

> —|H &

Maximum value/minimum value outside the measuring range (HI/LO)
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* Customised event, for example, test from an alternative site (Alternative Site Testing (AST))
H Hypoglycaemia
_— Carbohydrate amount
* Before meal
i After meal
2144 Before/during/after exercise
Stress
lliness

Additional information

Test results obtained within a 3-day profile

Mean glucose value

Lowest glucose value (Minimum line)

Hypo limit

25th to 75th percentile

10th to 90th percentile

Calibration result

K mm | 83

Lowest and/or highest result in the “CGM curves aligned by lowest result” view
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Description

Basal rate

Average daily amount of basal insulin

Basal rate profile

Basal rate change

Basal rate change (with name; Trend)

Temporary increase in basal rate/End of temporary increase

Temporary decrease in basal rate/End of temporary decrease

Active basal rate profile (Statistics)

Switch to a named basal rate profile (for example, “17)

Switch from a named basal rate profile (for example, “1”) to another named basal rate profile (for
example, “2)

Total of basal insulin + bolus insulin per day

b EECOMEHED ]
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Standard bolus, represented in charts | top down

Quick bolus, represented in charts | top down

Extended bolus, represented in charts 77 top down; the width of the bar shows the duration of the
bolus delivery

| Ok~

Multiwave bolus, represented in charts |* top down; the width of the bar shows the duration of the
extended portion

[

dp

Bolus advice, mostly appears in combination with one of the four bolus type icons described above.

These boluses have been calculated with a bolus calculator (from a corresponding meter).

* Accu-Chek Combo system: Bolus advice is displayed with the same symbol “#:, no matter if the
bolus was accepted unchanged or was adjusted.

*  Accu-Chek Insight system: Accepted unchanged “#- boluses and adjusted % boluses are both
displayed.

Prime infusion set

Fill cannula

Fill transfer set

Return of piston rod (cartridge change)

i
L

Power down/Power up

Time adjustment

[=F
e

Time reset

Insulin pump run

HBEO G ZE (2|7

Insulin pump stop

Insulin pump pause

No valid data in selected time range
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106

Blood glucose results can contain additional information
(events) which is not represented by icons. These events are
displayed in the comments column of the diary view:

. Snack

. Bedtime

. Fasting

. Before exercise
. After exercise

. Oral medication
. Hypo warning

. Hyper warning
. Premenstrual

. Other

. Exercise 1

. Exercise 2

. Manually entered test result

The icons previously described are used for all other events.



5.3 Interactive features in the report

@ Accu-Chek Smart Pix Software
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The reports displaying on-screen contain many interactive
features you can use to directly modify the representation.
These features help you, for example, to see certain
information in more detail or to hide interfering elements.

Whenever you see this triangular icon = in a report, you can
click it to toggle its associated panes. This allows you, for
example, to create more space for graphical representations
by hiding the key.
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Changing the time range

1 day Epre— & Inthe beginning, most reports are shown according to the

2 days - . time range set in the configuration, with the most current

3 days data at the end of the visible range. Aside from these, there

1 week I ERh [ ERCREE R are report elements that are in relation to points in time and

2By I e time intervals (see page 111), as well as report elements that

4 weeks do not require separate chronological navigation as they are

Bweeks . set up as chronological tables.

12 weeks

° mmhs* To change the time range at a click, simply select a
predefined time range using the associated button.

t To select the time range specifically according to date, click
e 1P e e m‘ mny the Open calendar & button and directly select the start and
end dates.

q

¥l X Biood glucose
B

%
I v O ec
i

¥ eanbiood gucase O o sssairse Cartidge change
Connecting nes v i Camonorates
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@ A Chek Smart i Software

The interactive time axis allows you to quickly and easily
navigate all available data thanks to a moveable time range.

sssss

3001201516, u1 2015 an 2015 r

ey e

m Wl' 1] The highlighted frame shows the currently selected section

on the time axis.

. You can enlarge or reduce this frame at the left and
right edges to adjust the displayed time range (by
days, from 1 day to 12 weeks).

cose (mmoit)

Blood glu

z > . You can move the whole frame along the time axis to
go forwards or backwards in time.
. . You can click anywhere on the time scale; the total
| B e time range will then move its end point to the place

where you clicked.

. You can use the arrow buttons at both ends of the
time scale to move the section by one day or one time
range.

The screen representation of the report immediately adjusts
itself to the changes made to the time axis.
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In addition, certain information is displayed on the time axis
with the help of icons:

Markers on the time axis

A white marker point marks a time when data was read.

i

A grey marker point marks a time when data was read and the meter date or time was corrected.

A yellow marker point marks an entry in the logbook which is only comprised of a comment. These

individual comments (a separate row in the logbook) can mark events such as the start of a new or
changed therapy.

Blood glucose data obtained as part of the structured testing protocol (3-day profile) is displayed
with a grey frame to facilitate recognition on the time scale.

The presence of CGM results for a specific time range is displayed by a coloured line.
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Upload intervals
Quarterly intervals
Monthly intervals

Weekly intervals
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Changing time intervals

In some report elements, you find representations that are in
relation to specific points in time and time intervals. While,
for example, the Status report element evaluates all the
information and values of the selected time range at once,
the Long-term view summarises values in time intervals and
presents these intervals next to each other for comparison.

. To define the time intervals, select a predefined
interval (Upload intervals, Quarterly intervals, Monthly
intervals, Weekly intervals) from the list.

. To toggle the display between earlier or later intervals,
use the arrow buttons to the left and right of the time
information (at the upper edge of the window).
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% v

X Blood glucose +| - Mean blood gluc
I v| [O BG before meal + — Connecting lines
v/ B BG after meal H# Gridlines
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Changing chart contents

In graphical report elements you can toggle certain displayed
objects and, in some cases, change parameters of the
representation:

. You can toggle each element which has a checkbox
on the Display options = tab (for example, blood
glucose or grid lines) by clicking the checkbox to
select or deselect it.

In addition, you can change the time axis and the predefined
time blocks in the graphical report element Standard day-

. Select the starting time point of the (horizontal) time
axis.
. Move your mouse across one of the vertical lines at

the top of the chart which separates the two time
blocks. When the mouse pointer turns into a double-
pointed arrow, you can click and pull the line to move
it horizontally to change the adjoining time blocks.
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Toggling the display between BG and CGM results

If data from continuous glucose monitoring (continuous
glucose monitoring = CGM) is present in addition to blood
glucose results you have obtained with a meter (BG), it is
possible to toggle the display between both data types.

The presence of CGM results for a specific time range is
displayed by a coloured line on the interactive time axis.

Select to display the report for CGM results
Select E to display the report for BG values
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Displaying additional information in charts

The Trend, Standard day and Standard week report elements
allow you to display additional information for each entry.

. Move your mouse across the entry you would like
more information about (blood glucose, insulin or
carbohydrate amount, connecting line).

After a few seconds, a tooltip will be displayed showing you
the details for this entry:

. For blood glucose: date, time, test result, markers (for
example, before/after meal, if applicable), comment.

. For insulin: date, time, type and amount of insulin,
comment.

. For carbohydrates: date, time, amount, comment.
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Selecting chart contents

The Trend, Standard day, Standard week and Metabolic
LX) ;
e = control report elements allow you to select certain elements
e | (thus highlighting them) for examination in this report or
| other reports.
. Simply clicking a connecting line or an entered test
i pe— point marks the day’s tests belonging together. If you
. keep the CTRL key pressed while clicking, you can
S B mark additional days.
v . Once you have marked an element in the chart, you
; can switch to another report; the highlighting will be
R L A R visible in this report too.
TR e . Double-clicking the highlighted element will directly
' open the tabular record; the respective day will be
Py r— e highlighted.
10 [0 ; : . To undo the highlighting, simply click an empty area
Cod ) e e, e e in the chart.

Bolus ()
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5.4 Blood glucose: contents of the report

@ Accu-Chek Smart Pix Software
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Overview

In the Overview report element, you will find two display
options:

. Status ﬁ: A joint analysis of all values in the selected
time range.
. Long-term view JHB: Divided into time intervals with

separate analysis, displayed next to each other.

Status f: A summarised assessment of the read data. The
assessment relates to the target range and the thresholds
specified in the settings. This report element helps to quickly
gain an overview and does not contain any detailed
information about individual results.

The Overview report element displays an assessment
of the data only if the number of tests and the
distribution of tests throughout the day is sufficient
(see page 53).

BG status pane

The BG status pane gives you a basic assessment of the read
test results while considering the following three parameters:

. Hypo risk
. Mean blood glucose
. Variability
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The assessment of these three parameters occurs using a
traffic light indicating “Keep it up!” (green), “Watch out!”
(yellow) or “Stop!” (red).

. If the values fall within the specified range, this is
indicated by the colour green.

. If the values fall marginally outside the specified
range, this is indicated by the colour yellow.

. If the values fall significantly outside the specified
range, this is indicated by the colour red.

Click the icon for more information to be displayed. Four
tabs contain detailed information and recommendations
which can be useful to optimise the results.

Note that the traffic light can only show a correct

status if the parameters in the corresponding settings
have been suitably adapted.
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@ A Chek Smart P Sftware
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Other panes

In other panes you can find a summary of information from
other report elements, such as Standard day, Statistics or
Distribution. As with all other report elements, all results and
statistics refer to the set time range.

By clicking the icon in one of these panes, you go directly
to the associated report element containing more detailed
information. By clicking the icon, additional information is
displayed in a separate window. Examples:

. If information about hypoglycaemic situations is
displayed in the Hypoglycaemia area, you can click the
icon to jump directly to the Trend report element.
The days on which these hypoglycaemic situations
occurred are already marked and can easily be
examined in more detail.

By clicking the Back [«] button, you go back to the Overview
report element.
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If in the Distribution pane, detected low/high patterns
are displayed, you can click the icon to call up
detailed information on the detected patterns.

The Overview report element only displays a detected
pattern if the data is read from an Accu-Chek Guide
meter with this function enabled. A “pattern”
describes tests for which similar conditions (point in
time, relation to mealtimes, and so on) lead to similar
results (for example, above target range).
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@ e ChekcSar i Software
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Long-term view fHB: The Long-term view summarises
values in time intervals and presents these intervals next to
each other for comparison. This allows, for example,
fundamental changes between visits to the doctor (Upload
intervals) to be displayed at a glance.
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Trend
In the Trend report element, you find two display options:

. Detailed view N: Displays all individual values in
the selected time range.

. Trend view Hi : Displays the daily mean values next
to each other.

Detailed view A, : This report element shows the trend
for several test results over the selected time range. The
values that can be displayed in this report element are:

. Blood glucose values

. Insulin amounts (bolus insulin)
. Carbohydrate amounts

. Basal rate

You will find the days, months and years along the horizontal
(x) axis and the blood glucose values along the vertical (y)
axis. For your guidance, the blood glucose values (repre-
sented by various icons) are connected by a line, provided
the corresponding tests are no more than 10 hours apart. The
various icons are explained briefly in the key; for more
details, see page 102.
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For further guidance, you can see the set target range in the
background of the chart (in the form of a green bar) and the
hypo limit (in the form of a red line). Days that are non-work
days (the default is set to weekends) are marked in addition
with a grey bar on the horizontal axis.

In addition to the thin line connecting the individual blood
glucose values, you will also see a (thicker) grey curve: the
day-to-day trend of the mean blood glucose value.

Here you will also find a display of insulin amounts (if stored
in the meter or entered in the record). Each insulin amount is
plotted top down in the chart. You can see the associated
values at the top of the right-hand y-axis.
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e =& The following information can be optionally displayed at the

e e bottom of the chart:

3001201516, u1 2015 Jan 2015 feo r

i ‘“'““ IFE e e Wl' iy . Carbohydrate amounts (brown), if stored in the

. meter or entered in the record. To facilitate evaluation
8 of the amounts, the bars are represented by small,
separate blocks. Each complete block represents a
carbohydrate amount of 10 g. At the bottom of the
right-hand y-axis, you will find the scale for carbohy-
drate amounts, if these have been selected for display.

. Basal rate (blue), if present from an insulin pump. At
‘. : . the bottom of the right-hand y-axis, you will find the
I Diiee | e | Him scale for the basal rate, if this has been selected for
e - display.

Various events are also displayed (independently of
s — == displaying the basal rate). These are:
;Jw“'t:“”““"‘; Lo me . Basal rate events (for example, Run, Stop, changes to
e " l“ IR Jne w' I basal rate)

. Cartridge change and associated events, for example,

fill tubing

Bl00d glucase (mmall)

The various icons are explained briefly in the key and in more
detail from page 104 onwards.

% ¥ X sioodglucose

I v/ O BGbefore meal
vl B BGatermeal

M " Basalrate Cartidge change.
i Carbohydrates
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Carbohydrates, insulin and basal rate can also be displayed
in separate areas. To set this type of display:

. Under Software settings [=3, open the General settings
tab.

. Under Display options, select the option Graphical
representation: Graphs one below the other (see
page 37).

Trend view HE : Here you will find the mean value for
each individual day from the selected time range displayed
as a single dot (black diamond) for the respective date.
Standard deviation and highest and lowest values are plotted
according to the icons described on page 102.

If you position the mouse cursor on a value bar, a tooltip will
be displayed shortly after, showing you the corresponding
figures. These figures are:

. Number of analysed test results

. Highest, mean and lowest value of the analysed test
results

. Standard deviation or variance of the analysed test
results
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Standard day

In the Standard day report element, you find two display
options:

. Detailed view N: Displays all individual values in
the selected time range.

. Trend view #%3 : Displays the mean values from 8
time blocks, displayed next to each other.

This report element is used to facilitate recognition of patterns
recurring every day. For this purpose, all data is positioned in
a 24-hour grid and all the tests performed at a specific time of
day are shown at the same position on the time axis. If time
blocks have been defined in the meter, the information will be
analysed when the time axis is set up. If they are not, the time
block settings set during configuration will be used.
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T =& Detailed view N : All the blood glucose values are
- A= hRESEO ] i i i
e = plotted at the relevant time of day according to the time
e e e el M e when the test was performed. For your guidance, the blood
omner SR \'II|\|' ‘ ""||| j ""‘H { W'||||\]’u|l-|ﬁ'l ' glucose values (represented by various icons) are connected
X by a line, provided the corresponding tests are no more than

10 hours apart. A (thicker) grey curve represents the trend of
the mean value for every time block. The different time
blocks are distinguished by alternating white and grey
shading. The names of the time blocks are indicated above
the chart.

HH R ] Here you will also find a display of insulin amounts (if stored

ovoow 200 o 200

- e 5~ wm— — in the meter or entered in the record). Each insulin dose is

I 3] ¥ O BGbefore meal ¥l — Connecinglines w i Carbonyorates

% O G & B plotted top down in the chart and you can see the associated
values at the top of the right-hand y-axis.

You can shift the time axis, which normally runs from 0:00 to
—— 0:00 (midnight), in 6-hour steps. This facilitates examination
T of the results obtained at night for example.

[~ i Lunch Dinner Night Breaktast

Y . LI ) X E) . e
o ||| 1‘1 ‘ Ul \|| ““I [[REST] | ‘I”l" e

@ A Chek Smart P Sftware

dEhREXFO

I Basalrate
¥ i Carbohydrates
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The following information can be optionally displayed at the
bottom of the chart:

. Carbohydrate amounts (brown), if stored in the
meter or entered in the record.

. Basal rate (blue), if present from an insulin pump.
This allows you to easily recognise frequent manual
basal rate changes at certain times, for example, to
facilitate general adjustment of the basal rate.

A detailed description of these display options can be found
on page 123. Carbohydrates, insulin and basal rate can also
be displayed in separate areas. To set this type of display:

. Under Software settings [=3. open the General settings
tab.

. Under Display options, select the option Graphical

representation: Graphs one below the other (see
page 37).
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Trend view #%5: All the blood glucose values are
assigned to one of the eight time blocks according to the
time when the test was performed. This creates eight areas
displaying the mean blood glucose value (black diamond),
standard deviation (blue bar) as well as the lowest and
highest value.

If you position the mouse cursor on a value bar, a tooltip will
be displayed shortly after, showing you the corresponding
figures. These figures are:

. Number of analysed test results

. Highest, mean and lowest value of the analysed test
results

. Standard deviation or variance of the analysed test
results
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Standard week

In the Standard week report element, you find two display
options:

. Detailed view N: Displays all individual values in
the selected time range.

. Trend view Hi : Displays the mean values from the
7 days of the week next to each other.

This report element is also used to facilitate recognition of
recurring patterns, but here the reference point is the day
of the week. It allows you to recognise changes in your
metabolism which recur on specific days of the week (for
example, on days when you do exercise).
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Detailed view A, : All the blood glucose values are
plotted on the chart according to the time when the test was
performed and the respective day of the week. Results which
are no more than 10 hours apart are connected by lines in
chronological order for a better overview. The connecting
lines are also drawn beyond individual weeks (if applicable).
A (thicker) grey curve represents the trend of the mean value
on the different days of the week.

Here you will also find a display of insulin amounts (if stored
in the meter or entered in the record). Each insulin dose is
plotted top down in the chart and you can see the associated
amounts at the top of the right-hand y-axis.
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The following information can be optionally displayed at the
bottom of the chart:

Carbohydrate amounts (brown), if stored in the
meter or entered in the record.

Basal rate (blue), if present from an insulin pump.
This allows you to easily recognise frequent manual
basal rate changes on certain weekdays, for example.

A detailed description of these display options can be found
on page 123. Carbohydrates, insulin and basal rate can also
be displayed in separate areas. To set this type of display:

Under Software settings [=3. open the General settings
tab.

Under Display options, select the option Graphical
representation: Graphs one below the other (see
page 37).
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@ A Chek Smart P Sftware

Trend view #%5: All the blood glucose values are

assigned by date to one of the seven days of the week.
T Accordingly, you will see seven blocks indicating the mean
- blood glucose value (black diamond), standard deviation
(blue bar) and lowest or highest value of the respective day
of the week.

AEBEBRXFO
s | [0

lucose (mmoll)

H [% If you position the mouse cursor on a value bar, a tooltip will
be displayed shortly after, showing you the corresponding
figures. These figures are:

Blood gl
Y

e . Number of analysed test results
R s o 5 . Highest, mean and lowest value of the analysed test
i | mewpwen) ns Mpostesemia 2% @) T o results
. Standard deviation or variance of the analysed test
results
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Metabolic control

pE——— == The mean blood glucose or mean CGM and the standard
&S BhBESEFO

e deviation (SD/variance of the values) are calculated for each
memany  wme W W : day of the analysed time range. These two results together

e provide the coordinates for making an entry (per day) in the

10.3 mmoli.

chart. The mean blood glucose is plotted along the y-axis

stan s0)
SDMeanBG s%

-t while the standard deviation is plotted along the x-axis.

¥ Mean BG ater meal 30 mmolL

HeG! 11
= 05

o ® This type of presentation produces a “scatter plot”. To facilitate
faster assessment of your metabolic state from this overview,
the chart is split up into four “quadrants”. Each of these
quadrants represents a certain metabolic constitution and is
; described by the attributes “stable/unstable” (referring to

pys—— standard deviation) and “low/high” (referring to mean blood
o e glucose or mean CGM). This gives each quadrant two
attributes.

006 glucose (mmolil)

&
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Example:

Mean blood glucose values below 150 mg/dL (or below

8.3 mmol/L) with a standard deviation of less than 50 mg/dL
(or less than 2.8 mmol/L) are plotted in the bottom left
quadrant. lts attributes are “stable-low”. If both values are
above these limits, the entry is made in the top right-hand
quadrant (“unstable-high”).

Two ellipses are plotted, centred around the mean value of all
represented values (marked by a blue cross). They illustrate
the variance of the daily mean values and the daily variability
over the selected time range as a simple (1 SD) and two-fold
(2 SD) standard deviation of the displayed values.

Good metabolic control can be recognised by the fact that
there are as many dots as possible in the “stable-low”
quadrant (bottom left), but there should not be any cases
of hypoglycaemia in the respective time range.
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In addition to the graphical display, you will find statistical
information about the values included in the report. For blood
glucose values, these are:

@ ccurChe Smart P Software

dEhRSXFO

e

3101201516, Jul 2015 2015

nnnnnnnn

. Number of tests: Number of analysed blood glucose
R . - results in the selected time range.
; o o . Tests per day: Average number of BG tests per day

for each day of the analysed time range. In addition,
the value of only those days when a test was per-
v formed at least once is also displayed (in brackets).

. Mean blood glucose: Mean value of analysed test
results.
o e . Standard deviation (SD): Standard deviation or

variance of the analysed test results.

. SD / Mean BG: This value indicates the variability of
the blood glucose value with reference to the mean
value. If the mean value is in the desired range, a ratio
of less than 50 % (or better: 30 %) indicates a desirably
low variability and thus good metabolic control.

. Mean BG before/after meal: Mean of the analysed
meal-related test results.

. HBGI / LBGI: These figures represent the recurrence
and the resulting risk of blood glucose values being
too high or too low (see bibliography on page 186).
Values should be as low as possible.
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Statistics

In the Statistics report element, you find three display
options:

. General statistics g2 : Displays all statistical
information in the selected time range.

. Meal-related statistics @@ Y : Analyses all
information in relation to meals.

. Distribution € : Percentages of values above, within
and below the target range, expressed as a pie chart.



@ Accu-Chek Smart Pix Software

Read device

2weeks -
301201516, Jul 2015

««

dEbhBRSFO

Chapter 5, Reports and records

General statistics §& : Contains general and statistical
information about the values processed for the selected time
range. Here you will find the following information:

Time range

. Time range considered in the report, with start and
end date.

Device

. Device name

. Serial number: Serial number of the meter/insulin
pump.

. Last reading: Date and time of the last reading,

including, if applicable, the time settings difference
between device and computer (if this exceeds
5 minutes).

. Device (icon): Displays the device used in the
selected time range.

If you used several meters in the selected time range, this
information is given for each meter.
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Number of tests: Number of analysed blood glucose
results in the selected time range.

Tests per day: Average number of BG tests per day
for each day of the analysed time range. In addition,
the value of only those days when a test was
performed at least once is also displayed (in brackets).

Mean blood glucose: The average of all test results
obtained.

Standard deviation (SD): Standard deviation or
variance of the analysed test results.

Highest value/Lowest value: Highest and lowest
blood glucose value obtained in the selected time
range.

Target range: The target range used for the report.

Above/Within/Below target range: Percentage of
test results above, within or below the target range (in
percent).

Mean BG before/after meals: Mean of the analysed
meal-related test results.

Hypo/hyper limit: Blood glucose values below the
hypo limit are marked as a hypoglycaemia; results
above the hyper limit are marked as a hyperglycaemia.

Hypoglycaemia: Number of hypoglycaemic
episodes.

HBGI / LBGI: These figures represent the recurrence
and the resulting risk of blood glucose values being
too high or too low (see bibliography on page 186).
Values should be as low as possible.
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Additional information

This information is only displayed if required:

Results without date/time: Number of test results
which were stored without date and time information.

Results with warnings: Number of test results which
were stored with temperature warning, expiry note,
etc.

Report (Insulin pump)

Number of boluses: Number of respective bolus
deliveries, according to bolus type.

Maximum/Mean/Minimum dese: Highest and
lowest single insulin dose delivered in the selected
period and the average of all insulin amounts
delivered.

Bolus frequency: Average recurrence of insulin
amount delivery per day (combined without consider-
ing the bolus type).

Basal rate change: Number of manual increases
and decreases of the basal rate as well as the number
of changes to and switches of the basal rate profile.

Additional information

This information (warning, error messages) is only displayed
if required.
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Meal-related statistics g9 Y :

Contain all relevant

statistical information on the processed values, displayed in
relation to the three mealtimes. Here you will find the
following information:

Total pane (Blood glucose)

Tests: Number of analysed blood glucose results
before/after meal.

Tests per day: Average number of before/after meal
BG tests per day for each day of the analysed time
range.

Mean blood glucose: The average of all before/after
meal test results obtained.

Standard deviation: Standard deviation or variance
of the analysed test results.

Hypoglycaemia: Number of hypoglycaemic
episodes.
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@ st Only meal-related values pane (Blood glucose)
TIEEED
EE 1 18 a0 0 8 . Tests: Number of analysed blood glucose results
where the specific meal-related information before/
T A R after meal was saved together with the test result.
- e fufe f e e e . Mean blood glucose: The average of all test results
e N N B T O N N obtained, which were saved with specific meal-related
. .amamslx 5 Lunch . 5 Dinner . Informatlon
. o (HS 0 w0a | e Tw [ | . Standard deviation: Standard deviation or variance
, T of the analysed test results with specific meal-related
‘ information.
e — Ommmm Meal rise pane
I i e . Tests: Number of analysed pair values before/after

meal, whereby the after meal result must lie within a
time frame of 1 to 3 hours after the test performed
before the meal. Individual values whereby only one
test was performed before or after a meal are not
included.

. Mean blood glucose: The average change in the
blood glucose value during the meal in the analysed
before/after meal pair values.

. Standard deviation: Standard deviation or variance
of the analysed test results from these value pairs.
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Distribution @ : Forthe four large time blocks of the day,
you will find a pie chart here representing the percentages of
values above, within and below the target range. If there are
less than 5 test results for a time block, the segment is
displayed in grey. The right section of the pie chart (grey
background) shows a summary of the corresponding
information for the whole day.

Below the pie chart, the following is given for each time
block:

. The number of tests in this time block.

. The distribution of values above, within and below the
target range and hypoglycaemic episodes.

. The number of hypoglycaemic episodes that occurred
(Hypos).

If the time blocks are defined in the meter, the information
from the meter will be used. If they are not, the settings in the
Accu-Chek Smart Pix software configuration are used.
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Device settings
The Device settings report element is only created if a
suitable meter transfers this information (for example, the

Accu-Chek Aviva Insight diabetes manager with the
Accu-Chek Insight insulin pump).

Basal rate - Bolus
The Basal rate - Bolus report element shows the (absolute
and relative) recurrence with which, for example, a certain

basal rate profile or bolus type was used.

Basal / Bolus

Here you will find the average daily dose of total, basal and
bolus insulin.

Bolus

This table shows both the (relative) recurrence of use of
certain bolus types and the average number of each per day.
The percentage of boluses delivered remotely (for example
from the Accu-Chek Aviva Insight diabetes manager to the
Accu-Chek Insight insulin pump) is displayed in a different
colour (orange).
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Bolus advice

Here you will find the total number of boluses delivered in
the selected period as well as the number and proportion of
boluses determined with or without the bolus calculator.

. Boluses taken over unchanged from the bolus
calculator

. Boluses taken over from the bolus calculator but
adjusted before being delivered

. Boluses determined without the bolus calculator

Basal rate

Here you can see, for example, how often the basal rate of a
certain basal rate profile was temporarily increased or
decreased and how long (as a percentage) it remained in
this changed state. If there are frequent changes and/or if
manually changed basal rates are used for a long time, you
may need to make general adjustments.

The number of times the basal rate has been reprogrammed
is displayed in the last column. For the sake of completeness,
the Basal rate table also includes the times when the insulin
pump was in STOP mode.
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Basal rates

e =& This report element displays the basal rates set in the insulin
L Ly pump at the time of data transfer in order to facilitate
L .| comparison. The basal rate profile currently active in the
o | [mmm—_— insulin pump is marked with the (») icon and is selected by
default (highlighted) when opening this report element.

Basal rate (UM)

A tabular representation of the selected basal rate is displayed
below the chart. The table contains all points in time where a

o ey | [ e ouy | [[Ommi | change to the insulin amount was specified as well as the
- 190750 o0 O specified insulin amount.
T T T ) The coloured line corresponds to the highlighted table of the
S | selected basal rate profile; other profiles are displayed in

black. Click on a basal rate table to select it.

This report element is only displayed if data was read
from the pump in the selected time range. The upload
date (at which the profiles were active) is specified in
the heading (for example, “Insulin pump upload date:
30.04.2016™). If no data was read from the pump in the
selected time range, this report element will not be
displayed.
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Lists from insulin pumps

In the Lists from insulin pumps report element, you find three
display options:

. Bolus |- : Tabular representation of all bolus
deliveries.

. Basal rate @M : Tabular representation of the basal
rate.

. Insulin pump events |™ : Tabular representation of the
events.

The three groups of information Bolus, Basal rate and Insulin
pump events are output as lists. You can specify whether
these tables are sorted in ascending or descending order by
clicking the table heading (for example, Date). In these lists,
you will find detailed documentation of each individual event
stored in the insulin pump, including date and time. Boluses
which were delivered using bolus advice are marked with the
corresponding icon:

. _k#: Bolus advice which was accepted unchanged.

. | % Bolus advice which was adjusted.
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5.5 CGM results

I — — & The variants of the Overview, Trend, Standard day and
T = = 6l = Standard week report elements as described below are only
S E——ET——— ==/ displayed .in this way if CGM results are present for the

i - selected-tlme range. These CGM results are
automatically displayed. If there are also results for this time
range from a blood glucose meter, you can select [ s ~|to

display the report for the BG values.

Low hypo duration

GGl median witin target range:

Moderats CGHvariatilty

sutstes Oisbuon nsuin
Sansor coverage ‘ 95 s’ ‘
commedian 53 mman. ~
Cotarasit 26 o
Target range 090 mmon  Towisun 1839 Ul
Aoore 0% Jnsuin2 saaura 6%

Pvosheaemsa

within 59% Tinsuin 1 896 U/day (49%)
Hypo limit 40 mmon | Hypoglyczemia 1% Bolus frequency 41178y
Total duration 24 n
Hypos 5
Hypos atnight 1
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Overview

The Overview report element contains a summarised
assessment of read CGM results; among other things,
Standard day is displayed as combined CGM curves. This
report element helps to quickly gain an overview and does
not contain any detailed information about individual results.

CGM status pane

The CGM status pane on the left provides a basic
assessment of the read test results while considering the
following three parameters:

. The CGM hypo duration is calculated from the
proportion of CGM results below the hypo limit. For
this, the total duration during which the results were
below the hypo limit is compared with the duration of
the selected time range.

. The position of the CGM median in relation to the
thresholds set and the target range, similar to the
mean blood glucose for BG values. The CGM median
represents the middle value of all CGM results.

. The CGM variability is calculated from the interquartile
range (IQR). The IQR corresponds to the middle width
of the range between the 25th and 75th percentile,
within which 50 % of all values lie.
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e . = =1 The assessment of these three parameters occurs using a
Ly traffic light indicating “Keep it up!” (green), “Watch out!”
(yellow) or “Stop!” (red).

L] oM status.

Lowhypo duraion

. If the values fall within the specified range, this is
indicated by the colour green.

CGM median wihin targat range:

- . If the values fall marginally outside the specified
range, this is indicated by the colour yellow.
) . If the values fall significantly outside the specified
O ’ range, this is indicated by the colour red.
e el L e
Other panes
[ym === In other panes you can find summarised information from
e 2 & ] 2@ 0

other report elements such as Statistics, Hypoglycaemia,
Distribution, Insulin and Standard day.

T LA L0 L Y |

18 Ju12012-31. Jul 2012 1an 202 feo ar s uay un

M status.

Low hypo duration

By clicking the & icon in one of these panes, you go directly
to the associated report element containing more detailed
information. By clicking the @ icon, additional information is
displayed in a separate window.

CGM median wiin target range:

Woderats CGMvariabilty

By clicking the Back [«] button, you go back to the Overview
report element.

oM median 83 mmollL

Comarabity 30 MO fargetrange 4000 MmOl Totalinsuiin 1839 U1 day

=== | Above 0% Iinsuin2 943108y (51%)
witin 9% Iinsuin 1 295 Usday 49%)

Hypo limit 40 mmo | Hypogycaemia 1% Bolus frequency 41 1day

Total auration 2en
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Trend
This report element shows the continuous trend of several
test results over the selected time range. The values that can

be displayed in this report element are:

. CGM results

. Bolus insulin

. Carbohydrate amounts
. Basal rate

. Calibration results

. Pump information

You will find the day along the horizontal (x) axis and the
CGM results along the vertical (y) axis on the left. The CGM
results are displayed as a continuous curve for as long as the
sensor transmits continuous monitoring results. Interruptions
result in a gap in the curve.

Just as for BG values, you can see the set target range in the
background of the chart (in the form of a green bar) and the
hypo limit (in the form of a red line). Non-work days (for
example, weekends) are marked with a grey bar on the
horizontal time axis.

Here you will also find a display of bolus insulin (if stored in
the meter or entered in the record). Each bolus is plotted top
down in the chart. You can see the associated values at the
top of the right-hand y-axis.



Chapter 5, Reports and records

Standard day

In the Standard day report element, you find three display
options:

. Standard day (AGP) #4: Displays the CGM results as
an Ambulatory Glucose Profile.

. CGM curves combined 2<: Displays the CGM results
as single curves in a combined chart.

. CGM curves individually smmm: Displays the CGM
results as single curves in separate charts.

This report element is used to facilitate recognition of daily
recurring patterns. For this purpose, all the CGM results are
positioned in a 24-hour grid and all results obtained at a
specific time of day are shown at the same position on the
time axis.
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™

Standard day (AGP format) @4: All the CGM results are
plotted at the relevant time of day according to the time
when the result was obtained. Median, percentile, and
minimum line are displayed. Boundaries between time
blocks are represented by alternating vertical (white and
grey) backgrounds. The descriptions of the time blocks are
indicated above the chart.

The graphical representation of the CGM results as
“Ambulatory Glucose Profile” (AGP) has the following
meaning:

1 CGM median, corresponds to the 50th percentile’, i.e.
50 % of the results obtained are above and 50 % are
below this curve.

2 90th percentile: 90 % of the results are below this
curve.
3 75th percentile: 75 % of the results are below this

curve. Together with the 25th percentile, this makes
up the interquartile range (IQR), i.e. the range within
which 50 % of all values lie.

4 25th percentile: 25 % of the results are below this
curve.

5 10th percentile: 10 % of the results are below this
curve.

6 Minimum line: Lowest result at the respective time of

day. When the line falls below the hypo limit, its
colour changes from black to red.

1. Aquantile is a cutpoint in statistical analyses and defines that
a certain percentage of values lie above or below this position.
One percentile is a special quantile for which the entire
spectrum of variance is divided into 100 equal parts (percentile
= one hundredth of a value).
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If the value range displayed around the median is as thin as
possible, it means that there is a low variance at the specified
point in time. The wider the value range, the higher the
variance of the CGM results at this point in time.

The CGM results are only displayed as a trend view in
AGP format if CGM results are available for at least 3
days. Otherwise, the percentiles would not be
statistically meaningful; in this case the results are
displayed as curves.

The following information can also be displayed in the chart:

. Insulin amounts

. Basal rate events (for example, run, stop, changes to
the basal rate)

. Cartridge change and associated events, for
example, fill transfer set

In the bottom left corner of the chart, you can shift the time
axis, which normally runs from 0:00 to 0:00 (midnight), in 6-
hour steps. This facilitates examination of the results
obtained at night for example.
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@ Accu-Chek Smart Pix Software

==& Ihe following information can be displayed at the bottom
TR oo

o <] [e0 edge and below the chart:

18 1u12012-31. 1 2012 2012 Feo er ot oy m m

(o] = | = e S . o . i i
Sy U ||\| IR : . Carbohydrate amounts (brown), if stored in the
HH meter or entered in the record.

0
Standard week

Bolus (U)
[

Basal rate (blue), if present from an insulin pump.

Logoooks

Wore. »

Glugose (mmolil)

You can set the information to be displayed in the Display
options & tab. Here, you can switch the following display
options on and off in addition to the options already known
(from other report elements):

9 i o . Status screen for each time block: Analysis of the

parameters Hypo duration, CGM median and CGM
variability (see page 148).

aEBbhR2SFO

weos <[ B 4

18.1u12012-31.Jul 2012 202

T =T=

Luncn oi

TRRTIRIE

-
e
IR

o

Statstcs

Glucase (mmoll)

i
Logoooks g

More. »
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CGM curves combined 2<: All the CGM results are
plotted at the relevant time of day according to the time
i o . when the results was obtained. Separate curves for each day

B h H‘Hﬂ‘w (ERRTIAT L i (L et are displayed in a combined chart. To facilitate recognition of

recurring patterns, the CGM curves are examined according

to their similarities and divided into groups. These groups are
displayed in different colours; CGM curves with similar
courses have the same colour.

@ Accu-Chek Smart P Sftware

e I i

18 Jul2012-31, Jul 2012 Jan 201

-
Oveniew

Bolus (U)

Glugose (mmoli)

The following information can also be displayed in the chart:

o
booow

. Insulin amounts

§ . Basal rate events (for example, run, stop, changes to
' : the basal rate)

In the bottom left corner of the chart, you can shift the time
axis, which normally runs from 0:00 to 0:00 (midnight), in 6-
hour steps. This facilitates examination of the results
obtained at night for example.
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The following information can be displayed at the bottom
edge and below the chart:

alel=
. Carbohydrate amounts (brown), if stored in the

meter or entered in the record.

. Basal rate (blue), if present from an insulin pump.

Glucose (mmoli)

s You can set the information to be displayed in the Display

options & tab. Here, you can switch the following display

. options on and off in addition to the options already known
(from other report elements):

vl ~~ coMane
X Biood glucose
B Calbration

. Calendar for the time range selected. The days are
marked with the same colour as the associated CGM
curve of the respective day.

%
i

& Accu-Chek Smart Pix Software

e D (e T . Display CGM curves in group colours. When
L = R o TEPTG TP o SRS [P disabled, all CGM curves are displayed in grey.
N . Display Calibration results and blood glucose

values.

Glucose (mmoliL)

When you click an individual CGM curve, it is highlighted
and all other curves are simultaneously greyed out. In
addition, information associated with this day (for example,
carbohydrates, bolus insulin, calendar day) is highlighted
while information for other days is greyed out. Inversely, you
can also click information about a carbohydrate or bolus or
click a day in the calendar, in order to highlight this day and
its associated information.

otz b

i Caronyerates

—
- @ =
x
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Display groups separately

You can display each group separately to view only the CGM
curves associated with that group.

@ A Chek Smart i Software

2ues <& [«

18.0u12012-31. Ju 2012 Jan 2012

“ [ x| = e -
oy g My ™y
i (NIRRT

Each group is displayed as a thumbnail; below the thumbnail
is the number of days associated with it. Click the desired
thumbnail to display only the curves belonging to this group.
To display all CGM curves again, click the top thumbnail.

o

Glucose (mmoli)

“° - Tohide the group thumbnails, click the ¥ icon on the left
edge of the thumbnail bar.

< otz b

Note that the selection of a group remains intact even
if the thumbnail bar is hidden.

Jul 18 1920 21 22 23 24 25 26 27 28 29 30 31

% v~ comane 4 Gridiines
I X Blood glucose ¥ ~~ CGM curves n group colours ¥ i Camonydrates
B Caoraton v Stas scrsencalendar

Selecting separate groups is possible in all display formats of
the standard day.
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@ e ChekcSar i Software
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Zoom function and alignment by lowest value

The zoom function allows a more detailed view of a specific
time block. When viewing the curves for several days within
these time blocks, you can align them by their lowest value
(typically recorded just before a meal). This allows for an
easier comparison of these curves regarding their post-meal
highs.

The software aligns the CGM curves for a time block at their
lowest value, e.g. because your breakfast times may differ
from day to day (7 am on one day, 8:30 am the next day and
6:30 am on the third day).

To choose this display style:

- Click the magnifying glass icon of the respective time
block to zoom in.

. Click the ¥* toggle button to display the curves
aligned at the lowest value.

. Click the 2¢< toggle button to switch back to the non-
aligned view.

. To revert to normal view, click the magnifying glass

icon on the upper edge of the diagram again.



@ Accu-Chek Smart P Sftware
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i Sensor coverage 96 %
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CGM curves individually mmm:
day are displayed in separate charts. The colour of the lower
chart limit indicates the association to a group.
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Separate curves for each

In addition, the following information is displayed at the
right-hand edge of each chart:

CGM median: The middle value of all the CGM
results obtained on a respective day.

Total carbohydrate amount of the respective day.
Total insulin amount of the respective day.
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Standard week

This report element is also used to facilitate recognition of
recurring patterns; here the reference point is the day of the
week. It allows you to recognise changes in your metabolism
which recur on specific days of the week (for example, on
days when you do exercise).

The values that can be displayed in this report element are:

. CGM results

. Bolus insulin

. Carbohydrate amounts
. Basal rate

. Calibration results

. Pump information
Statistics

In the Statistics report element, you can find three display
options:

. General statistics §&= : Displays all statistical
information in the selected time range.

. Meal-related statistics @@ Y : Analyses all
information in relation to meals.

. Distribution @ : Percentages of values above, within
and below the target range, expressed as pie charts.
This view displays the same contents as in the blood
glucose report (see page 142) and will therefore not
be described again here.
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General statistics §& : Contains general and statistical
information about the values processed for the selected time
range. Here you will find the following information:

Device

Device: Name of the smartphone (for the CGM
system)

Serial number of smartphone
Serial number of CGM transmitter

Number of CGM sensors: A CGM transmitter can be
used for up to 52 CGM sensors.

If you used several devices (or CGM transmitters) in the
selected time range, this information is listed for each device.
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@ A Chek Smart P Sftware
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Report (CGM results)

The report on CGM results contains the following statistical
information:

. Sensor coverage: Percentage of time in the selected
time range during which the CGM sensor delivered
results.

. Calibrations per day: Average number of calibration

tests per day, normally at least two per day.
. CGM median: The middle value of all the CGM
results obtained on a respective day.

. CGM variability (IQR): The range within which 50 %
of all results lie.

. Mean CGM: The arithmetic average of all CGM
results obtained.

. Standard deviation (SD): Standard deviation or
variance of the CGM results.

. Highest result/Lowest result: Highest and lowest
CGM result obtained in the selected time range.

. Target range: The target range used for the report.

. Above/Within/Below target range: Proportion of

test results above, within or below the target range (as
a percentage).

. Hypoglycaemia: Number of hypoglycaemic
episodes.

. Events: The number and total duration of the events
during which the CGM result was over 13.9 mmol/L or
below the hypo limit.

. Night: The times set for the time block “Night” and a
list of statistical values which were obtained in the
time block “Night” or at bedtime.
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Additional information

This information is only displayed if required:

. Results with warnings: Number of CGM results
which were stored with temperature warning, expiry
note, and so on.

Py Meal-related statistics g9 Y : Contain all relevant

TIYTTEED e .
= e statistical information on the processed CGM results,
| — displayed in relation to the three meals of the day. Here you

SN B T P will find the following information:

. Total pane
R T . Median: The middle value of the respective CGM

. o ;c*mjm o2 o e | oma | oas | results.

o . CGM variability: The range within which 50 % of all

CGM results lie (IQR).
. Hypoglycaemia: Number of hypoglycaemic
Sy — ommm episodes.

] i
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@ A Chek Smart P Sftware
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Aligned by lowest result pane

The CGM results are analysed for each time block of a meal
separately. The highest CGM result and the lowest CGM
result before this in the respective time block are determined.
The following statistics are determined from these values:

. Tests: Number of tests on days for which there is a
meal-related analysis.
. Median

. CGM variability: The range within which the middle
50 % of CGM results lie (corresponds to the I1QR).

. CGM rise: The average rise in CGM results over all
analysed days from the lowest to the highest CGM
result in the respective time block.
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Metabolic control

The description of the graphical representation in this report
element can be found on page 133. In addition to the
graphical display, you will find statistical information about
the values included in the report. For CGM results these are:

. Sensor coverage: Percentage of time in the selected
time range during which the CGM sensor delivered
results.

. Mean CGM: The arithmetic average of all CGM
results obtained.

. Standard deviation (SD): Standard deviation or
variance of the CGM results.

. SD / mean CGM: This value indicates the variability
of the CGM result with reference to the mean value. If
the mean value is in the desired range, a ratio of less
than 50 % (or better: 30 %) indicates a desirably low
variability and thus good metabolic control.
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5.6 Logbooks

D =—= In the Logbooks report element, you can find three display
: - options:

<\E’ B | % Time | Biood ghicose M [ nsun ) O] B | comments B i = — . . . . .
mavosasorl o | : | [lwasl . Diary 8= : Chronological table including calibration,

BG, carbohydrate and insulin information, if available.

. Logbook (BG only) HH : Chronological table divided
. i into columns according to time blocks, further
= : subdivided into before/after meal columns, or with a
— 24-hour allocation.

Wednesday 15072015 0542 EER) [l

- . Daily statistics S/p : Chronological table divided into

columns according to BG or CGM results, carbohy-

B | drates and insulin. The associated statistical values

——— — (mean value, quantity, and so on) are entered for each
- day.
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Diary (record) =

The term “record” describes the personal data saved, which
is read from devices primarily during imports. This data is the
E_— T raw material used to create reports. You can view and edit

ol vl 2 o |lecal this data as a report in the analysis view, or as a tabular Diary.

A EbRXRFO

When opening a saved record, the associated report will be
created and displayed at the same time. When you add
entries to the record or edit existing entries, these changes
will also be applied to the relevant report elements.

om

e

. You can create and save any number of records.
. - . . You can automatically add data read from devices to
R - — the assigned record.
. You can add your own plain-text comments and

additional information to any record entry.

Every record assigned to a patient is saved automatically
when you exit the record view or quit the Accu-Chek

Smart Pix software. Records that were not saved or assigned
will, however, be deleted after the import.

See chapter 4 for descriptions of how to create, open and

manage records. The following descriptions explain the
functions and editing options in an opened record.
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@ e ChekcSar i Software
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Contents of the diary

The record displays as a tabular list of sorted blood glucose
results, insulin pump data and further information. The table
of values (sorted by date and time blocks) is created
according to the date and time information of the blood
glucose results and pump data. You can specify whether this
table is to be sorted in ascending or descending order by
clicking the table heading Date. This table will always display
all existing data, irrespective of the time range settings in the
report.



Chapter 5, Reports and records

Adjusting the diary view

e . You have the following options for customising the table to
- suit your personal requirements:

dEhRSXFO

(= ]mm| % Time | Blood glucose [ insuin () = fm . .
oo 20058 o | 2 | 2 | IO Column hide option
I Iy e . Right-click the table header to open the context menu.
(TR - \ A - All the columns currently displayed (activated) are

ticked. Click the name of the column you wish to hide.

. The tick in front of the column name is removed and
the column is now hidden.

Wore. 3

By clicking the name again you can re-display the hidden
columns.

Thursday 16072015 [07.15 53 @ [l

Naming insulins

Insulins are listed with the names 7, 2 and 3 (see page 178).
Instead of the column headings 7, 2, 3, you can also enter
abbreviations (up to 5 characters, for example, “NPH” or
“Mix™) for each type of insulin. By default, the software
considers Insulin 7 as the short-acting or bolus insulin,
Insulin 2 as the long-acting insulin or basal insulin and
Insulin 3 as pre-mixed insulin.

Bexdeo

1224 Enter identiferfo nsulin 1 341

e ET . Click the relevant figure in the column heading.
’ —— T . Enter the desired name (up to 5 characters).
. Click the OK button to save the changes and close the
i — dialogue box.

Thursday 16072015 [07.15 53 @ [l
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Selecting displayed values

Y Right-click in the diary to select what type of values you want
i & B LK) i .
to be displayed:
e || Bood gucose W[ wouin @ B 0 | comments -
e mm;;m-mm- sl 2 | 3 3s om — " Blood glucose Va'ues
A - . BG control results
. ] . CGM calibration results
B comstoaons - . BG values without date and time
I 5 The selection you make is ticked and all other values are
hidden.
Thursday 16.07.2015 [07:15 F 53 - ™ e

170



Chapter 5, Reports and records

Editing diary entries

“Diary entry” always refers to a complete table row
divided into various information sections (for exam-
ple, Blood glucose or Comments). Each diary entry

has at least a date and a time.

et i You have the following options for editing diary entries:
. = hesEo =
You can:
11 [ insuin ) - - Q\H\::. Comments _—
= . add information to existing diary entries.
. manually add new entries and manually add test

- results to these entries. Manually entered test results
can also be changed later.

om

. flag existing entries as invalid (for example, invalid
tests) to exclude them from the reports.

Wednesday 15072015 [os42 P 153 . H [T
I

You cannot:

I T I - . modify date or time information or test results read
— from meters.

. mark as deactivated or modify any entries read from
insulin pumps.

An open record is automatically saved as soon as you close it.
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Adding or deactivating diary entries

On the right-hand side of every diary entry there are one or
AT ITEL S two small buttons with the following functions:

@ fccu-Chek Smrt ix Software [= .=

e N S With the € button you can add a row above the
T - e present row.
e 20 T, 5 . With the @ button you can delete the highlighted
P o —— " - entry (for example, to exclude invalid tests from

?ﬁ; B < . (E) reports and statistics). This button is only displayed for

- — entries which can be deactivated.
Wednesday 15.07.2015 J05: A ) M 1 El i
— s ] To add a diary entry:

i . Click the &3 button in the row above which you wish
- serso || to create an entry.

Thursday___ 16072015

e = Set the desired date and time for the entry using the
arrow buttons.

e i 1 If the date and time setting does not match the current
R e G —— position of the entry, the row will automatically move to the
- e— - : right position.
B ; p——
Wednesday 15.07.2015 ]?ﬁ P53 . M Ml" 3x
- 2 17— P ;
2o ) S ;
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To deactivate a diary entry:

T —— " Click the Q button |n.the row you W|sh to deactivate.
A EAEhREAEO The row will now be displayed shaded in grey.
N T T e e e B s a1 This diary entry will no longer be included in reports and
statistics.
72 - Ll =
- —1
§ @ _ %2 To reactivate a deactivated diary entry:
Vietnesday 15072075 542 53 @ T 50 3 [T
’ ' T . Click the (# button in the row you previously
— — deactivated.
Thursday 16.07.2015 Jo7.15 53 ) [l

You can also use the context menu to add or
deactivate entries. To do so, right-click an entry and
select the desired option from the menu now
displaying.
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Values (blood glucose, carbohydrates, insulin) in the diary

The values in the respective columns are displayed with the
following units:

. Blood glucose
The unit is the same as the unit set in the meter from
which the data was read.

. Carbohydrates Y}
You can set the unit yourself. To change the displayed
unit, click the »| button next to it and select the
desired unit. The unit selected here will also be used
for the report.

. Insulin
The unit is always U.

The following limitations apply when entering values:

. In entries read from insulin pumps, you can only enter
carbohydrates and comments but no blood glucose
values or further insulin values.

. You cannot change blood glucose values read from
devices but you can mark them with events.

. You can enter blood glucose values only in manually
created entries.

@ Icons used in diary entries to provide insulin pump
information correspond to the icons described in the
insulin pump reports.
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Entering and editing blood glucose values

e To enter a blood glucose value in a manually created diary
=] ] a0 .
entry:
(=]le\m| % Time | Biood glucose 1t [ msutn ) O] 08 [ comments | - . .
o s6easEr 5 | 1 2 | 2 | |woa . In the desired entry, click the Blood glucose column.

EZE TR} T E Rance08U |

Tuesday ¥ 143 1+ 3 Advice: 27... |

: . When the input field is highlighted, you can enter the

\ value.
. - 3| avice: 34U |
2 of - — . Complete your data input by pressing the Enter key.
=4 lo®
EER S R e As soon as you have completed your data input, the entry is

marked as a manual diary entry with the #* icon.

To change or delete a blood glucose value which has been
entered manually:

. Double-click the value you wish to change or delete.
The cursor now flashes in that input field.

. Delete or change the value and then press the Enter
key.
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To mark a blood glucose value with an event:

. In the desired entry, click the section to the right of the
blood glucose value.

. From the menu now displayed select the desired event
by clicking it once.

The event selected is now displayed as an icon to the right of
the blood glucose value. You can mark a blood glucose value
with up to six events.

To delete an event (icon):

. In the desired entry, click the section to the right of the
blood glucose value.

. The icons of events already assigned are displayed
with a highlighted border in the menu now displayed.
Click the highlighted icon once to delete it.

This icon is now removed from this entry.
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Entering and editing carbohydrates

e To enter a carbohydrate value in a diary entry created
=] ] & F 0

manually or read from a meter or insulin pump:

[ = =3 % Time | Biood glucose. 1 [ nsuin ) O] 08 [ comments |

B e PP e i o A In the desired entry, click the Carbohydrates Y}
i e - column.
() [l o E | . . . . .
*l e \ . When the input field is highlighted, you can enter the
— R — value.
- b - } B} . Complete your data input by pressing the Enter key.
Wednesday 15.07.2015 53 @ [ wi‘, Advice 31|
' - - To change or delete a carbohydrate value which has been

entered manually:

. Double-click the value you wish to change or delete.

Thursday

The cursor now flashes in that input field.

. Delete or change the value and then press the Enter
key.
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Entering and editing insulin doses

Insulin types 1, 2 and 3 are assigned as follows in the diary:

If you use an insulin pump, the pump insulin is automatically
entered as Insulin 1.

If you do not use an insulin pump, you may, for example,
assign /nsulin 1 to the short-acting insulin you use; assign
Insulin 2 to the long-acting insulin; and assign /nsulin 3 to the
pre-mixed insulin.

To enter an insulin dose in a diary entry created manually or
read from a meter:

. In the desired entry, click the /nsulin 1, 2 or 3 column
(you may have given these columns different names).

. When the input field is highlighted, you can enter the
value.

. Complete your data input by pressing the Enter key.

To change or delete an insulin dose which has been entered
manually:

. Double-click the value you wish to change or delete.
The cursor now flashes in that input field.

. Delete or change the value and then press the Enter
key.
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Adding, editing and deleting comments

To add a comment to a diary entry:

In the Comments column, click the entry to which you
wish to add the comment.

When the comments field is highlighted, you can enter
the desired text. Once you have entered one comment,
all entered comments will be saved in a list which will
appear automatically upon entry of your next
comment, if the new comment starts with the same
initial letter. Simply click the comment displayed in the
list if you wish to enter it again.

Complete your text input by pressing the Enter key.

When reading data from an insulin pump, specific saved
pump events automatically appear as entries in the
comments column.

®

If you create a new diary entry only for a comment
which does not contain any other information, a
marker appears on the time axis for this comment
(see page 110). Use this function to mark a global-
type comment, such as the start of a new therapy.
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To change an existing comment:

. Double-click the comment you wish to change. The
cursor now flashes in that text field.

. Change the text as you wish.

. Complete your text input by pressing the Enter key.

To delete an existing comment:

. Double-click the comment you wish to delete. The
cursor now flashes in that text field.

. Delete the text.

. After deleting the text, press the Enter key.
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Logbook HH

The logbook creates a tabular overview of blood glucose

results, carbohydrate amounts and insulin doses. Depending
on the display options selected, the table is either displayed
in time blocks related to meals or with a 24-hour allocation.

Meal-related time blocks

The table is created according to the date and time
information of the blood glucose results. The table is
horizontally divided into time blocks and vertically sorted by
date. An existing mealtime flag always leads to the test result
being sorted into the corresponding column (before/after
meal), even if the associated time information may deviate
from it.

The time blocks containing the meals are subdivided further
into before and after meal areas. Results without date or time
information will not be displayed in the logbook. They are,
however, contained in the Diary report element.

The key contains checkboxes which you can use to grey out

certain test results (not marked or marked as before/after
meal).
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You can display detailed information for every entry.

Click an entry for which you would like to have more
information.

The details for this entry are displayed:

For blood glucose: date, time, test result, flag (before/
after meal, if applicable), comment.

For insulin: date, time, insulin amount, comment.

For carbohydrates: date, time, amount, comment.

If entries are present which have additional information (for
example, marked with the event Customised), this is shown
by a grey triangle in the upper right-hand corner. BG,
carbohydrate and insulin values which are close together in
terms of time (<10 min) are interpreted as one event and
therefore displayed next to each other on one line.
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24-hour allocation

The table can also be displayed with a 24-hour allocation. To
select this type of display:

. Open the General settings tab of the Software settings
E<] dialogue box.
. From the Display options select Logbook format:

24-hour allocation (see page 37).

e &g The table is created according to the date and time
2 ] e

information of the blood glucose results. The table is
horizontally divided into 24 hours and vertically sorted by

= % Time F

Tren 2 \'ZL 27| |os s 2 20
S ol el | ool | psolospiel el | In addition, the following information is displayed at the
o < | s || right-hand edge of each day:

et . Mean BG: The average of the analysed test results
el Lo "l obtained on the respective day.
: L E X . Total carbohydrate amount of the respective day.
. o I Total insulin amount of the respective day.
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Daily statistics 9%

e =  The Daily statistics table is set up chronologically with
Read device = ] L)

columns divided into blood glucose or CGM results,
carbohydrates and insulin. The associated statistical values
(mean values, numbers, and so on) are entered for each day.

Blood glucose pane

. Number of tests: Number of analysed blood glucose
results on the selected day.

. Mean BG: The average of the analysed test results
obtained on the respective day.

. Standard deviation: Standard deviation or variance
of the analysed test results.

. Hypos: Number of hypoglycaemic episodes.

CGM results pane

. Sensor coverage: Proportion of the selected period
in which CGM results were obtained, as a percentage.
. Median: The middle value of all the CGM results

obtained on a respective day.

. CGM variability (IQR): The range within which 50 %
of all results lie.

. Hypos: Number of hypoglycaemic episodes.

184



Chapter 5, Reports and records

Carbohydrates pane

. Carbohydrates: Amount of carbohydrates consumed
on this day.

Insulin pane

. Insulin: Total amount of insulin delivered (bolus and
basal).

. Basal: Total amount of basal insulin delivered.

. Bolus: Total amount of bolus insulin delivered.

. Number of boluses: Number of boluses delivered on
this day.

. Basal / Bolus: Ratio of basal insulin to bolus insulin.
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5.7
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Chapter 6, Accu-Chek Smart Pix Software - Basic Mode

Accu-Chek Smart Pix Software - Basic Mode

Software and buttons overview

The program window of the Accu-Chek Smart Pix software
shows the following elements directly after launch:

Welcome to the

Basic mode

Sele

1 Title bar of the program window showing the
program name and the buttons for minimising,
maximising and closing the window. If the option for
the automatic assignment of device data has been
enabled, this information will also be shown in the
title bar.

2 Read new data from device button
Opens the help file showing how to prepare devices
for data transfer.

3 Display saved data button
You can open an existing record or create a new
record.

4 Software settings button
Use this button to adjust the settings for the
Accu-Chek Smart Pix software.

5 Help button
Use this button to display the User's Manual.

6 About... button
Use this button to display the software versions and
the update options.

The user interface needs a screen resolution of at least
1024 x 768 pixels. On larger screens, the window size can be
maximised as desired within the screen area.
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@;D@

When a report is displayed, you will find the following
buttons in the program window:

7 Button bar containing the buttons for calling up
program functions.

8 Print button

Selected report elements are output to a printer of
your choice.

03.07.2015-16.07.2015 >

Lowhyporisk

Hean blood glucose abave target
range

Targetrange: 3.9-8.9 mmollL

9 Save as PDF report button
Selected report elements are saved in a PDF file.

10  Open Patient View button
Upload data to the RocheDiabetes Care Platform."

11 Navigation panel for selecting the report element to
be displayed.

Statisics istributon nsulin

Humber oftests @ |
Tests per day 64

Mean blood glucose 103 mmoliL ¢
Stangard devition 25 mmoiL

Totme 3099 ol Toamsin
Tz oo i [€osa e

Hpolmit 39 monf | e Isous
Fyposieasmia z spoghcaemia

Hypos atnignt o

12  Buttons for selecting the time range.

13  Display pane for showing the reports and records.
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6.2 Launching the software

To launch the Accu-Chek Smart Pix software, double-click
either the program file Accu-Chek Smart Pix Software.exe (or
Accu-Chek Smart Pix Software.app) or an existing shortcut
(see chapter 2.2).

murrm

Accu-Chek Smart P

. If you want to use the program to edit a record already
Accu-Chek Smart Pix . i
saved or to display saved reports, it is not necessary to

connect the Accu-Chek Smart Pix device.

. If you want to use the program to read new data,
connect the Accu-Chek Smart Pix device or a suitable
meter (for example, the Accu-Chek Mobile blood

e — glucose meter directly via USB) now.
ACCU-CHEK® Smart Pix

Welcome to the Accu-Chek Smart Pix software!
Basic mode

Select a feature:

2018 Roche iaste Cae
ACOU-CHEK AN9ACCU-CHEK SUART P ars adamres fRcns. | T of Use
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6.3 Configuring the software

@ Accu-Chek Smart Pix Software

=R =)

ACCU-CHEK® Smart Pix

Welcome to the Accu-Chek Smart Pix software!
Basic mode
Select a feature:

Read new data from device Display saved data

& setings

(= = |

Language Automatic features

Automatic save X Seftings

Aways s sign data to patient automatically.

©2018 Rochs Diabetes Care
ACCU-CHEK and ACCU-CHEK SUART PIX

Activate additional features Data protection

Cancel

2weeks () E 03.07.2015-16.07.2015 b
Trend EE A | D | NRRR TR
Stangars oy Lownyporisk
Logbook
en bood glucase above taget
TargeNqge:39-5.9 mmall
Woderate variaWy
sttstes Disirbuon insulin
Humber
Tess per| S Setings [ESR{E=R =2
Hean 2 smith || General\i
songaa| | & S eneralNgfings
| B Ranges and thresholds
Hypo i
Hypoglycs Target range 3.9 - 89 mmoaliL.
Hipos
Hypo limit 39 mmoliL

Carbohydrate unit

g -

Cancel
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You can customise certain areas of the Accu-Chek Smart Pix
software to meet your requirements.

Click the Software settings <] button to open the
corresponding dialogue box. Depending on the current
situation, you will find different setup areas in this dialogue
box, which are visible from the tabs below the top edge of the
window:

. If no record is currently open, you will only find the
setup area General settings.

. If a record is open, you will find the setup area General
settings and a second setup area whose name
corresponds to the open record.

For all the settings described on the following pages, the
following applies:

Click the OK button to save the modified settings and close
the dialogue box. Click the Cance/ button to discard the
modified settings and close the dialogue box without saving
the changes.



& Setings ===
Language Automatic features
English N - Automatic print X Settings,
Automatic save X Settings.

Always assign data to patient autematically.

Estonian / Eesti
Finnish / Suomi

French (Canada) / Francais (Canada)
French | Frangais

German / Deutsch

Greek/ENIVIKE

Hebrew Inay

Hungarian / Magyar

Htalian / taliano

Japanese/H#EE

Korean /220

Latvian / Latiski

Lithuanian / Lietuviy

Norwegian / Norsk

Persian /&

Polish / Polski

Portuguese (Brazil)/ Portugués (Brasil)

Portuguese / Portugués
Romanian /Roméana
Russian / Pyccuii
Serbian/ Srpski
Slovak i Sloventina
Slovenian / Slovenséina
Spanish / Espafial
Swedish / Svenska
Thai/ aening

Turkish | Tirkge

Adlivate addiional features Data protection
Cancel
& sep Mt [E=5 Hol =)

Bulgarian / BbArapexit
Chinese (simplified) / F{#PE e e
Chinese (raditional) / S48z
Croatian ! Hrvatski Automatc print X settings
Czech / Cesky Automatic save % Settings.
Danisn / Dansk
Dutch / Nederlands Always assign data to patient automatically
English
English (US}

Data protection

Cancel
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General settings

In the General settings area you will find the following
configuration options:

. Language: Here you can select the language to be
used for the user interface and the reports. If the
Accu-Chek Smart Pix software supports the language
set on the computer, this language will be set
automatically.

. Automatic print: You can configure device data to be
automatically printed.

. Automatic save: You can configure device data to be
automatically saved as a PDFE

. Device data can be configured to be automatically
assigned to an existing patient record based on the
serial number. If this option is enabled, the dialogue
box for handling imported data will not be shown
when reading data from a known device.

Selecting a language

. Click the currently set language to open the selection
list.
. Click the language you want to select.
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£ Settings

Language

==

Automatic features

English

/

-] Autornatic print X Settings...

Activate additional features

Automatic save X Seftings

Always assign data to patient automatically.

Data protection

Cancel

Automatic features
Automatic features help you simplify the following tasks:

. Automatically import device data. This function is
always enabled and cannot be configured.

. Data can automatically be assigned to an existing
patient record after import. To enable this function,
click the corresponding checkbox, which will now be
displayed with a checkmark.

. Automatically print device data.
. Automatically save device data.
. Automatically download and install software updates.

The term “record” encompasses all the data read from
devices (with manual additions, if applicable) and assigned
to a certain person. Data read from the device will always be
saved (either to a new or an existing record) unless you
select Mo in the corresponding confirmation question when
importing data from the device. If you select No, the imported
data will only be displayed temporarily and will be deleted
with the next import or on closing the window.
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When importing data from a device for the first time, a new
record can be created or the device can be assigned to an
existing record. The data from further imports from the same
device(s) is added to the existing data of that person either
automatically or after confirmation.

PRECAUTION

Risk of wrong assignment of data

Do net use the Always assign data to patient
automatically function if you are using the same
devices repeatedly for different patients. If a device is
passed on without an assignment to the
corresponding new patient record having been done
manually, a wrong assignment of data may occur
on import.
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Automatic print

% settings = To use this feature, you need to select a printer available on
the computer, as well as the reports to be printed.

Language Automatic features

English - Automatic print X Settings...

sutomaic save X Setings . Click the Settings button next to Automatic print.
B A . In the dialogue box that follows, click the Activate
automatic print checkbox. A checkmark will appear.
. Select the desired Printer.
Activate additional features Data prgftection
Cancel . Select the report elements you wish to print. Click
/ once to select a report element (it will be highlighted
’ ) in colour); click the same report element again to
undo your selection.
s b ot seibeomn | m Click the Blood glucose and CGM tabs in succession
e T e to separately select the report elements to be printed
— = for each of these areas.
. Click the OK button to save the entries.

Logbook

The Settings button will now be displayed with a checkmark
+ indicating that the corresponding feature has been
activated. Features that have not been activated are
displayed with a 3 on their button.

[, o || conca

& etings = e s
Language Automatic features
English - Automatic print [ v settings
Automatic save X Settings
Always assign data to patient automatically.
Activate additional features Data protection
oK Caneel
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Language

English

Activate additional features

===

Automatic features
Automatic print X Settings.

Automatic save

% Seftings.

Always assign datafo patient automatically.

Data protgfition

Cancel

£ Automatic save

Blood glucose (0

CGM (0)

Automatic save
After reading the devics, data is automatically

saved as a PDF report. Select the report
elements to be saved

Activate automatic saving of PDF reports

Chapter 6, Accu-Chek Smart Pix Software - Basic Mode

Automatic save

This feature automatically saves reports as PDF files and is
independent of the save feature for records.

Click the Settings button next to Automatic save.

In the dialogue box that follows, click the Activate
automatic saving of PDF reports checkbox. A
checkmark will appear.

Select the report elements you want to save as a PDF
file. Click once to select a report element (it will be
highlighted in colour); click the same report element
again to undo your selection.

Click the Blood glucose and CGM tabs in succession
to separately select the report elements to be saved
for each of these areas.

Click the OK button to save the entries.

The Settings button will now be displayed with a checkmark
+ indicating that the corresponding feature has been
activated. Features that have not been activated are
displayed with a % on their button.

The PDF files will be saved in the PDF Reports folder
(in the program folder).
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Automatic update

The Accu-Chek Smart Pix software automatically checks

whether updates are available for the Accu-Chek Smart Pix

system (software, device, User's Manual) every time the
program launches. Newer versions are automatically
downloaded and installed.

Records and software settings are retained when an
update takes place.

As soon as a new version is available on the update server, the
respective components are updated as described below:

The Accu-Chek Smart Pix software is updated the
next time the program launches (after requesting
confirmation).

A connected Accu-Chek Smart Pix device is updated
the next time the program launches (after requesting
confirmation).

Newer versions of the User's Manual in the currently
set language are saved in the program folder in the
_Manuals folder and can be called up using the

Help [2) button.

If you have disabled automatic updates after receiving
an update natification, you can enable this function
again using the Software update... button in the About
Accu-Chek Smart Pix dialogue box (see page 228).



£ Sett
@nera\ seftings

Ranges and thresholds

Targetrange 39 | - |89

Hypo limit 39 | mmolL

‘Carbohydrate unit

g

 Setiings ===
Language Automatic features
English - Automatic print X Seftings.
Automatic save % Seftings.
Always assign data to patient autematically
( Activate additional features Data protection
Cancel
===

mmoliL

Cancel
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Switching to advanced mode (Windows version only)

You can switch to advanced mode on the General Settings
tab of the Settings dialogue box:

. Click the Activate additional features button to switch
from basic to advanced mode.

@ Switching between modes is not possible if a record
is open.

Customised settings for the patient record currently
displayed

This window, whose name depends on the record currently
open, contains setup options for adjusting the report
individually.

Use the setup area if you want to change the settings for the
patient record that is currently displayed. The changes made
here are only applied to the record currently open and are
saved with it.
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Target range

The Target range refers to both blood glucose results and
CGM results. For blood glucose results, the arithmetic mean
of all test results (mean blood glucose) is considered. For
CGM results, the middle value of all CGM results (CGM
median) is considered. Setting these thresholds determines
which values fall within the target range (green), above or
below the target range (yellow), below the hypo limit and
above the limit for the upper red range (red) when displaying
the status. These values are also used to display the target
range and the hypo limit in the glucose reports.

The Hypo limit can only be a reliable indicator of low
blood glucose (hypoglycaemia) if the limit has been
properly selected. We therefore strongly recommend
that you talk to your healthcare professional before
you change the limit. This function is not a substitute
for hypoglycaemia training by your healthcare
professional.

Carbohydrate unit

Select the Carbohydrate unit to be used for displaying the
corresponding amounts in various report elements.



6.4

Using the software

Chapter 6, Accu-Chek Smart Pix Software - Basic Mode

The Accu-Chek Smart Pix software provides you with the
following options:

. Display reports with graphical, tabular and statistical
elements.

. Maximise graphical report elements depending on the
available screen area and examine them in detail.

. Archive reports with selected elements as a PDF file.

. Print reports with selected elements.

. Create records for multiple patients or users and
assign the devices in use.

. Read and save records and automate reports.

. Perform software updates.

. Connect and upload data to the RocheDiabetes Care
Platform.

1. This functionality is not available in all countries
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6.5 Reading data

@ Accu-Chek Smart Pix Software

ACCU-CHEK® Smart Pix

Welcome to the Accu-Chek Smart Pix software!
Basic mode
Select a feature:

Read new data from device Display saved data

‘Connect your device or

AceuChekactive IR
Acouhek e USB
AccuChek A
Accu-Chek A Combo
Accu-Chek va Connect
Accu-Chek Aiva Expert

AcouChek viva Insight

T | acoucnekamanano G %

AccuChek Compact
Accu-Chek CampactPlus
Acou-Chek Go
Accu-Chek Guide.
AceuChek nsight
AccuChek nstant

Acou-Chek obil R
Acou-Chek Mobile USE
Acou

Ao

Aot

‘Acou-Chek Performa nsig

=R =)

Accu-Chek Performa blood glucose meter
Accu-Chek Performa Nano blood glucose
meter

The Accu-Ghek Performa and Aceu-Chek Performa Nano meters have
a bulln nfared portfo Gata Fansfer. I order o ea0 data fom
hese devies, proceed a5 alows

#Place the gevice no more than 10 cm away iom the Infrared
window on

he Acou-Chk St Pix device. Bon infrared —

mustve facing one anotner

4> butons pressed
rows sppear on

Now connect your devic..
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The Accu-Chek Smart Pix software expects a data transfer to
take place as soon as the program has been launched. The
program requires no further steps to start a data transfer.

. Click the Read new data from device button to open
the corresponding help file if you do not know how to
prepare the device (meter, diabetes manager or
insulin pump) for transferring data.

Select your device from the list in the left column and read
the information about how to prepare the data transfer.

. Prepare your device for the data transfer accordingly.
The data transfer will start automatically.

For subsequent data transfers you do not need to click the
Read new data from device button; it is only a means of
displaying the help file.



3 Accu-Chek Smart Pix Software - Read device
‘ Device data has been read

Device data has been read

Accu-Chek Compact Plus ~ Serial number: 00605527

This device has not been assigned to a patient yet Select*Assign device” to assign the device to a patient,
select"New patient to create a new patient file, select"No” to view the data without saving it or select

“Cancel” to cancel.

Assign device | | New patient | | Mo, display only Cancel

[ Accu-Chek Smart Pix Software - Read device
‘ Device data has been read

Device data has been read
Accu-Chek Compact Plus ~ Serial number: 00605527

Should the device data be assigned to this patient.
Smith, Annie

10.05.1958

SA19580510

Yes Other patient | No, display enly Cancel
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If data is imported from a device for the first time:

. The Assign device button allows you to add the data to
an existing patient record.

. The New patient button allows you to create a new
patient record and assign the device to it.

. The No, display only button allows you to view the
report on the spot and discard the data later.

If data from the device has previously been imported and
assigned, and the automatic assignment option (see
page 194) has not been enabled:

. The Yes button allows you to confirm that the data is
to be added to the existing record of the preselected
patient.

. The Other patient button allows you to assign the

device to another existing patient.

. The No, display only button allows you to view the
report on the spot and discard the data later.
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@ resdamice &= When reading the data, the time set in the device is
O T e compared to the time set in the computer. You will be
tes tnrs notified if these times do not match. You can adjust the

time set in the device directly from the Accu-Chek
Smart Pix software if your device supports this function.
For the data from a device to be analysed correctly (for
example, based on certain weekdays or time blocks),
the date and time settings must be correct.

The data is now imported from the Accu-Chek Smart Pix
device and prepared for a report.

2wecks - &8 | 03.07.201516.07.2015 >

| siaus 56 statss standard day
Tona I ]

Standard day Lowhyporisk ;

TR Note that unsaved data is only available until you close
g ~ the program or the record, or import new data.

Hean biood glucose above target
range

Targetrange: 33-5.9 mmolL.

Moderate variabiity

Target range: 3909 mmaiL
1 Avove 5%

witin 2%
I Hypostycsemia 2%

“
S Y
I 1644 U1 sy (49%)

39 mmolL.
2
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If patients are using more than one device (for example, one
at the workplace and one at home) and you want to read the
data from all the devices for the same report, repeat the steps
described beforehand for each device.

A joint analysis of several devices can only be
performed if the imported data is saved. Reports that
are not saved can only present the data from one
device.

@ To be able to analyse the combined data from several
devices, it's important that all devices used must have
correct date and time settings. Only then will the
reports provide correct information for
recommending a potential course of treatment.
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6.6 Managing records (up to 4 records)

Py PE—— —ioks  Before importing data for the first time the Display saved data
ACCU-CHEK® Smart Pix button is inactive and without function. After creating the
_ first record, this button will be replaced by a button with the
Welcome to the Accu-Chek Smart Pix software! .
S e name of the patient.

Select a feature:

Read new data from device Display saved data

Up to 4 of these buttons for individual patients can be shown
simultaneously in the program window. If you want to
manage more than 4 records, the appearance and respective
function of these buttons changes. See the corresponding

e description in chapter 6.7.
o1

0201 Roche Dinetes Care
ACOU GHEK naACCUCHE s e vemars et || T fUse

@ ccu-ChekSman ixoftware =

ACCU-CHEK® Smart Pix

Welcome to the Accu-Chek Smait Pix software!
Basic mode

Select a feature:

©2018 Roche Diabetes Care
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3 Accu-Chek Smart Pix Software - Read device
‘ Device data has been read

Device data has been read

Accu-Chek Compact Plus ~ Serial number: 00605527

This device has not been assigned to a patient yet Select*Assign device” to assign the device to a patient,
select"New patient to create a new patient file, select"No” to view the data without saving it or select

“Cancel” to cancel.

[ Assign aeee || New patient . displayonly || Cancel

2% Edit patient records ol ===
Mandatory field
Name i Patient 1D * |
Device(s)
Device | Serial number  Last reading of device data
Cancel
2% Edit patient records == =)
Mandatory field
Name / Patient 1D * | Smith |
Device(s)
Device ~  Serial number Lastreading of device data
e
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Creating a new patient record

When the import dialogue box is displayed, click the New
patient button.

To create the new record:

. Enter the name or a patient ID.

. Click the OK button to create the record and close the
dialogue box, or:

. Click the Cancel button to discard the entries you
made and close the dialogue box without saving the
changes.

If you created the new patient record during an import, the
imported information (meter and data) is automatically
assigned to this new record. From now on, when performing
an automatic import, the connection to the meter will only
need to be confirmed, provided that the automatic
assignment option is not enabled. The data is saved to the
selected record.
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Assigning an existing record

5% Al St P St Rend dmice = If you have imported data that is to be assigned to a person
la#| Device data has been read with an already existing record (for example, for a new
Devies datanas boen oad meter), proceed as described here:
Accu-Chek Compact Plus ~ Serial number: 00605527
e e s S e . Click the Assign device button in the dialogue box
“Cancel” fo cancel .
[ Assign device | Ny patent | | No, dispiayonly || Gancel dISpIayed'
\ . Make sure you have the correct record selected.
b . Click the Assign button.

Patient list
Name /Patient D+ Setal numoer

smin 00805527

Dos

The device has now been assigned to this record. For future
imports, this connection will only need to be confirmed,
provided that the automatic assignment option is not
enabled. The data is saved to the selected record.

©) Accu-Chek Connect & assign cel
Confirming the device assignment
T ———— = If the assignment has already been completed, it will be
| Device data has been read displayed when saving future imports, provided that the
Devee s as een reas automatic assignment option is not enabled.
Accu-Chek Compact Plus ~ Serial number: 00605527
Should the device data be assigned to this patient: i
S . Click the Yes button to add the data to the record
Yes Other patient | | No, display only Cancel d|Sp|ayed

The data is saved to the selected record.

. Click the Other patient button to re-assign the device.

. Click the Cancel button to close the dialogue box
without saving the data.
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@ Accu-Chek Smart PiSotware

AcCCU-CHEK* Smart Pix

Welcome to the Accu-Chek Smart Pix software!

Basic mode
Select a feature:

Read new data from device D

©2018 Roche Diabetes Care
ACCU-CHEK and ACCU-CHEK SWART PIX are frademarks of Roche.

Terms of Use

[E=R ==

Smith,
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Opening a record

You can open saved records at any time. An open record
gives you access to all its reports.

Click the button with the name of the patient to open the
corresponding record.

Closing the record and report

To close an open record (and/or the currently displayed
report):

Click the &Y icon next to the record ID or meter information.

Note that unsaved data is only available until you close
the program or the record, or import new data.
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Editing patient records

You can edit the master data of a patient record at a later

time.
[y == Right-click the button with the name of the patient to
ACCU-CHEK" Smart Pix open the context menu.
Welcome to the Accu-Chek Smart Pix software! " Select Edit patient records...
BMTT . Make the desired changes.
- . Click the OK button to save the changes and close the

r dialogue box, or:
. Click the Cancel button to discard the entries you

made and close the dialogue box without saving the
changes.

You cannot use this feature to edit the test results contained
in this record and their associated information.

23 Edit patient records =N R |
Mandatory field
Name / Patient D * | Smith ]
Device(s)
Device « Serial number Lastreading of device data
oK Cancel
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@ Accu-Chek Smart PiSotware

AcCCU-CHEK* Smart Pix

Welcome to the Accu-Chek Smart Pix software!
Basic mode
Select a feature:

Read new data from device D d data

o patient records.
Delste panm ecords

©2018 Roche Diabetes Care
SwaRT Terms of Use

[E=R ==
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Deleting a record

You can delete a record at any time.
The selected record will be deleted upon
confirmation. Make sure that you no longer need the
selected record. Regular data backups also help to

avoid inadvertent data loss.

. Right-click the button with the name of the patient to
open the context menu.

. Select Delete patient.

The selected record has now been deleted.
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6.7 Managing records (5 or more records)

@ Accu-Chek Smart Pix Software

AcCU-CHEK " Smart Pix

Welcome to the Accu-Chek Smart Pix software!
Basic mode
Select a feature:

Read new data from device Display saved data

©2018 Rochs Diabetes Care
ACCU-GHEK and ACCU-CHEK SWART PIXare trademarts of Roche. || Terms of Use

=R =)

@ Accu-Chek Smart Pix Software

ACCU-CHEK® Smart Pix

Welcome to the Accu-Chek Smait Pix software!
Basic mode

Select a feature:

©2018 Roche Diabetes Care
ACCU-CHEK and ACCU-CHEK SWART PIX are trademarks of Roche. | Terms of Use

=R =)
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If you want to create and manage records for more than 4
patients, enhanced management tools will become available
as of the 5th record. For 5 or more records, the program
window will no longer show buttons for individual records,
but only the Display saved data button.



@ Accu-Chek Smart PiSotware

AcCCU-CHEK* Smart Pix

Welcome to the Accu-Chek Smart Pix software!
Basic mode

Select a feature:

[E=R ==

©2016 Roche Disbetes Care
HCCULGHEK angGCU-HEK SUART Pt v f o, | T\ ofUs
% patient st ' =
Patient list
Name PatintiD® ~ Firstname. Sertal numoer
Doe Jom
De Jomn mmol 000103081
James Jacky
James Jackymml 3
s2100071335
Pemzas
S snnie aosossar
smin Susan
smin Susan mmol o0003111
aoratass v
searen I(rewsatent )mwanzmremms Detete patent | | mportrecor.
©) Accu-Chek Connect Select Car
[ Accu-Chek Smart Pix Software - Read device ==

Device data has been read

Device data has been read

Accu-Chek Compact Plus ~ Serial number: 00605527

“Cancel to cancel.

New patient || Np, aisplayoniy || Cancel

This device has not been assigned o a patient yet Select*Assign device” to assign the device to  patient,
select“New patient”to create a new patient file, Select“No” to view the data without saving it or select
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Creating a new patient record

You can create a new record at any time (irrespective of
existing data), even during an import.

To create a new record:

. If there is no import running, click the Display saved
data [BY button.

. In the Patient list window, click New patient...

. When the import dialogue box is displayed, click the
New patient button.
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2% Edit patient records

Mandatory field

[E=N B =)

Name / Patient 1D * | |

Optional

First name
Date of birth
Patient ID

Device(s)

Device

Example: 31.12.1962

«  Serial number Last reading of device data

Cancel

24 Edit patient records

Mandatory field

(=l ==

Name i PatientID* | Smith

Optional

Firstname Annie

Date of birth 10.05.1958 Example: 31.12.1962

Patient ID SA19580510

Device(s)

Device

4 | Serial number Lastreading of device data

In the Edit patient records dialogue box displayed now, you
need to enter at least the patient’s last name. Further
information such as first name, date of birth or an existing
patient ID are also possible and/or necessary if several
patients with the same last name exist.

To create the new record:
. Enter the name and any further information you

require. You can use any of the information entered
here to search for the record at a later stage.

. Click the OK button to create the record and close the
dialogue box, or:

. Click the Cancel button to discard the entries you
made and close the dialogue box without saving the
changes.

If you created the new patient record during an import, the
imported information (meter and data) is automatically
assigned to this new record. From now on, when performing
an automatic import, the connection to the meter will only
need to be confirmed, provided that the automatic
assignment option is not enabled. The data is saved to the
selected record.



3% Accu-Chek Smart Pix Software - Read device =
‘ Device data has been read

Device data has been read
Accu-Chek Compact Plus — Serial number: 00605527
This device has not been assigned to a patient yet Select*Assign device” to assign the device to a patient,

select“New patient” to create a new patient file, select “No™ to view the data without saving it or select
“Cancel” to cancel.

[ Assign evice | N}»«pauem No, displayonly | | Cancel

Patient list

000103061

smin Susan mm: ol 00003111

00731488 <

Searcn Newpatent..| | Editpatientrecords.

= patent it \ = = |
Frstname - -
oe o
» Jommmar

[ Accu-Chek Smart Pix Software - Read device ==
‘ Device data has been read

Device data has been read
Accu-Chek Compact Plus ~ Serial number: 00605527

Should the device data be assigned to this patient.
Smith, Annie

10.05.1958

SA19580510

Yes Other patient | No, display enly Cancel
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Assigning an existing record

If you have imported data that is to be assigned to a person
with an already existing record (for example, for a new
meter), proceed as described here:

. Click the Assign device button in the dialogue box
displayed.
. Make sure you have the correct record selected.

. Click the Assign button.

The device has now been assigned to this record. For future
imports, this connection will only need to be confirmed,
provided that the automatic assignment option is not
enabled. The data is saved to the selected record.

Confirming the device assignment

If the assignment has already been completed, it will be
displayed when saving future imports, provided that the
automatic assignment option is not enabled.

. Click the Yes button to add the data to the record
displayed.

The data is saved to the selected record.

. Click the Other patient button to re-assign the device.

. Click the Cancel button to close the dialogue box
without saving the data.
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Importing records

Py Sy To add a DIA file which was received by email or restored
e e from a data backup to your patient list:
- - . In the Patient list window, click the Import record...
button.
- = . In the dialogue box that follows, select the desired DIA
file and click Open.
M‘ Now the same dialogue box appears as is displayed when

reading data from an unknown meter. You can now assign
the contents of the file for import to a new or an existing
record.

When a DIA file is imported to an existing record, only
ST new entries are added. This is the same as for reading
asfzb—aﬁﬂ—w]B—bﬁ:b—kb:sﬁdgdib)dwa - : meter data

] Testoor.dia
[ test2002.dia

L Trend exemple.dia

0% Accu-Chek Smart Pix Software - Read device
‘ Device data has been read
Device data has been read
Accu-Chek Compact Plus ~ Serial number: 00605527

This device has not been assigned to a patient yet. Select *Assign device” to assign the device to a patient,
select “New patient to create a new patient file, select “No” to view the data without saving it, or select
“Cancel to cancel.

Assign device | | New patient || No, display only Cancel
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@ Accu-Chek Smart PiSotware

AcCCU-CHEK* Smart Pix

Welcome to the Accu-Chek Smart Pix software!
Basic mode

Select a feature:

[E=R ==

2018 Rocne Disotes Care
GCU-CHEK andACCU CHEK SIIART PXare tadamaris afRoche. | Tern) of s
% patient st ' =
Patient list
Name /PatentD® Fustname Sera number
oo som
oo Somn ot onotozost
sames sacky
sames sacey ol =
s2100071335
Fewzss
smin o cososs2r
smin Susan
snin Susan mmt onnosrit
cor3iasa =
searen Newpatent. || Eatpatintecorss.. | Deleepatent || importrecors.
©) Accu ek Camnect select || ) cance
2 Patient st =
Patient list
Name /PateniD® = Fistname Seralnumber
ooe o
Doe o et anotoanat
sames sacey
sames sackymmol %
c2t00071335
pezss
smin sovie cososs2r
smin susan
smin onnoarit
cor31ass =
searen | > Newpatent. | €t paent recors.. | Deletepatent| [ mpontrcors.
©) pccv-oner Camm sl || cancel
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Opening a record

You can open saved records at any time. An open record
gives you access to all its reports.

. Click the Display saved data B} button.
. Click the record you want to select.
. Click the Select button.

To quickly find a certain record, you can also enter known
parts of the patient ID into the search window at the bottom
left of the screen.. Only records matching these entries will
be displayed.
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Smith, Susan
31.12.1999 / BG-CSlI

(]

Closing the record and report

To close an open record (and/or the currently displayed
report):

Click the &Y icon next to the record ID or meter information.

Note that unsaved data is only available until you close
the program or the record, or import new data.



@ Accu-Chek Smart PiSotware

AcCCU-CHEK* Smart Pix

Welcome to the Accu-Chek Smart Pix software!
Basic mode

Select a feature:

©2018 Roche Diabetes Care

[E=R ==

HCCULGHEK angGCU-HEK SUART Pt v f o, | T\ ofUs
T ‘ =
Patient list
T 8| o =
. Ex
o s oo
P s
- e =
P
ez
o rm e
= =
. - e

Searn Newsiont | €t

@) Accu-Chek Connect

00731488

Importrecora.

Mandatory field
Name /PatientID * | Smith

2% Edit patient records [E=R[EER =

oK

Optional
First name Annie
Date of birth 10.05.1958 Example: 31.12.1962
PatientID SA19580510
Device(s)
Device a Serial number Lastreading of device data

Cancel
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Editing patient records

You can edit the master data of a patient record at a later
time.

. Click the Display saved data B} button.

. Click the record you want to select.

. In the Patient list window, click Edit patient records. ..

. Make the desired changes.

. Click the OK button to save the changes and close the
dialogue box, or:

. Click the Cancel button to discard the entries you
made and close the dialogue box without saving the
changes.

You cannot use this feature to edit the test results contained
in this record and their associated information.
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% patient st

Patient list

Name /PaentD* _~ Firstname Serial number

Sty |

James Jacky mmol

corsass -
Soaren Now patent..| | Edt patientroce{s.. | Deeto patent | importrcore
anne

Select

000103041

s

92100071335

PEM1234

»»»»»»»»

00003111

Cancel
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Deleting a record
You can delete a record at any time.

The selected record will be deleted upon
confirmation. Make sure that you no longer need the
selected record. Regular data backups also help to
avoid inadvertent data loss.

. Click the Display saved data B} button.
. Click the record you want to select.
. In the Patient list window, click Delete patient.

The selected record has now been deleted.

Archiving a record

You can archive records (*.DIA) by copying the whole Diaries
folder containing the saved records during your regular data
backups.

See page 216 for information about reading a record
archived in this way.



Chapter 6, Accu-Chek Smart Pix Software - Basic Mode

Activating the interface to Accu-Chek Connect online
(Windows version only)

Patients who collect their data using Accu-Chek Connect
online, for example, using the Accu-Chek Connect app or by
uploading the device data, can make the data directly
available for analysis by the Accu-Chek Smart Pix software.

In order to use this function, you need a user account for
Accu-Chek Connect online. If you do not have such a user
account, you can create one as follows:

. Go to the following Internet address in a browser:
www.accu-chekconnect.com//ui/guest/registration/
register.jsf

. If necessary, select the corresponding country and
language.

. Follow the instructions on the screen to register.

Once registration is complete, you will have a user account
with a User name and Password.
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% patient st

Patient list

Name /PaentD* _~ Firstname Serial number

Now patient | | Editpatientrecords. || Delets patient

@) Accu-Chek Connect

select

000103041

s
92100071335
PEM1234

0060552

00002111

00731488+

Importrecord.

Cancel
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2.

€ Accu-Chek Connect online ==

Automatic data import from Accu-Chek Connect online

Patient records can be imported automatically from Accu-Chek Connect
onling. To do 50, create a user aocount atAccu-Chek Connect online (ttps:if
wwwaccu-chekeonnect com/) and enter your login data. You can then select
the patients for whom records should be automatically imperted, from the
patientlist

[] Activate interface for automatic data import
Login data forAccu-Chek Connect online

Username

Password

Cancel

. In the Patient list window, click the Accu-Chek
Connect button.

. In the dialogue box that follows, select the checkbox
to activate the automatic data import via this interface.

. Enter your User name and Password.

You can now invite all users in the patient list to enable their
data for analysis. The data of all the patients who confirmed
this invitation is also available in the Accu-Chek Smart Pix
software through automatic synchronisation with Accu-Chek
Connect online.

The status of a patient record regarding import via the
interface to Accu-Chek Connect online can be seen by a
corresponding icon in the list.

. @ Inactive (or not yet invited). Click this icon to
send an invitation to the email address saved in the
record. The icon then changes its appearance to:

. ® |nvited but not yet enabled. Once the patient has
accepted the invitation and has enabled data in
Accu-Chek Connect online, the icon changes its
appearance to:

. ® Active (invited and enabled).



2 patint izt

Patient list

Name /PatientD*  ~ Firetname Serial number
v Fist

===

New patint.. | | Editpatent records.

Delete

atent

select

000103041

Importrecora.

2% Edit patient IDs

==l

v| Use patient|D 1 | Name /PatientID

+| Use patientID 2 | Firstname
v| Use patientID 3 | Date of birth
+ Use patientID 4 | PatientID

OK

Cancel
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Adjusting the patient list display

You can show or hide the contents displayed in the patient
list as required and you can also rename the column
headings and change the column order.

. Right-click any column heading.

. From the context menu, select the contents you want
to display in the patient list. The selected contents are
marked with a check mark. Remove the checkmark for
contents you want to hide. ID1 (Last name) will always
be displayed and cannot be hidden.

. If you want to change the column headings (for
example, Last name, First name), select Edit patient
IDs from the context menu.

. If you categorically do not wish to use a particular
individual ID, deselect the checkbox to the left of it.
The respective ID will be hidden from the patient list
and the Patient dialogue box. ID1 (Last name) will
always be displayed and cannot be disabled.

223



Chapter 6, Accu-Chek Smart Pix Software - Basic Mode

Patient it

Patient list

Name /PaentD* _~

Sty |

Soaren
©) Accu-Chek Conng

Now patient | | Editpatientrecords. || Delets patient

select

000103041

£

92100071235
PEM1234
0060852

00003111
00731488+

Importrecord.

—m— *
Patient list

Firstname

Name PatientD® _«

T

John

John mmol

Search

@) Accu-Chek Connect

New patient || Editpatientrecorcs.. | Delets patient

Select

000103041

92100071335
PEM1234
0060527

00003111
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Click a column heading and drag it to a different
position to change the display sequence of the
columns.

Click any column heading to sort the records by this
column.

Click the column heading according to which the
patient list is to be sorted. Click the = button next to
the selected column heading to toggle the sorting order
between ascending and descending. You can, for
example, sort according to the date when data was last
read from the device and then all records changed on
the current date can be found at the beginning (or end)
of the list.

If there are several records with the same information
(for example, the current date) for the selected sort
criteria (for example, date when data was last read
from the device), the resulting group will be sorted by
last name too.
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When you have read device data or opened a record, you can
print the displayed report using the Accu-Chek Smart Pix
software’s print feature.

. Click the [Ty button. The selection window appears.

. Click the printer you want to use for printing the report
elements.

. From the displayed reports (displayed on two tabs)

and report elements, select the ones you want to print.
Selected report elements are highlighted in colour.

- To select an individual report element, click the
corresponding report icon.

- To deselect a highlighted report element, click the
report icon again.

. When you have selected all the desired report
elements, click the OK button.

The selected report elements are now output to the selected
printer. If you decide not to print the file, click the Cancel
button instead.
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6.9 Exporting reports as PDF files

When you have read device data or opened a record, you can

-/ save the displayed report as a PDF file.
2weeks b @ b] 03.07.2015-16.07.2015 >
IR R TR . Click the [ button. The selection window appears.

. Enter the desired file name in the corresponding input
field. You can also keep the default file name. The file

Wean biood glucose above target
range

Target range: 3.9-8.9 mmollL

Y W;,L;\YT is given the name entered here along with the suffix
1l ﬂTi il “ pdf”.
A ‘ . From the displayed reports (displayed on two tabs)
s i ) " and report elements, select the ones you want to save
— R in the file. Selected report elements are highlighted in
i W Rl e n R s colour.
- To select an individual report element, click the
‘ corresponding report icon.
@ save as PDF report == i . i
BB o cinE s s e e FpEl T O SATEe]] - To deselect a highlighted report element, click the
report icon again.
= sl | oe=e EEE . When you have selected all the desired report
elements, click the Save button.
The PDF file is created and saved to the PDF Reports folder
(or a manually selected folder). If you decide not to save the
file, click the Cancel button instead.
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6.10 Using report elements in other applications

Fymp == Ifyou wantto use charts or texts from the reports in other
- - (4] o > applications (for e>.<ample, in a text program or a table), you
[ oo : can do so by copying them to the clipboard.
= R (O T} RN S
o M\ ==3 A - . Right-click any free area in the report element
e \ displayed.
oy’ 9%,;‘;{ . Select Copy text to clipboard if you want to use the
e T displayed information as unformatted text in another
application.
s ot ‘) " . Select Copy image to clipboard if you want to use the
| o e eas e report element currently displayed as an image in
e T another application.
. Go to the desired application and insert the contents

of the clipboard using the CTRL + V keyboard
shortcut or the Paste menu option.
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6.11 Special functions

@ Accu-Chek Smart P Software

ACCU-CHEK ® Smart Pix

Welcome to the Accu-Chek Smart Pix software!

Basic mode
Select a feature:

Read new data from device Display saved data

@ About Accu-Chek Smart Pix =
2018 Roche Diastas

[E=3(ER =]

ACCU-CHEK angACCU Accu-Chek Smart Pix Software V 32.3.20285
©2020 Roche Diabetes Care
Al rights reserved

Click here for the list of trademarks
(01) 04015630082094

e
(8012) 32320286

& 20201045

Roche Diabetes Care GmbH
Sandhofer Strasse 116
68305 Mannheim, Germany
www.accu-chek com
Connected devices:
Accu-Chek Smart Pix device, serial number GV00000000, version 3.03.00
Installed plugins:

‘Accu-Chek Smart Pix Software, Set Time Plug-In v 3.2.0.10856 B
(©)2018 Roche Diabstes Care

Accu-Chek Smart Pix Software, Access Interface Plug-n  3.3.0.11600
©2019 Roche Diabetes Care

Accu-Chek Smart Pix Software, Config Meter Plug-in V 3.3.0. 20267
Roche Diabetes Care

d oz Cho oSyt E0OioceFugnV 3301160
[ o -

Software update. oK

. Searching for software updates... \ @

Search for software updates?
The search keeps running in the background,

Select the location from which to install the software update:
® Update server (Internet)

USB flash drive

cD
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The Accu-Chek Smart Pix software allows you to select the
following special functions:

Performing updates for the Accu-Chek Smart Pix
device

Manually triggering the search for updates to the
Accu-Chek Smart Pix software and Accu-Chek
Smart Pix device

Searching for software updates for the Accu-Chek
Smart Pix device and the Accu-Chek Smart Pix
software

You can trigger the search manually with this function. This
is useful, for example, if the computer is not regularly
connected to the Internet.

Click the About... button.
Click the Software update... button.

- If you want to search for updates on the Roche
server, ensure that the computer is connected to
the Internet.

- If you want to install updates from a USB flash
drive, insert the USB flash drive into the computer.

- If you want to install updates from a CD, insert the
CD into the drive.

Select the desired source and click Yes to launch the
search for the current software version from the
selected location.
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The search is performed in the background and you can use
the Accu-Chek Smart Pix software without any restrictions. If
a newer version is found, it is downloaded.

The respective components are updated as described below:

. The Accu-Chek Smart Pix software is updated the
next time the program launches (after requesting
confirmation).

. A connected Accu-Chek Smart Pix device is updated
the next time the program launches (after requesting
confirmation).

. The latest version of the User's Manual is saved
locally.
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6.12 General information about the reports

Report elements

The Accu-Chek Smart Pix software creates single-page or

multi-page reports for defined time ranges (for example, the

T last 2 or 4 weeks); the time range can be selected as needed.
Z A report can contain any of the following report elements:

[1] Status
[2] Trend
: [3] Standard day (BG) or Daily overview (CGM)
. [4]  Logbook (BG) or Daily statistics (CGM)

LG I |“ ‘“Illﬂl' e H‘| | \|‘\‘ e
. 2 ‘ The illustration on the left shows an example of a report,
‘ either available as a printout or exported as a PDF file.
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Analysed data

The Accu-Chek Smart Pix software checks the read data to
create the reports. The following data is not included in the
statistics:

. Test results outside the selected time range

. Test results saved without date and time

. Tests with control solution

. Invalid/deleted tests

. Tests outside the measuring range (marked as HI/LO)

Note the following when using the Accu-Chek Smart Pix
software with several meters and patients:

PRECAUTION

Risk of wrong assignment of data

To ensure that the report that belongs to a particular
meter is displayed, compare the serial number on the
meter with the data displayed in the top right-hand
corner of every report, for example, patient name or
device name and serial number.

@ If you want to analyse the data of several devices
together, the devices must be synchronised, i.e. all
devices involved should have the same date and time
settings. Otherwise the sequence of stored events
may be misinterpreted.
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6.13 Interactive features in the report

Changing the time range

EE— & All reports are shown according to the time range set in the
5 || ooz . configuration.
SRS L[ ERERRE E . To change the time range at a click, simply select a
oo o R predefined time range using the associated button.
2 weeks N ——— . To select the time range according to specific dates,
4 weeks click the g button to open the calendar and select
8 weeks the start and end dates.
* . To toggle the display between earlier or later time

@ A Chok sl P sftware

ranges, use the arrow buttons to the left and right of
the time information (at the top of the window).

BG staus

Standard day Lowhyporisk

Hean blood glucose above target
range

TN B N |
AN
et - oZatial W
wn THT i
iy ®
[Heosczemia |gssalinsuiin 1444 U 03y (49%)
pr— — Jeous 152208y 51%)
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Toggling the display between BG and CGM results

If data from continuous glucose monitoring (continuous
glucose monitoring = CGM) is present in addition to blood
glucose results you have obtained with a meter (BG), it is
possible to toggle the display between both data types.

. Select to display the report for CGM results
. Select | 4 ~ | todisplay the report for BG values
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Status

aaaaaaaaaaa

@ e ChekcSar i Software

Targetrange.

s (mmolr)

Blood glucos

RN

| 03.07.201516.07.2015 >

LA A

Th, 09.07.2015 o809

] y = |

Wed, 0807.2015 05:40

RS
~

Bloodglucose 170 mmoliL

Bolus (U)

X Hypoglycaemia
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Displaying additional information in charts

The Trend and Standard day report elements allow you to
display additional information for each entry.

. Move your mouse across the entry you would like
more information about (blood glucose, insulin or
carbohydrate amount, connecting line).

After a few seconds, a tooltip will be displayed showing you
the details for this entry:

. For blood glucose: date, time, test result, markers (for
example, before/after meal, if applicable), comment.

. For insulin: date, time, type and amount of insulin,
comment.

. For carbohydrates: date, time, amount, comment.
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Selecting chart contents

The Trend and Standard day report elements allow you to
select certain elements (thus highlighting them) for
examination in this report or other reports.

. Simply clicking a connecting line or an entered test
point marks the day’s tests that belong together. If you
keep the CTRL key pressed while clicking, you can
mark additional days.

. Once you have marked an element in the chart, you
can switch to another report; the highlighting will be
visible in this report too.

. To undo the highlighting, simply click an empty area
in the chart.
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6.14 Blood glucose: contents of the report

@ Accu-Chek Smart P Sotware

[ ] 86 staus

Lowhyporisk

1ean blood glucose above target
range

Target range: 30-8.9 mmoiL.

N
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F— w |
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Hopoimi 39 oo |00 2% Isatus 15220 dar (51%)
Hopealsemia N Hypogycaemia 2% Bolus frequency 60/day
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Overview

In the Overview report element, you will find a summarised
assessment of the read data. The assessment relates to the
target range and the thresholds specified in the settings. This
report element helps to quickly gain an overview and does
not contain any detailed information about individual results.

BG status pane

The BG status pane gives you a basic assessment of the read
test results while considering the following three parameters:

. Hypo risk
. Mean blood glucose
. Variability
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The assessment of these three parameters occurs using a
traffic light indicating “Keep it up!” (green), “Watch out!”
(yellow) or “Stop!” (red).

. If the values fall within the specified range, this is
indicated by the colour green.

. If the values fall marginally outside the specified
range, this is indicated by the colour yellow.

. If the values fall significantly outside the specified
range, this is indicated by the colour red.

Click the icon for more information to be displayed. Four
tabs contain detailed information and recommendations
which can be useful to optimise the results.

Note that the traffic light can only show a correct
status if the parameters in the corresponding settings
have been suitably adapted.

Other panes

In other panes you can find a summary of information such
as Standard day, Statistics or Distribution. As with all other
report elements, all results and statistics refer to the set time
range.
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@ A Chek Smart P Sftware
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Trend

This report element shows the trend for several test results
over the selected time range. The values that can be
displayed in this report element are:

. Blood glucose values

. Insulin amounts (bolus insulin)
. Carbohydrate amounts

. Basal rate

You will find the days, months and years along the horizontal
(x) axis and the blood glucose values along the vertical (y)
axis. For your guidance, the blood glucose values (repre-
sented by various icons) are connected by a line, provided
the corresponding tests are no more than 10 hours apart. The
various icons are explained briefly in the key and in more
detail on page 102.
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For further guidance, you can see the set target range in the
background of the chart (in the form of a green bar) and the
hypo limit (in the form of a red line). Days that are non-work
days (the default is set to weekends) are marked in addition
with a grey bar on the horizontal axis.

In addition to the thin line connecting the individual blood
glucose values, you will also see a (thicker) grey curve: the
day-to-day trend of the mean blood glucose value.

Here you will also find a display of insulin amounts (if stored
in the meter or entered in the record). Each insulin amount is
plotted top down in the chart. You can see the associated
values at the top of the right-hand y-axis.
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[y e 1he following information can be displayed at the bottom of
- the chart:

m 03.07.2015-16.07.2015 >
S
.

gl Wl M m LR, . Carbohydrate amounts (brown), if stored in the
meter or entered in the record. To facilitate evaluation
of the amounts, the bars are represented by small,
separate blocks. Each complete block represents a
carbohydrate amount of 10 g. At the bottom of the
right-hand y-axis, you will find the scale for carbohy-
drate amounts, as long as no basal rate information is

B

ose (mmoit)

Blood gluce

present.
. Basal rate (blue), if present from an insulin pump. At
. il ‘ : S the bottom of the right-hand y-axis, you will find the
Targetrange. — Hypolimit —  Connecting lines X Blood glucose X Hypoglycaemia Scale for the basal rate

Various events are also displayed (independently of
displaying the basal rate). These are:

. Basal rate events (for example, Run, Stop, changes to
basal rate)
. Cartridge change and associated events, for example,

fill transfer set

The various icons are explained briefly in the key and in more
detail from page 102 onwards.
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Standard day

This report element is used to facilitate recognition of patterns
recurring every day. For this purpose, all data is positioned in
a 24-hour grid and all the tests performed at a specific time of
day are shown at the same position on the time axis. If time
blocks have been defined in the meter, the information will be
analysed when the time axis is set up. If they are not, a
standard time block setting will be used.

All the blood glucose values are plotted at the relevant time
of day according to the time when the test was performed.
For your guidance, the blood glucose values (represented by
various icons) are connected by a line, provided the
corresponding tests are no more than 10 hours apart. A
(thicker) grey curve represents the trend of the mean value
for every time block. The different time blocks are
distinguished by alternating white and grey shading. The
names of the time blocks are indicated above the chart.

Here you will also find a display of insulin amounts (if stored
in the meter or entered in the record). Each insulin dose is
plotted top down in the chart and you can see the associated
values at the top of the right-hand y-axis.

241



Chapter 6, Accu-Chek Smart Pix Software - Basic Mode

@ A Chek Smart P Sftware
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You have the option of displaying the following information
at the bottom of the chart:

Carbohydrate amounts (brown), if stored in the
meter or entered in the record.

Basal rate (blue), if present from an insulin pump.
This allows you, for example, to easily recognise
frequent manual basal rate changes at certain times,
to facilitate general adjustment of the basal rate.

Logbook HH

The logbook creates a tabular overview of blood glucose
results, carbohydrate amounts and insulin doses. The table is
created according to the date and time information of the
blood glucose results. The table is horizontally divided into 24
hours and vertically sorted by date.

In addition, the following information is displayed at the
right-hand edge of each day:

Mean BG: The average of the analysed test results
obtained on the respective day.

Total carbohydrate amount of the respective day.

Total insulin amount of the respective day.
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6.15 CGM results

e ——e5| The variants of the Status, Trend and Daily overview report
elements as described on the following pages are only
[ o displayed in this way if CGM results are present for the
i [ e selected time range. These CGM results are displayed
automatically. If there are also results for this time range from
a blood glucose meter, you can select [ ¢ ~|to display the
report for the BG values.

2weeks hd | 1807201231072012 ) [ ‘fh“"‘

GGl median witin target range:

Moderats CGHvariatilty

sutstes Oisbuon nsuin

Sansor coverage ‘ 95 s’ ‘

commedian 53 mman. ~

Cotarasit 26 o
Target range 090 mmon  Towisun 1839 Ul

[ Jm— oo w5 2 ssaures 1%
winin 9% Jnsuin 835 U/aar (49%)

Fypotimit 40 mmon | Hipogicaemia B Bolstequny 411dar

o ursion 2en

Fypos s

Hypos atnight 1
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@ A Chek Smart P Sftware ==
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Qendard day

‘-‘-Hn-m-w- CEE RN TN

CGM median wihin target range
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Distibution Insuiin

28 mmelt Target range 4.0-9.0 mmoll Total insulin 18.39 U/ day
| Aoove 0% Iinsuin2 043 Usday 1%)
Wihin 0% Iisuin 1 898 UIday W9%)

40 mmon. | Hipogycsemia % Bolus frequency e
24 h
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Status

The Status report element contains a summarised
assessment of read CGM results; among other things,
Standard day is displayed as combined CGM curves. This
report element helps to quickly gain an overview and does
not contain any detailed information about individual results.

CGM status pane

The CGM status pane on the left provides a basic
assessment of the read test results while considering the
following three parameters:

. The CGM hypo duration is calculated from the
proportion of CGM results below the hypo limit. For
this, the total duration during which the results were
below the hypo limit is compared with the duration of
the selected time range.

. The position of the CGM median in relation to the
thresholds set and the target range, similar to the
mean blood glucose for BG values. The CGM median
represents the middle value of all CGM results.

. The CGM variability is calculated from the interquartile
range (IQR). The IQR corresponds to the middle width
of the range between the 25th and 75th percentile,
within which 50 % of all values lie.
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The assessment of these three parameters occurs using a
traffic light indicating “Keep it up!” (green), “Watch out!”
(yellow) or “Stop!” (red).

If the values fall within the specified range, this is
indicated by the colour green.

If the values fall marginally outside the specified
range, this is indicated by the colour yellow.

If the values fall significantly outside the specified
range, this is indicated by the colour red.

Other panes

In other panes you can find summarised information such as
Statistics, Hypoglycaemia, Distribution, Insulin and Standard

day.
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Trend
This report element shows the continuous trend of several
test results over the selected time range. The values that can

be displayed in this report element are:

. CGM results

. Bolus insulin

. Carbohydrate amounts
. Basal rate

. Calibration results

. Pump information

You will find the day along the horizontal (x) axis and the
CGM results along the vertical (y) axis on the left. The CGM
results are displayed as a continuous curve for as long as the
sensor transmits continuous monitoring results. Interruptions
result in a gap in the curve.

Just as for BG values, you can see the set target range in the
background of the chart (in the form of a green bar) and the
hypo limit (in the form of a red line). Non-work days (for
example, weekends) are marked with a grey bar on the
horizontal time axis.

Here you will also find a display of bolus insulin (if stored in
the meter or entered in the record). Each bolus is plotted top
down in the chart. You can see the associated values at the
top of the right-hand y-axis.
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Daily overview

This report element is used to facilitate recognition of daily
recurring patterns. For this purpose, all the CGM results are

2weeks - 7] 18.07.2012-31.07.2012 » . . . .

i . ‘ . positioned in a 24-hour grid and all results obtained at a
| i specific time of day are shown at the same position on the
Daily overview /1 soumou

“ — — e time axis.

e~ Y1 soU0OU

‘ ‘ Separate curves for each day are displayed in separate
. "] v e charts. In addition, the following information is displayed at

1059

TN TN T the right-hand edge of each chart:

| g
~ ssmman

i s

Maf o . CGM median: The middle value of all the CGM
results obtained on a respective day.
. Total carbohydrate amount of the respective day.
— == . Total insulin amount of the respective day.
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Daily statistics 9%

The Daily statistics table is set up chronologically with
columns divided into CGM results, carbohydrates and
insulin. The associated statistical values (mean values,
numbers, and so on) are entered for each day.

CGM results pane

. Sensor coverage: Proportion of the selected period
in which CGM results were obtained, as a percentage.
. Median: The middle value of all the CGM results

obtained on a respective day.

. CGM variability (IQR): The range within which 50 %
of all results lie.

. Hypos: Number of hypoglycaemic episodes.

Carbohydrates pane

. Carbohydrates: Amount of carbohydrates consumed
on this day.

Insulin pane

. Insulin: Total amount of insulin delivered (bolus and
basal).

. Basal: Total amount of basal insulin delivered.

. Bolus: Total amount of bolus insulin delivered.

. Number of boluses: Number of boluses delivered on
this day.

. Basal / Bolus: Ratio of basal insulin to bolus insulin.
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Note: Not all products are available in all countries.

The Accu-Chek Smart Pix system can read and analyse data
from the following blood glucose meters:

Via USB port:

. Accu-Chek Active (model GU, GB)
. Accu-Chek Aviva Connect

. Accu-Chek Aviva Insight

. Accu-Chek Aviva Solo

. Accu-Chek Guide

. Accu-Chek Guide Me

. Accu-Chek Guide Solo

. Accu-Chek Instant

. Accu-Chek Instant S

. Accu-Chek Mobile (model U1)
. Accu-Chek Performa Connect
. Accu-Chek Performa Insight

. Accu-Chek Performa Solo

Via IR port (Accu-Chek Smart Pix device):

. Accu-Chek Active (model GG, GN, GC)
. Accu-Chek Aviva

. Accu-Chek Aviva Combo

. Accu-Chek Aviva Expert

. Accu-Chek Aviva Nano

. Accu-Chek Compact

. Accu-Chek Compact Plus

. Accu-Chek Go

. Accu-Chek Mobile (model U8)
. Accu-Chek Performa

. Accu-Chek Performa Combo

. Accu-Chek Performa Nano
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The following insulin pumps are suitable for transferring data
to the Accu-Chek Smart Pix system:

. Accu-Chek Insight

. Accu-Chek Solo

. Accu-Chek Spirit

. Accu-Chek Spirit Combo

Note: Not all products are available in all countries.
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In some cases, these devices require different preparation in
order to be able to transfer data to the Accu-Chek Smart Pix
system. On the following pages, you will find a description of
the procedure for each device to analyse stored data
successfully. You or the user can also find this information in
the User’s Manuals for the meters and insulin pumps.

Always prepare only one device at a time for data
transfer. Otherwise, simultaneous communication
attempts might interfere with the data transfer. Also
avoid possible interference from infrared ports of
other devices such as laptops or mobile phones.

@ Avoid infrared data transfer in direct extraneous light
(for example sunlight) because it may interfere with
data transfer.

@ If you want to analyse insulin pump data together
with meter data, the devices must be synchronised,
i.e. all devices involved should have the same date
and time settings.

@ A joint analysis of several devices can only be
performed if the imported data is saved. Reports that
are not saved can only represent the data from one
device.
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-

ACCU-CHEK ® smart Pix

All the descriptions below for an infrared data transfer
assume the following prerequisites to have been met:

. The Accu-Chek Smart Pix device is already plugged
into the computer.

. The computer is switched on and the operating
system is running.

. In the Accu-Chek Smart Pix software, you have
clicked Read device or activated the automatic import.

. The Accu-Chek Smart Pix device is ready for data
transfer when the luminous surface pulsates slowly.



7.1  Accu-Chek Active blood glucose meter

ACCU-CHEK
Active

Chapter 7, Preparing the devices

The Accu-Chek Active meter (model GG, GN, GC) has a
built-in infrared port for data transfer. In order to read data
from these devices, proceed as follows:

. Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

. Switch the meter on by keeping the M button pressed
for more than 3 seconds.

. The display shows “PC”, and data transfer starts
automatically.
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The Accu-Chek Active meter (model GU, GB) has a built-in
USB port for data transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver is
not required.

In order to read data from these devices, proceed as follows:

. Connect the micro B plug of the USB cable to the
meter.
. If you are not using the Accu-Chek Smart Pix device

(model 2): Connect the USB A plug to a USB port on
your computer.

. The meter connects to the computer. “PC” flashes on
the display.
. Data transfer starts automatically, “PC” no longer

flashes during the data transfer.

The data is transferred. When data transfer has been
completed, “End” appears on the display, after which the
meter turns itself off. You can now remove the USB cable.
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7.2  Accu-Chek Aviva blood glucose meter
Accu-Chek Aviva Nano blood glucose meter

The Accu-Chek Aviva and Accu-Chek Aviva Nano meters
have a built-in infrared port for data transfer. In order to read
data from these devices, proceed as follows:

. Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

. Switch the meter on by keeping the « and »
buttons pressed simultaneously until two alternately
flashing arrows appear on the display. Data transfer
starts automatically.
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7.3  Accu-Chek Aviva Combo blood glucose meter
Accu-Chek Aviva Expert blood glucose meter

The Accu-Chek Aviva Combo and Accu-Chek Aviva Expert
meters have a built-in infrared port for data transfer. In order

to read data from these devices, proceed as follows:
. Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.
(( . In the main menu, select My Data and press @.
; ) . Select Data transfer and press @.

The data is now transferred. When data transfer has been
completed, the Complete display is shown for three seconds.
Then, the meter turns off.

10:02 2 Feb 09

If you are using the Accu-Chek Aviva Combo meter
& bG Test . .. . .
¥ Bolus Advice together with an Accu-Chek Spirit Combo insulin
EL Pump pump, you should always read the data from both
SMyData ] devices at the same time in order to get information
A Settings that is as complete as possible (especially concerning
g e
B view Dot bolus amounts and basal rates).
|4l Add Data
% Reports
Py Data Transfer |
f

Transferring Data

® Data Transfer

Complete
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7.4  Accu-Chek Aviva Connect blood glucose meter

The Accu-Chek Aviva Connect meter has a built-in USB port
for data transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver
is not required.

In order to read data from these devices, proceed as follows:

. Connect the micro B plug of the USB cable to the
meter.

. If you are not using the Accu-Chek Smart Pix device
(model 2): Connect the USB A plug to a USB port on
your computer.

. The meter turns on and connects to the computer.
Information is displayed keeping you updated on the

Dvata Transfer progress.

The data is transferred. When data transfer has been

completed, the report is displayed. You can now remove the

USB cable.

Complete

257



Chapter 7, Preparing the devices

7.5 Accu-Chek Aviva Insight diabetes manager

9:29 am 10 Feb 2011
id o

I | m {80 Communication
- q Connect to PC > [BP Connection Options
Meter Bolus

@ Configure > @ Charge only

P E——————
( @ ™ % Set Up New Pairing ), © Connectto PC
E=

ommunicatior My Data

[B2 Manage Current Pairings ) [ set as default

Flight Mode Settings

= _

[B® Connected

Bhcomplete

B ~ Iy
.
. = “}

“ T
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The Accu-Chek Aviva Insight diabetes manager has a built-
in USB port for data transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver is
not required.

Proceed as follows to read out data from the Accu-Chek
Aviva Insight diabetes manager:

Connect the micro B plug of the USB cable to the
meter.

If you are not using the Accu-Chek Smart Pix device
(model 2): Connect the USB A plug to a USB port on
your computer.

In the Communication menu of the meter, select the
Connect to PC option. (If the Connect to PC option is
set as default in your device, this step is omitted.)

The data transfer starts automatically and the transfer
in progress is displayed.

When data transfer has been completed, Data transfer
complete briefly appears on the display. The meter
automatically turns itself off (and switches to charging
mode). You can now remove the USB cable.

If you use the meter together with an Accu-Chek
Insight insulin pump, the saved data from both
devices is automatically transferred (see page 274).
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7.6  Accu-Chek Aviva Solo diabetes manager and Accu-Chek Solo insulin pump

The Accu-Chek Aviva Solo diabetes manager has a built-in
USB port for data transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver is
not required.

Proceed as follows to read out data from the Accu-Chek
Aviva Solo diabetes manager:

. On the meter, select the USB option.
. Connect the micro B plug of the USB cable to the
meter.

R cornectioPo . If you are not using the Accu-Chek Smart Pix device
Connect the diabetes manager (model 2): Connect the USB A plug to a USB port on
:zgltel?e PC using the USB your Computer.

. The display of the diabetes manager shows that the

connection was successfully established.

. The data is transferred. When data transfer has been
completed, the report is displayed on the PC. You can
now remove the USB cable.

Signals Help

Status Add data

screen
Cancel
@D 07:00 _

Establishing data connection
!» to

If you use the meter together with an Accu-Chek Solo

PC - . . .
@ Insulin pump, the saved data from both devices is
Establishing data connection P oot exchange wio Pe automatically transferred.

to the PC. Start the desired
program on your PC.

Data connection established.

Continue with the PC
software.

Cancel
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7.7
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Accu-Chek Compact blood glucose meter

The Accu-Chek Compact meter has a built-in infrared port
for data transfer. In order to read data from these devices,
proceed as follows:

. Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

. Switch the meter on by pressing the SET and MEMO
buttons simultaneously. The device is now switched
on and in data transfer mode, without advancing to a
new test strip.

. The display shows two arrows, and data transfer starts
automatically.



7.8

Accu-Chek Compact Plus blood glucose meter
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The Accu-Chek Compact Plus meter has a built-in infrared
port for data transfer. In order to read data from these
devices, proceed as follows:

. Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

. Switch the meter on by pressing the S and M buttons
simultaneously. The device is now switched on and in
data transfer mode, without advancing to a new test
strip.

. The display shows two arrows, and data transfer starts
automatically.
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7.9 Accu-Chek Go blood glucose meter

The Accu-Chek Go meter has a built-in infrared port for data
transfer. In order to read data from these devices, proceed as
follows:

. Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

. Switch the meter on by keeping the M button pressed
for more than 3 seconds.

. The display shows “PC”, and data transfer starts
automatically.

ACCU-CHEK Go

‘memory

If you have this version of the Accu-Chek Go meter, proceed
as follows:

. Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

. Switch the meter on by pressing the €4 and @
buttons simultaneously.

. The display shows “PC”, and data transfer starts
automatically.
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7.10 Accu-Chek Guide blood glucose meter

The Accu-Chek Guide meter has a built-in USB port for data
transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver
is not required.

In order to read data from these devices, proceed as follows:

. Connect the micro B plug of the USB cable to the
meter.

. If you are not using the Accu-Chek Smart Pix device
(model 2): Connect the USB A plug to a USB port on
your computer.

. The meter turns on and connects to the computer.
Information is displayed keeping you updated on the

Dvata Transfer progress.

The data is transferred. When the data transfer has been

completed, the meter automatically turns itself off shortly

afterwards. You can now remove the USB cable.

Complete

263



Chapter 7, Preparing the devices

7.11
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Accu-Chek Guide Me blood glucose meter

The Accu-Chek Guide Me meter has a built-in USB port for
data transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver is
not required.

In order to read data from these devices, proceed as follows:

Connect the micro B plug of the USB cable to the
meter.

If you are not using the Accu-Chek Smart Pix device
(model 2): Connect the USB A plug to a USB port on
your computer.

The meter connects to the computer. “PC” flashes on
the display.

Data transfer starts automatically, “PC” no longer
flashes during the data transfer.

The data is transferred. When the data transfer has been
completed, the meter automatically turns itself off. You can
now remove the USB cable.



Chapter 7, Preparing the devices

7.12 Accu-Chek Guide Solo diabetes manager and Accu-Chek Solo insulin pump

Signals Help

Status Add data
screen

@D 07:00
Establishing data connection
!» to

Establishing data connection
to the PC. Start the desired
program on your PC.

B> connect to PC

Connect the diabetes manager
and the PC using the USB
cable.

@D 07:00 @
I}) Data exchange with PC

Data connection established.

Continue with the PC
software.

Cancel

The Accu-Chek Guide Solo diabetes manager has a built-in
USB port for data transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver is
not required.

Proceed as follows to read out data from the Accu-Chek
Guide Solo diabetes manager:

On the meter, select the USB option.

Connect the micro B plug of the USB cable to the
meter.

If you are not using the Accu-Chek Smart Pix device
(model 2): Connect the USB A plug to a USB port on
your computer.

The display of the diabetes manager shows that the
connection was successfully established.

The data is transferred. When data transfer has been
completed, the report is displayed on the PC. You can
now remove the USB cable.

If you use the meter together with an Accu-Chek Solo

Insulin pump, the saved data from both devices is
automatically transferred.
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7.13 Accu-Chek Instant blood glucose meter
Accu-Chek Instant S blood glucose meter

The Accu-Chek Instant meter has a built-in USB port for data
transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver is
not required.

In order to read data from these devices, proceed as follows:

. Connect the micro B plug of the USB cable to the
meter.
. If you are not using the Accu-Chek Smart Pix device

(model 2): Connect the USB A plug to a USB port on
your computer.

. The meter connects to the computer. “PC” flashes on
AL Cexe the display.
. Data transfer starts automatically, “PC” no longer

flashes during the data transfer.

The data is transferred. When the data transfer has been
completed, the meter automatically turns itself off. You can
now remove the USB cable.
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7.14 Accu-Chek Mobile blood glucose meter
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The Accu-Chek Mobile meter (model U8) has a built-in
infrared port for data transfer. In order to read data from
these devices, proceed as follows:

. Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

. Keep the v and A buttons pressed until the meter
turns on.

. Wiait for the display check to be completed and the
Transfer data menu to be displayed.

. In the Transfer data menu, select For analysis and
press <.

The connection is now established, and the data is
transferred. When data transfer has been completed, the
Transfer finished display is shown for two seconds. Then, the
meter turns off.
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Cancel

The Accu-Chek Mobile meter (model U1) has a built-in USB
port for data transfer.

@®

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver is
not required.

The Accu-Chek Mobile meter has a selectable
presetting for connecting to a computer. To directly
analyse data in the Accu-Chek Smart Pix software,
the Data transfer option must be set as default.

In order to read data from these devices, proceed as follows:

Connect the micro B plug of the USB cable to the
meter.

If you are not using the Accu-Chek Smart Pix device
(model 2): Connect the USB A plug to a USB port on
your computer.

The meter turns on and connects to the computer.
Information is displayed keeping you updated on the
progress.

The data is transferred. When the data transfer has been
completed, the meter automatically turns itself off after a few
seconds. You can now remove the USB cable.
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7.15 Accu-Chek Performa blood glucose meter
Accu-Chek Performa Nano blood glucose meter

The Accu-Chek Performa and Accu-Chek Performa Nano
meters have a built-in infrared port for data transfer. In order
to read data from these devices, proceed as follows:

. Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

. Switch the meter on by keeping the « and »
buttons pressed simultaneously until two alternately
flashing arrows appear on the display. Data transfer
starts automatically.
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7.16 Accu-Chek Performa Combo blood glucose meter

\ 4

& bG Test

Il Bolus Advice

B Pump

SAVy Data_________|

W Settings

10:00 - 2 Feb 09

B \Vicw Data
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|4 Add Data

% Reports

[*TData Transfer
f

Transferring Data

® Data Transfer

Complete

The Accu-Chek Performa Combo meters have a built-in
infrared port for data transfer. In order to read data from
these devices, proceed as follows:

. Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

. In the main menu, select My Data and press @.
. Select Data transfer and press @.

The data is now transferred. When data transfer has been
completed, the Complete display is shown for three seconds.
Then, the meter turns off.

(D If you are using the Accu-Chek Performa Combo
meter together with an Accu-Chek Spirit Combo
insulin pump, you should always read the data from
both devices at the same time in order to get
information that is as complete as possible (especially
concerning bolus amounts and basal rates).
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7.17 Accu-Chek Performa Connect blood glucose meter

The Accu-Chek Performa Connect meter has a built-in USB
port for data transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver
is not required.

In order to read data from these devices, proceed as follows:

. Connect the micro B plug of the USB cable to the
meter.

. If you are not using the Accu-Chek Smart Pix device
(model 2): Connect the USB A plug to a USB port on
your computer.

. The meter turns on and connects to the computer.
Information is displayed keeping you updated on the

Dvata Transfer progress.

The data is transferred. When data transfer has been

completed, the report is displayed. You can now remove the

USB cable.

Complete
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7.18 Accu-Chek Performa Insight diabetes manager

The Accu-Chek Performa Insight diabetes manager has a
built-in USB port for data transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver is
not required.

Proceed as follows to read out data from the Accu-Chek
Performa Insight diabetes manager:

. Connect the micro B plug of the USB cable to the
o20am 4y B 10Feb20 meter.
= m B0 Communication . If you are not using the Accu-Chek Smart Pix device
M . % Connectto PC 2) S ——— (model 2): Connect the USB A plug to a USB port on
@ [ﬂ % Set Up New Pairing )@nec( toPC ) your ComPUter ) )

S & cortoue 3 @ Chargeonly . In the Communication menu of the meter, select the
ekl | wroon | — —= Connect to PC option. (If the Connect to PC option is
?1( Venage Gurent Pfinss set as default in your device, this step is omitted.)

Fight Mode |  Settings . The data transfer starts automatically and the transfer

ﬁ in progress is displayed.
. When data transfer has been completed, Data transfer
B Comnecing _ complete briefly appears on the display. The meter

& Comectes automatically turns itself off (and switches to charging
mode). You can now remove the USB cable.

Bhcomplete

\ e~ @@
?! T @ If you use the meter together with an Accu-Chek
§ ‘7!

: “}

Insight insulin pump, the saved data from both
devices is automatically transferred (see page 274).

“ T
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7.19 Accu-Chek Performa Solo diabetes manager and Accu-Chek Solo insulin pump

The Accu-Chek Performa Solo diabetes manager has a built-
in USB port for data transfer.

The Accu-Chek driver must be installed on your
computer to enable direct communication between
meter and computer via the micro USB cable (see
chapter 2.2). If you connect the meter to the
Accu-Chek Smart Pix device (model 2), this driver is
not required.

Proceed as follows to read out data from the Accu-Chek
Performa Solo diabetes manager:

. On the meter, select the USB option.
. Connect the micro B plug of the USB cable to the
meter.

R cornectioPo . If you are not using the Accu-Chek Smart Pix device
Connect the diabetes manager (model 2): Connect the USB A plug to a USB port on
:zgltel?e PC using the USB your Computer.

. The display of the diabetes manager shows that the

connection was successfully established.

. The data is transferred. When data transfer has been
completed, the report is displayed on the PC. You can
now remove the USB cable.

Signals Help

Status Add data

screen
Cancel
@D 07:00 _

Establishing data connection
!» to

If you use the meter together with an Accu-Chek Solo

PC - . . .
@ Insulin pump, the saved data from both devices is
Establishing data connection P oot exchange wio Pe automatically transferred.

to the PC. Start the desired
program on your PC.

Data connection established.

Continue with the PC
software.

Cancel
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7.20 Accu-Chek Insight insulin pump

274

Communication with an Accu-Chek Insight insulin pump
may take place in two different ways:

Via a paired Accu-Chek Aviva Insight or Accu-Chek
Performa Insight diabetes manager. The connection
via Bluetooth® technology of these devices normally
takes place during power up. No additional
preparation of the insulin pump is required for data
transfer.

A direct connection via Bluetooth technology to the
the insulin pump. This connection has to be set up
before the first data import from the pump can take
place.

When using a direct connection via Bluetooth
technology, you cannot read out the Accu-Chek
Insight insulin pump using the Read device button or
automatic import in either advanced or basic mode.
See page 276ff for detailed information.
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Communication via diabetes manager

The insulin pump data is always saved in the meter and auto-
matically read out (together with meter data) and saved to
your computer. In order for additional information (settings)
to be transferred, the insulin pump must be located close to
the meter while data is being read.

If only the meter is available, the insulin pump data saved on
the meter is also transferred. If the meter and the insulin
pump are available, both the data and the insulin pump
settings (for example programmed basal rate profiles) are
transferred.

In order to read data from the Accu-Chek Insight insulin
pump, proceed as follows:

. If you also want to transfer the settings, ensure that
the insulin pump is located near the meter (for
example on your belt).

. Perform the data transfer from the meter as described
on page 258 or page 272.
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Direct connection via Bluetooth technology
To enable a direct connection via Bluetooth technology to
the insulin pump, the insulin pump must first be assigned to

the existing record of a patient.

Assigning the insulin pump to a patient

Proceed as follows to assign an Accu-Chek Insight insulin
pump to a patient:

. Make sure the insulin pump is located within a
maximum distance of 2 m from the Accu-Chek
Smart Pix device.

. Open the patient record to which the insulin pump will
be assigned.

. Click the [&g] button to open the dialogue box for
pump communication.

. Click the @) Add pump button.

. Follow the instructions on the screen to connect to the
insulin pump and assign it to the current patient.
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Reading data from the insulin pump

Proceed as follows to read data from the Accu-Chek Insight
insulin pump:

Make sure the insulin pump is located within a
maximum distance of 2 m from the Accu-Chek
Smart Pix device.

Open the patient record to which the insulin pump
data will be added.

Click the [&g] button to open the dialogue box for
pump communication.

Click the @) Read pump button.

When the data have been read completely (this may
take a few minutes), click Import data to add them to
the patient record.
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Removing an insulin pump assignment from a patient

If you want to assign a new pump to a patient, you need to
remove the currently assigned pump first. The data
previously read from the insulin pump will remain in the
patient record.

Proceed as follows to remove the current insulin pump
assignment from a patient.

. Open the patient record from which the insulin pump
will be removed.
. Click the button to open the dialogue box for

pump communication.

. Click the Q Remove pump button.

. Information about the currently assigned pump is
displayed.

. Click Remove to remove the current assignment.

. Click Remove again to confirm the removal of the

current assignment.



7.21 Accu-Chek Spirit insulin pump
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The Accu-Chek Spirit insulin pump has a built-in infrared
port for data transfer. In order to read data from these
devices, proceed as follows:

Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

Make sure that your insulin pump is in STOP mode.

Press the @@ button repeatedly until the
COMMUNICATION screen is displayed.

Confirm the selection with the & button. The built-
in infrared port is now activated, and data transfer
starts automatically.

When data transfer has been completed and the report is
displayed on the screen:

Press the & button to quit data transfer mode.

Resume operation of the insulin pump (RUN mode) so
as not to interrupt the supply of insulin according to
your basal rate for longer than necessary.
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7.22 Accu-Chek Spirit Combo insulin pump
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The Accu-Chek Spirit Combo insulin pump has a built-in
infrared port for data transfer. In order to read data from
these devices, proceed as follows:

Place the device no more than 10 cm away from the
infrared window on the Accu-Chek Smart Pix device.
Both infrared windows must be facing one another.

Make sure that your insulin pump is in STOP mode.

Press the @@ button repeatedly until the DATA
TRANSFER screen is displayed.

Confirm the selection with the & button.

Press the & button again to start data transfer. The
built-in infrared port is now activated, and data
transfer starts automatically.

When data transfer has been completed and the report is
displayed on the screen:

Press the G2 button to quit data transfer mode.

Resume operation of the insulin pump (RUN mode) so
as not to interrupt the supply of insulin according to
your basal rate for longer than necessary.
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7.23 Note on time settings for the Accu-Chek insulin pumps

If you have to correct the time set in your Accu-Chek insulin
pump, observe the following:

Do net change the time on your Accu-Chek insulin
pump if you have programmed time-based changes
of insulin delivery (for example temporary basal rate,
extended bolus or multiwave bolus) and this change
is still in effect (i.e. the programmed period of time
has not yet elapsed).

In this case, the Accu-Chek Smart Pix system may not be
able to analyse the stored insulin pump data. Therefore, only
change the time set in your insulin pump if it is in STOP
mode.

If you want to reset the time programmed in your Accu-Chek
insulin pump (for example, at the end of summer time or due
to time zone changes when travelling in Western directions)
and analyse the existing data using the Accu-Chek Smart Pix
system, note the information that follows:
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Before changing the time, read the existing data from

@ your Accu-Chek insulin pump. The next time data is
read, the Accu-Chek Smart Pix system only analyses
the insulin pump data which was stored for the day
of the changeover (i.e. as of 0:00) after the time was
reset.

If you are using your insulin pump together with a blood
glucose meter and want to analyse the data of both devices
using the Accu-Chek Smart Pix system, always change the
time for all devices at once. This ensures that the informa-
tion represented in the reports is assigned correctly.
Combined reports are only created for devices which have
the same date and time settings.
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8 Error signals and troubleshooting

Sometimes situations can occur in which a report is not
created or printed, or other problems arise. We would like to
provide you with several solutions below for most conceiva-
ble situations in which a problem might occur. If you do not
find an appropriate solution here, contact your customer
support and service centre (you can find the address in
chapter 11).
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8.1 Errors without error signals

The Accu-Chek Smart Pix system fails to appear on the PC as
a drive:

. Check whether your PC or operating system meets the
system requirements for the Accu-Chek Smart Pix
system (see page 2).

. Check to make sure the USB plug is firmly plugged
into the correct socket on the PC.

. If the Accu-Chek Smart Pix system is still not
recognised as a drive, plug the device into a different
USB port on your PC (you may be able to use a USB
hub or choose between USB ports on the front and
rear of your PC).

If the Accu-Chek Smart Pix system fails to emit any status
indicator signals whatsoever and if all the above checks are
unsuccessful, try testing the device on a different PC. If there
is still no sign of operation, the device is probably faulty. This
also applies if there are error signals (luminous surface flash-
ing) which are not associated with data transfer. Contact
your customer support and service centre (you can find the
address in chapter 11).
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8.2  Error signals on the device

The Accu-Chek Smart Pix system reports potential errors (for
example during data transfer) by causing the luminous
surface 6 to flash quickly.

If such an error occurs, the following options are available to
solve the problem:

. In the Accu-Chek Smart Pix software user interface,
click the Read device button. By flashing slowly again,
the luminous surface should now indicate that it is
actively searching for devices and that it is ready for
data transfer.

. . If the error signal continues, you can unplug the
(e . Accu-Chek Smart Pix device and plug it back in again.
Any Microsoft Windows error message about
removing the disk is of no further consequence.
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Then repeat data transfer.
If this error signal occurs again, check the following points:

. Has the meter been properly prepared for data
transfer? For more information, see chapter 7.

. Is the optical contact (infrared port) unimpaired? Is
the distance correct (too far away)?

. Is there any interference from extraneous light
(sunlight, another infrared port, fluorescent tubes or
energy-saving lamps)?

. Is the USB cable correctly plugged in under the
device?

In the event of error messages associated with data transfer,
it is not the Accu-Chek Smart Pix system which is faulty,
there is interference with the data transfer between the
devices. In individual cases, this may be due to the meter or
insulin pump.
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9.1

9.2

Appendix

Cleaning the device

Disposal of the device

Chapter 9, Appendix

Unplug the Accu-Chek Smart Pix device before cleaning it.
Use cloths slightly moistened with cleaning agent and make
sure no liquid gets inside the device.

Clinical staff: Observe the regulations applicable at your
institution concerning protection against infection.

The product itself may come into contact with blood during
testing. Used products therefore carry a risk of infection.
Dispose of used products according to local regulations. For
information about correct disposal, contact your local council
or authority. The product falls outside the scope of the
European Directive 2012/19/EC (Directive on waste electrical
and electronic equipment, WEEE).
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9.3 Cleaning the USB flash drive

Clean the USB flash drive while it is disconnected. Use cloths
slightly moistened with cleaning agent and make sure no
liquid gets inside the device casing.

9.4 Disposal of the USB flash drive

The USB flash drive falls inside the scope of the European
Directive 2012/19/EC (Directive on waste electrical and
electronic equipment, WEEE). Do not dispose of it in
household waste. Dispose of the USB flash drive according
to environmental regulations by handing it in to a collection
point or to your distributor.
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Using a USB flash drive

Chapter 9, Appendix

PRECAUTION

Potential data loss

Do not remove the USB flash drive containing the
Accu-Chek Smart Pix software while data is being
exchanged. Doing so could cause irreparable damage
to files. The USB flash drive itself could be damaged,
rendering it unusable. To prevent this, follow these
instructions for safe removal of the USB flash drive:

Windows

Look for the “Safely Remove Hardware and Eject
Media” g icon on the Windows taskbar.

Double-click the g icon.

In the menu displayed, select the removable media
(USB flash drive) to be ejected.

When the “Safe to remove hardware” message
appears, you may unplug the USB flash drive.

Mac 0S

Open a Finder window and look for removable media
(USB flash drive).

Click the eject symbol £ next to the USB flash drive.

When the USB flash drive is no longer visible in the
window, you may unplug it.
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9.6
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Abbreviations

AGP Ambulatory Glucose Profile

AST Alternative site testing

BG Blood glucose

CGM Continuous glucose monitoring

HBGI High blood glucose index

HI Result above the measuring range (indicated on the meter as HI)
Hypo Hypoglycaemia

IQR Interquartile range

LBGI Low blood glucose index

LO Result below the measuring range (indicated on the meter as LO)
SD Standard deviation

TBR Temporary basal rate

U Insulin amount in International Units

U/h Insulin amount delivered per hour (basal rate)
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10 Accu-Chek Smart Pix software Terms of Use

The use of the Accu-Chek Smart Pix software is subject to the
following provisions (“Terms of Use”).

1
1.1

12

1.3

Data Protection, Privacy and Data Backup

Roche Diabetes Care GmbH, Sandhofer Strasse 116, 68305
Mannheim, Germany (“Roche”) does not have any access to
the productive data you generate using the Accu-Chek
Smart Pix software.

The productive data you generate using the Accu-Chek
Smart Pix software is generated locally on your computer
and only stored to the system that you actively select, e.g. the
location on your computer where you store the Accu-Chek
Smart Pix software.

The Accu-Chek Smart Pix software USB flash drive is the
original medium used to provide the software but it is not a
suitable medium for storing data you have generated using
the Accu-Chek Smart Pix software. Avoid potential data loss
(e.g. from damage to or loss of the USB flash drive) by
always storing all data locally on your computer or on a
network server. It is your own responsibility to back up your
data.
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2

Proprietary Rights

All right, title and interest including, but not limited to, copyright,
trademarks and other intellectual property rights in and to the
structure, design and labelling of the Accu-Chek Smart Pix software
are the property of Roche and its licensors. Roche retains all rights
not expressly granted herein.

3.2

33

Limitation of Liability

Irrespective of the cause of action, Roche’s liability shall be
limited to damage caused by Roche, its employees or
subcontractors due to wilful misconduct, gross negligence
or, in case of a violation of an essential obligation, i.e. an
obligation that is of crucial relevance to the usability of the
Accu-Chek Smart Pix software, simple negligence.

If Roche is held liable for simple negligence under Section
3.1, Roches liability shall be limited to those typical damages
that were reasonably foreseeable at the time you were
provided with the Accu-Chek Smart Pix software or, at the
latest at the time of the violation of the relevant obligation.

Roche’s liability for any damages caused by the breach of
a specific warranty provision or for damages to be
compensated under the Product Liability Act and for
damages due to loss of life, injury or endangerment to health
remains unaffected.



4.2

4.3
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Miscellaneous

These Terms shall be governed by the laws of Germany; the
application of the UN Convention on Contracts for the
International Sale of Goods and private international law is
excluded.

For disputes arising from or in connection with these Terms,

the courts of Mannheim, Germany have exclusive jurisdiction
internationally and locally, if you are a merchant, enterprise or
public institution.

If any individual clause of these Terms is invalid or
unenforceable, the remainder of the Terms shall not be
affected in any way. Ineffective clauses shall be replaced by
the valid legal regulation.
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Chapter 11, Customer support

If you encounter problems, have questions regarding
operation or need additional information about the
Accu-Chek Smart Pix software, contact your customer
support.

Following you will find the contact data of the responsible
Accu-Chek customer support.

Australia Roche Diabetes Care Australia Pty. Limited

(Australia) Accu-Chek Enquiry Line: 1800 251 816
www.accu-chek.com.au

Canada Accu-Chek Customer Care: 1-800-363-7949

(Canada) www.accu-chek.ca

Central America and Caribbean
(Central America and the Caribbean)

Local contact information at:
www.accu-chekcac.com

Kazakhstan
(Republic of Kazakhstan)

Tanan-TinekTepai (ycblHbICTapAbl):

«Pow Kazakctan» XKLWC, Kasakctan Pecny6nukacsl, 050051, Anmarth! K.,
Mepney aypaHbl, AaHfbinbl JocTbik, yin 210

Ten: +7-727-321-24-24

Xepnen TenedoH xenici: 8-800-200-88-89

OpraHu3auus, NpyuHUMatoLLas NPETEH3NN

(npepnoxexus):

TOO «Pow KazaxctaH»

Pecnybnuka KasaxcrtaH, 050051, r. Anmatel, Megeyckuin panoH,
npocnekt JocTbik, aom 210

Ten: +7-727-321-24-24

TenedoH ropsiyer nuHuu: 8-800-200-88-89

Lebanon Roche Diabetes Care Middle East FZCO
(obd) Tel: +971 (0) 4 816 9165
www.rochediabetescaremea.com
or contact Roche local authorized representative in your country
Singapore Accu-Chek ExtraCare line: 6272 9200
(Singapore) www.accu-chek.com.sg
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South Africa Roche Diabetes Care South Africa (Pty) Ltd.
(South Africa) Hertford Office Park, 90 Bekker Road,
Vorna Valley, 1686
South Africa

Tel: +27 (11) 504 4600
Email: info@accu-chek.co.za
www.rochediabetescaremea.com

Ukraine YnoBHOBaxeHUI NpeACcTaBHUK B YKpaiHi
(Ykpaunna) @ TOB «Pow Ykpaina»
YkpaiHa, 03150, m. KuiB, Byn. Bennka Bacunbkiscbka 139, 5 noeepx

UATRTI6 E_mail: ukraine.accu-chek@roche.com
«Pow [jabeTec Kea TM6X»,
3aHarodep Ltpacce 116
68305, Matraiim, HimewunHa
www.accu-chek.com

United Kingdom Roche Diabetes Care Limited
(United Kingdom) Charles Avenue, Burgess Hill
West Sussex, RH15 9RY, United Kingdom
Accu-Chek Customer Careline "
UK Freephone number: 0800 701 000
ROI Freephone number: 1 800 709 600
" calls may be recorded for training purposes
Some mobile operators may charge for calls to these numbers.
www.accu-chek.co.uk
www.accu-chek.ie
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